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 1.  Introduction:  


Traditional  Knowledge  is  among  the  key  areas  of  concern  for  biodiversity  rich 
 countries in the Global South. While patent protection on life forms was agreed 
 in the TRIPS agreement, no corresponding negotiations took place on the impact 
 of patents on TK and associated genetic resources. Bio-prospecting has  allowed 
 firms  to  leverage  modern  tools  of  biotechnology.  At  the  same  there  are  some 
 wrong patents granted on tk associated with genetic resources. But there is a lot 
 of  misinformation  in  this  area,  primarily  due  to  lack  of  understanding  of  the 
 exact  nature  of  the  patent  system  and  its  impact  on  traditional  knowledge 
 available in the public domain. This module aims to clear such misconceptions by 
 looking into the following:  


  Traditional knowledge – definitional ambiguity and Attempts to define TK 


  International  measures-  Convention  of  Biological  Diversity  (CBD)  and 
 Nagoya Protocol 


  TRIPS-CBD Relationship 


  Exclusions under 27.3 (b) and Review under Article 27.3 (b) 


  Indian Position on TK, biodiversity and Patents  


•  Biological Diversity Act, 2002  


•  Patents Act, 1970  


•  Guidelines of the IPO on TK  


•  Other related Acts and legislations  


•  TKDL  


Module Detail 


Subject name  Law


Paper name  Intellectual Property


Module name/ Title  Patents, Traditional Knowledge and Biodiversity 


Module Id  Law/IP/# 13  


Pre- requisites  Patentable subject matter, inventive step, TRIPS, IP concepts  
 Objectives    To understand the concept of traditional knowledge and 


need for protection 


  To understand why modern IP frameworks are not able 
 to capture TK protection 


  To understand the TRIPS-CBD relationship  


  To  understand  measures  to  protect  TK  through  rights 
 based  protection  or  preventing  misappropriation  in 
 India  


Key words  Traditional knowledge, patents, biodiversity, TKDL 
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 2.  Traditional  knowledge  –  definitional  ambiguity  and  Attempts  to  define 


TK 


The WIPO study notes: 1


“IP [should] provide an important means for strengthening the range of incentives that 
 local communities need for conserving genetic resources and associate TK. In fact, IP 
 can also provide incentives for augmenting this knowledge and resource base.... In the 
 absence  of  adequate  mechanisms  to  provide  protection  for  such  efforts,  proper 
 incentives are not yet available to encourage more people to pursue such innovations. 


The  ultimate  test  of  any  incentive system  is  whether  it  can  nurture  and  augment  the 
 spirit  of  experimentation,  exploration  and  sharing,  so  evident  in  traditional 
 communities over the years. We need to find ways of ensuring that the value system 
 of many of these communities does not become a reason for their remaining poor, and 
 thus, ultimately, eroding their vitally important knowledge and resource base.” 


Some of the definition ambiguities in understanding TK can be understood from the 
 graphic below:  


      


1Anil  K.  Gupta, WIPO-UNEP  Study  on  the  Role  ofIntellectual  Property  Rights  in the  Sharing  of  Benefits 
 Arising  from  the  Use  of  Biological  Resources  and  Traditional  Knowledge  (2004),  available  at 
 http://www.wipo.int/tk/en/publications/769euneptk.pdf(


Learning Outcome:  


  To understand the concept of traditional knowledge and need for protection 


  To understand why modern IP frameworks are not able to capture TK protection 


  To understand the TRIPS-CBD relationship  


  To  understand  measures  to  protect  TK  through  rights  based  protection  or 
preventing misappropriation in India  
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 In a broad sense the term “Traditional Knowledge”, generally includes the intellectual 
 and  intangible  cultural  heritage,  practices  and  knowledge  systems  of  traditional 
 communities,  including  indigenous  and  local  communities  [see  The  Protection  of 
 Traditional  Knowledge:    Draft  Gap  Analysis:    Revision  (WIPO/GRTKF/IC/13/5(b) 
 Rev.), page 23 of Annex I]  


Hence  traditional  knowledge  in  a  general  sense  embraces  the  content  of  knowledge 
 itself  as  well  as  traditional  cultural  expressions/expressions  of  folklore  (TCEs), 
 including  distinctive  signs  and  symbols  associated  with  traditional  knowledge.  [See 
 Traditional Knowledge: Policy And Legal Options (WIPO/GRTKF/IC/6/4), page 28]  


A commentator has succinctly captured the issues surrounding TK:2  


“Traditional  knowledge,  being  ‘knowledge,’  feasibility  of  its  protection  needs  to  be 
 sought  first  under  the  principles  and  rules  of  intellectual  property.  The  moralistic 
 arguments  that  advocate  for  the  protection  of  TK  mainly  focus  on  the  western 
 impression  that  every  person  has  a  moral  right  to  control  the  product  of  his  or  her 
 labor  or  creativity.  The  developing  countries  argue  that  their  traditional  knowledge 
       


2 http://shodhganga.inflibnet.ac.in/bitstream/10603/22605/11/11_chapter4.pdf  


Transmitted orally across generations
 Constantly evolving


Collective responsibility & ownership
 Open and close traditional knowledge 
 May or may not relate to medicinal knowledge 
 May includes cultural expressions, music, poetry, handicrafts 


etc… 
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 has  been  the  basis  for  the  research  leading  to  high-priced  inventions,  the  benefit  of 
 which  is  reaped  by  developed  nations.  Intellectual  property  rights  for  traditional 
 knowledge have been justified from a natural right based perspective on the basis of a 
 system of entitlement theory, and theories of self-development as value of individual 
 autonomy.  Based  on  natural  rights  justifications,  several  systems  of  protection  have 
 been  proposed  for  traditional  knowledge  which  includes  a  system  of  traditional 
 resource  rights,  a  system  of  discoverer’s  rights,  a  system  of  identification  of  source 
 materials,  and  a  system  that  advocates  separation  of  ownership  of  genetic  resources 
 from  the  ownership  of  the  knowledge  itself.  However,  these  justifications  do  not 
 provide any guiding parameters for either demarcating the resource that sought to be 
 protected  or  for  making  a  transaction  worthy  agreement  wherein  the  benefits 
 automatically flows to the beneficiaries.” 


A scholar vividly notes the challenges in the context of TK:3


“The challenges facing us are multiple: First, we need to continue to build, and then 
 cross, a cultural bridge to explain current forms of intellectual property to holders of 
 traditional  knowledge.  This  will  achieve  a  dual  objective:  we  could  all  benefit  from 
 their insights to allow us to work towards improving the intellectual property system 
 to better respond to their needs; it would also allow traditional knowledge holders to 
 reap  available  benefits  from  extant  forms  of  protection,  including  collective  and 
 certification  marks'  and,  where  possible,  patent  and  copyright  protection.  Tort  and 
 contract law may also offer some useful remedies.5 Second, we need to re-examine in 
 depth  the  current  forms  of  intellectual  property.  This  is  an  indispensable  first  step 
 before  any  new  or  "sui  generis"  form  of  protection  is  enshrined  into  a  new 
 international instrument. Then, if current intellectual property norms are found to be 
 inappropriate,  we  may  need  to  consider  new  international  norms,  including  a sui 
 generis right7 and norms related to environmental protection”.  


      


3Daniel  Gervais, TRADITIONAL  KNOWLEDGE  &  INTELLECTUAL  PROPERTY: A  TRIPS-
COMPATIBLE APPROACH, 2005 MICH. ST. L. REV. 137
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 3.  International  measures-  Convention  of  Biological  Diversity  (CBD)  and 


Nagoya Protocol 


The Earth Summit at  Rio in  1992 raised the issue  of TK and Biodiversity.  Principle 
 22 staes: Indigenous people and their communities and other local communities have 
 a  vital  role  in  environmental  management  and  development  because  of  their 
 knowledge  and  traditional  practices.  States  should  recognize  and  duly  support  their 
 identity,  culture  and  interests  and  enable  their  effective  participation  in  the 
 achievement of sustainable development. This was not negotiated during the Uruguay 
 Round  as  an  issue  within  TRIPS  or  Trade  and  Environment.  However,   The  April 
 1994  Marrakesh  Ministerial  Decision  on  Trade  and  Environment  states  that  "the 
 Committee on Trade and Environment will consider the work programme envisaged 
 in  the  Decision  on  Trade  and  Services  and  the  Environment  and  the  relevant 
 provisions of the Agreement on Trade-Related Aspects of Intellectual Property Rights 
 as  an  integral  part  of  its  work”  (WT/CTE/W/8).    Discussions  began  in  WTO 
 Committee  on  Trade  and  Environment  (CTE)  but  brought  into  TRIPS  Council 
 through Article 27.3(b) review  


• conservation of biological diversity


• sustainable use of its components


• fair and equitable sharing of benefits arising from genetic resources
 CBD has three major goals 


Prior informed consent and Access and Benefit sharing is at the core of the convention 


Access to and transfer of technology, including biotechnology, to the governments and/or local communities that provided 
 traditional knowledge and/or biodiversity resources.


• Establishing more predictable conditions for access to genetic resources.


• Helping to ensure benefit-sharing when genetic resources leave the contracting party 
 providing the genetic resources


Nagoya Protocol on Access to Genetic 
 Resources and the Fair and Equitable Sharing 
 of Benefits Arising from their Utilization to the 


Convention on Biological Diversity:
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 A scholar summarizes the CBD in the following words:4  


“‘Biological  diversity’  and  its  contracted  form  ‘biodiversity’  are  neologisms  which 
 date back to the early 1980s when several prominent biologists were calling attention 
 to  the  dangers  of  an  anthropogenic  global  mass  extinction  event.  Biodiversity  is  not 
 intended to be purely a scientific term. Indeed, it was coined specifically to pursue a 
 conservationist  agenda.  Given  that  ‘biological  diversity’  should  so  quickly  become 
 the title of an international treaty, the Convention on Biological Diversity (CBD), the 
 strategy  was  a  clear  success.  The  CBD,  which  entered  into  force  in  1993,  has  as  its 
 three  objectives  ‘the  conservation  of  biological  diversity,  the  sustainable  use  of  its 
 components  and  the  fair  and  equitable  sharing  of  the  benefits  arising  out  of  the 
 utilization  of  genetic  resources’.  Intellectual  property  rights  and  particularly  patents 
 are  considered  to  be  most  relevant  to  the  third  of  these  objectives,  that  of  fair  and 
 equitable  benefit  sharing.  Agreeing  a  text  acceptable  to  governments  of  the 
 biodiversity-poor  industrialized  world  and  of  the  biodiversity-rich  developing 
 countries  turned  into  an  unexpectedly  long,  difficult  and  contentious  process.  Some 
 developing  countries  complained  that  it  was  unfair  for  influential  conservation 
 organizations  and  developed  country  governments  to  expect  them  to  protect  their 
 forests  and  forgo  the  economic  benefits  from  selling  timber  or  converting  them  to 
 other  uses.  These  countries  argued  vociferously  that  a  quid  pro  quo  for  biodiversity 
 preservation  was  fair  and  necessary.  Realizing  the  potential  economic  value  of  their 
 biodiversity  wealth  and  needing  to  improve  their  scientific,  technological  and 
 financial  capacities  to  exploit  it,  their  position  was  that  they  had  the  right  to  set 
 conditions on those seeking their resources, including the fair and equitable sharing of 
 benefits  such  as  the  transfer  of  technology  and  financial  resources.  Needless  to  say, 
 perhaps,  developed  countries  and  transnational  corporations  wanted  as  few 
 restrictions  and  conditions  as  possible  on  access  to  biological  resources.  The 
 relationship  between  intellectual  property  rights  and  the  CBD  tends  to  be  treated  as 
 most relevant to the regulation of access to genetic resources, and the development of 
 measures  to  ensure  fair  and  equitable  benefit  sharing  with  commercial  users,  states 
 and holders of traditional knowledge. The most important parts of the convention here 
       


4 http://samples.sainsburysebooks.co.uk/9781136550980_sample_716752.pdf  



(8)8 
 are Articles 15 and 8(j). Article 15 recognizes the sovereign rights of states over their 
 natural resources and their authority to determine access to genetic resources, and that 
 access,  where  granted,  shall  be  on  mutually  agreed  terms  and  subject  to  the  prior 
 informed  consent  of  the  provider  party.  Article  8(j)  requires  parties  to  ‘respect, 
 preserve and maintain knowledge, innovations and practices of indigenous and local 
 communities  embodying  traditional  lifestyles  relevant  for  the  conservation  and 
 sustainable  use  of  biological  diversity  and  promote  their  wider  application  with  the 
 approval  and  involvement  of  the  holders  of  such  knowledge,  innovations  and 
 practices  and  encourage  the  equitable  sharing  of  the  benefits  arising  from  the 
 utilization of such knowledge, innovations and practices’. Intellectual property is only 
 explicitly  referred  to  in  the  context  of  technology  transfer,  which  is  supposed  to  be 
 one of the main kinds of benefit for provider countries to receive. Article 16 on access 
 to  and  transfer  of  technology  requires  parties  to  the  convention  to  undertake  to 
 provide and/or facilitate access to and transfer of technologies to  other parties under 
 fair and most favourable terms. The only technology referred to is biotechnology, but 
 the  article  is  concerned  with  any  technologies  ‘that  are  relevant  to  the  conservation 
 and  sustainable  use  of  biological  diversity  or  make  use  of  genetic  resources  and  do 
 not cause significant damage to the environment’. Recognizing that technologies are 
 sometimes subject to patents and other IPRs, access to such technologies must be ‘on 
 terms  which  recognize  and  are  consistent  with  the  adequate  and  effective  protection 
 of  intellectual  property  rights’.  Paragraph  16.5  requires  the  parties  to  cooperate  to 
 ensure that patents and other IPRs ‘are supportive of and do not run counter to’ the 
 CBD’s objectives. This reflects the profound disagreement during the negotiations – 
 which remains unresolved – between those who believed that IPRs conflict with the 
 CBD’s  objectives  and  others  that  saw  no  contradiction.  Such  disagreement  has  not 
 gone away.” 


The Nagoya Protocol:  


As  per  the  CBD  secretariat,5 the  “Nagoya  Protocol  on  Access  to  Genetic  Resources 
 and the Fair and Equitable Sharing of Benefits Arising from their Utilization (ABS) to 
 the  Convention  on  Biological  Diversity is  a  supplementary  agreement  to  the 
       


5 https://www.cbd.int/abs/about/ 
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 Convention on Biological Diversity. It provides a transparent legal framework for the 
 effective  implementation  of  one  of  the  three  objectives  of  the  CBD:  the  fair  and 
 equitable sharing of benefits arising out of the utilization of genetic resources.” 


The Nagoya Protocol on ABS was adopted on 29 October 2010 in Nagoya, Japan and 
 entered  into  force  on  12  October  2014,  90  days  after  the  deposit  of  the  fiftieth 
 instrument  of  ratification.  Its  objective  is  the  fair  and  equitable  sharing  of  benefits 
 arising  from  the  utilization  of  genetic  resources,  thereby  contributing  to  the 
 conservation and sustainable use of biodiversity.  


There are two areas where Nagoya Protocol will help: 


  Establishing more predictable conditions for access to genetic resources. 


  Helping  to  ensure  benefit-sharing  when  genetic  resources  leave  the  country 
 providing the genetic resources 


As  per  the  CBD  Secretariat,  the  Nagoya  Protocol  sets  out  core  obligations  for  its 
 contracting Parties to take measures in relation to access to genetic resources, benefit-
 sharing and compliance.6


Access obligations 


Domestic-level  access  measures  are  to:  


  Create legal certainty, clarity and transparency 


  Provide fair and non-arbitrary rules and procedures 


  Establish clear rules and procedures for prior informed consent and mutually 
 agreed terms 


  Provide for issuance of a permit or equivalent when access is granted 


  Create  conditions  to  promote  and  encourage  research  contributing  to 
 biodiversity conservation and sustainable use 


  Pay  due  regard  to  cases  of  present  or  imminent  emergencies  that  threaten 
 human, animal or plant health 


  Consider the importance of genetic resources for food and agriculture for food 
 security 


      


6 https://www.cbd.int/abs/about/ 



(10)10 
 Benefit-sharing obligations 


Domestic-level  benefit-sharing  measures  are  to  provide  for  the  fair  and  equitable 
 sharing  of  benefits  arising  from  the  utilization  of  genetic  resources  with  the 
 contracting  party  providing  genetic  resources.  Utilization  includes  research  and 
 development on the genetic or biochemical composition of genetic resources, as well 
 as  subsequent  applications  and  commercialization.  Sharing  is  subject  to  mutually 
 agreed  terms.  Benefits  may  be  monetary  or  non-monetary  such  as  royalties  and  the 
 sharing of research results. 


Compliance obligations 


Specific obligations to support compliance with the domestic legislation or regulatory 
 requirements  of  the  contracting  party  providing  genetic  resources,  and  contractual 
 obligations  reflected  in  mutually  agreed  terms,  are  a  significant  innovation  of  the 


Nagoya  Protocol.  Contracting  Parties  are  to:  


  Take  measures  providing  that  genetic  resources  utilized  within  their 
 jurisdiction  have  been  accessed  in  accordance  with  prior  informed  consent, 
 and that mutually agreed terms have been established, as required by another 
 contracting party 


  Cooperate  in  cases  of  alleged  violation  of  another  contracting  party’s 
 requirements 


  Encourage  contractual  provisions  on  dispute  resolution  in  mutually  agreed 
 terms 


  Ensure an  opportunity  is available to seek  recourse  under their legal systems 
 when disputes arise from mutually agreed terms 


  Take measures regarding access to justice 


  Take measures to monitor the utilization of genetic resources after they leave a 
country  including  by  designating  effective  checkpoints  at  any  stage  of  the 
value-chain:  research,  development,  innovation,  pre-commercialization  or 
commercialization 
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 It  is  important  to  note  that  “The  Nagoya  Protocol  addresses  traditional  knowledge 
 associated  with  genetic  resources  with  provisions  on  access,  benefit-sharing  and 
 compliance.  It  also  addresses  genetic  resources  where  indigenous  and  local 
 communities  have  the  established  right  to  grant  access  to  them.  Contracting  Parties 
 are  to  take  measures  to  ensure  these  communities’  prior  informed  consent,  and  fair 
 and  equitable  benefit-sharing,  keeping  in  mind  community  laws  and  procedures  as 
 well as customary use and exchange.”7  


Some of the tools for implementing the Nagoya Protocol have been identified by 
 the CBD secretariat.8 


  Establishing national focal points (NFPs) and competent national 


authorities (CNAs) to serve as contact points for information, grant access 
 or cooperate on issues of compliance 


  An Access and Benefit-sharing Clearing-House to share information, such 
 as domestic regulatory ABS requirements or information on NFPs and 
 CNAs 


  Capacity-building to support key aspects of implementation. Based on a 
 country’s self-assessment of national needs and priorities, this can 
 include capacity to 


  Develop domestic ABS legislation to implement the Nagoya Protocol 


  Negotiate MAT 


  Develop in-country research capability and institutions 


  Awareness-raising 


  Technology Transfer 


  Targeted financial support for capacity-building and development 


initiatives through the Nagoya Protocol’s financial mechanism, the Global 
 Environment Facility (GEF) 


      


7 https://www.cbd.int/abs/about/ 


8 https://www.cbd.int/abs/about/ 
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 4.  TRIPS-CBD Relationship 


One of the reasons why certain sections see a conflict between TRIPS and CBD is 
 owing to the possibility of erroneous grant of patents. The TKDL page of the CSIR 
 notes the following examples as acts of bio-piracy:  


“Turmeric (Curcuma longa Linn.) 


The  rhizomes  of  turmeric  are  used  as  a  spice  for  flavouring  Indian  cooking.  It 
 also has properties that make it an effective ingredient in medicines, cosmetics 
 and  dyes.  As  a  medicine,  it  has  been  traditionally  used  for  centuries  to  heal 
 wounds and rashes. 


In 1995, two expatriate Indians at the University of Mississippi Medical Centre 
 (Suman K. Das and Hari Har P. Cohly) were granted a US patent (no.5, 401,504) 
 on  use  of  turmeric  in  wound  healing.  The  Council  of  Scientific  &  Industrial 
 Research (CSIR), India, New Delhi filed a re-examination case with the US PTO 
 challenging the patent on the grounds of existing of prior art. CSIR argued that 
 turmeric  has  been  used  for  thousands  of  years  for  healing  wounds  and  rashes 
 and  therefore  its  medicinal  use  was  not  a  novel  invention.  Their  claim  was 
 supported by documentary evidence of traditional knowledge, including ancient 
 Sanskrit text and a paper published in 1953 in the Journal of the Indian Medical 
 Association. Despite an appeal by the patent holders, the US PTO upheld the CSIR 
 objections and cancelled the patent. The turmeric case was a landmark judgment 
 case as it was for the first time that a patent based on the traditional knowledge 
 of  a  developing  country  was  successfully  challenged.  The  US  Patent  Office 
 revoked  this  patent  in  1997,  after  ascertaining  that  there  was  no  novelty;  the 
 findings by innovators having been known in India for centuries. 


Neem (Azadirachta indica A. Juss.) 


Neem  extracts  can  be  used  against  hundreds  of  pests  and  fungal  diseases  that 
 attack food crops; the oil extracted from its seeds can be used to cure cold and 
 flu;  and  mixed  in  soap,  it  provides  relief  from  malaria,  skin  diseases  and  even 
 meningitis. In 1994, European Patent Office (EPO) granted a patent (EPO patent 
 No.436257) to the US Corporation W.R. Grace Company and US Department of 
 Agriculture  for  a  method  for  controlling  fungi  on  plants  by  the  aid  of 
 hydrophobic  extracted  Neem  oil.  In  1995,  a  group  of  international  NGOs  and 
 representatives of Indian farmers filed legal opposition against the patent. They 
 submitted evidence that the fungicidal effect of extracts of Neem seeds had been 
 known  and  used  for  centuries  in  Indian  agriculture  to  protect  crops,  and 
 therefore, was unpatentable. In 1999, the EPO determined that according to the 
 evidence all features of the present claim were disclosed to the public prior  to 
 the patent application and the patent was not considered to involve an inventive 
 step.  The  patent  granted  on  was  Neem  was  revoked  by  the  EPO  in  May  2000. 


EPO, in March 2006, rejected the challenge made in 2001 by the USDA and the 
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 chemicals  multinational,  W.  R.  Grace  to  the  EPO’s  previous  decision  to  cancel 
 their  patent  on  the  fungicidal  properties  of  the  seeds  extracted  from  the  neem 
 tree. 


Basmati Rice (Oryza sativa Linn.) 


Rice  Tec.  Inc.  had  applied  for  registration  of  a  mark  “Texmati”  before  the  UK 
 Trade  Mark  Registry.  Agricultural  and  Processed  Food  Exports  Development 
 Authority (APEDA) successfully opposed it. One of the documents relied upon by 
 Rice Tec as evidence in support of the registration of the said mark was the US 
 Patent 5,663,484 granted by US Patent Office to Rice Tec on September 2, 1997 
 and that is how this patent became an issue for contest. 


This  US  utility  patent  was  unique  in  a  way  to  claim  a  rice  plant  having 
 characteristics similar to the traditional Indian Basmati Rice lines and with the 
 geographical delimitation covering North, Central or South America or Caribbean 
 Islands. The US PTO granted the patent to Rice Tec on September 2, 1997. The 
 said patent covered 20 claims covering not only novel rice plant but also various 
 rice lines; resulting plants and grains, seed deposit claims, method for selecting a 
 rice  plant  for  breeding  and  propagation.  Its  claims  15-17  were  for  a  rice  grain 
 having characteristics similar to those from Indian Basmati rice lines. The said 
 claims  15-17  would  have  come  in  the  way  of  Indian  exports  to  US,  if  legally 
 enforced. 


Evidence  from  the  IARI  (Indian  Agricultural  Research  Institute)  Bulletin  was 
 used  against  claims  15-17.  The  evidence  was  backed  up  by  the  germplasm 
 collection of Directorate of Rice Research, Hyderabad since 1978. CFTRI(Central 
 Food  Technological  Research  Institute)  scientists  evaluated  the  various  grain 
 characteristics  and  accordingly  the  claims  15-17  were  attacked  on  the  basis  of 
 the declarations submitted by CFTRI scientists on grain characteristics. 


Eventually,  a  request  for  re-examination  of  this  patent  was  filed  on  April  28, 
 2000. Soon after filling the re-examination request, Rice Tec chose to withdraw 
 claims15-17 along with claim 4.Biopiracy of traditional knowledge is not limited 
 to  India  alone.  In  fact,  there  have  been  several  examples  from  other  countries 
 where  traditional  knowledge  biopiracy  has  become  a  concern.  Some  of  these 
 examples are given below: 


Kava (Piper methysticum Forster) 


Kava  is  an  important  cash  crop  in  the  Pacific,  where  it  is  highly  valued  as  the 
 source of the ceremonial beverage of the same name. Over 100 varieties of Kava 
 are  grown  in  the  Pacific,  especially  in  Fiji  and  Vanuatu,  where  it  was  first 
 domesticated thousands of years ago. In North America and Europe, Kava is now 
 promoted for a variety of uses. French company L'Oreal - a global giant with US 


$10 billion a year in sales - has patented the use of Kava to reduce hair loss and 
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 stimulate hair growth. 


Ayahuasca (Banisteriopsis caapi Mort.) 


For  generations,  Shamans  of  indigenous  tribes  throughout  the  Amazon  basin 
 have processed the bark of B. caapi Mort. to produce a ceremonial drink known 
 as “Ayahuasca”. The Shamans use Ayahuasca (which means “wine of the soul”) in 
 religious and healing ceremonies to diagnose and treat illness, meet with spirits, 
 and divine the future. 


American,  Loren  Miller  obtained  US  Plant  Patent  (no.5,  751  issued  in  1986), 
 granting  him  rights  over  an  alleged  variety  of  B.  caapi  Mort.  which  he  had 
 collected from a domestic garden in Amazon and had called “Da Vine”, and was 
 analyzing  for  potential  medicinal  properties.  The  patent  claimed  that  Da  Vine 
 represented a new and distinct variety of B. caapi Mort., primarily because of the 
 flower colour. 


The  Coordinating  Body  of  Indigenous  Organisations  of  the  Amazon  Basin 
 (COICA),  which  represents  more  than  400  indigenous  tribes  in  the  Amazon 
 region,  along  with others,  protested  about  a  wrong  patent  that  was given  on a 
 plant species. They protested that Ayahuasca had been known to natives of the 
 Amazon rainforest and it is used in traditional medicine and cultivated for that 
 purpose for generations, so Miller could not have discovered it , and should not 
 have  been  granted  such  rights,  which  in  effect,  appropriated  indigenous 
 traditional  knowledge.  On  reexamination,  USPTO  revoked  this  patent  on  3rd 
 November 1999. However, the inventor was able to convince the USPTO on 17th 
 April 2001, the original claims were reconfirmed and the patent rights restored 
 to the innovator. 


Quinoa (Chenopodium quinoa Willd.) 


Quinoa  is  a  staple  food  crop  for  millions  in  the  Andes,  especially  Quechua  and 
 Aymara  people  who  have  bred  a  multitude  of  quinoa  varieties.  One  traditional 
 quinoa  variety,  Apelawa,  is  the  subject  of  US  patent  5,304,718  held  by  two 
 professors  from  Colorado  State  University  who  claim  the  variety's  male  sterile 
 cytoplasm  is  key  to  developing  hybrid  quinoa.  The  patent  claims  any  quinoa 
 crossed with male sterile Apelawa plants. 


Hoodia (Hoodia gordonii (Masson) Sweet ex Decne) 


For thousands of years, African tribesmen have eaten the Hoodia cactus to stave 
 off  hunger  and  thirst  on  long  hunting  trips.  The  Kung  bushmen,  San  who  live 
 around the Kalahari desert in southern Africa used to cut off a stem of the cactus 
 about the size of a cucumber and munch it. 


Hoodia is now at the centre of a bio-piracy row. In 1995, South African Council of 
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 Scientific  &  Industrial  Research  (CSIR)  patented  Hoodia’s  appetite-suppressing 
 element  (P57)  and  hence,  its  potential  cure  for  obesity.  In  1997  they  licensed 
 P57 to British Biotech Company, Phytopharm. In 1998, Pfizer acquired the rights 
 to develop and market P57 as a potential slimming drug and cure for obesity (a 
 market worth more than £ 6 billion), from Phytopharm for $ 32 million. The San 
 people eventually learned of this exploitation of their traditional knowledge, and 
 in  June  2001,  launched  legal  action  against  South  African  CSIR  and  the 
 pharmaceutical  industry  on  grounds  of  bio-piracy.  They  claimed  that  their 
 traditional knowledge has been stolen, and the South African CSIR had failed to 
 comply  with  the  rules  of  the  Convention  on  Biodiversity,  which  requires  the 
 prior informed consent of all stakeholders, including the original discoverers and 
 users. 


Phytopharm  conducted  extensive  enquiries  but  were  unable  to  find  any  of  the 
 knowledge  holders.  The  remaining  San  were  apparently  at  the  time  living  in  a 
 tented  camp  1500  miles  away  from  their  tribal  lands.  The  South  African  CSIR 
 claimed that they have planned to inform the San of the research and share the 
 benefits, but wanted to make sure that the drug proved successful. 


The two sides entered into negotiations for a benefit-sharing agreement, despite 
 complications regarding who should be compensated: the person who originally 
 shared the information, their descendants, the tribe, or the entire country. The 
 San are nomads spread across four countries. 


However, in March 2002, a landmark was reached in which the San will receive a 
 share of any future royalties. The settlement will not directly affect Phytopharm 
 or Pfizer since the San would be paid out of the CSIR’s royalties, as South African 
 CSIR is the patent holder. South African CSIR will probably receive a royalty of 
 around 10% from Phytopharm, which itself will receive royalties from sales from 
 Pfizer.  Thus  San  are  likely  to  end  up  with  only  a  very  small  percentage  of 
 eventual sales. 


Other examples 


To cite some more examples of biopiracy, the plant Phyllanthus amarus Schum.et 
 Thonn. is used for Ayurvedic treatment for jaundice, a US patent has been taken 
 for use against Hepatitis B. The plant Piper nigrum Linn. is used for Ayurvedic 
 treatment for vitiligo (a skin pigmentation disorder). A patent has been taken in 
 UK for the application of a molecule from Piper nigrum Linn. for use in treatment 
 of vitiligo.”9


It further notes that: “the appropriation of elements of this collective knowledge 
 of societies into proprietary knowledge for the commercial profit of a few is one 
 of the concerns of the developing world. An urgent action is needed to protect 
 these  fragile  knowledge  systems  through  national  policies  and  international 
       


9 http://www.tkdl.res.in/tkdl/Langdefault/common/BioPiracy.asp?GL= 
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 understanding linked to IPR, while providing its development and proper use for 
 the  benefit  of  its  holders.  What  is  needed  is  a  particular  focus  on  community 
 knowledge and community innovation, enterprise and investment is particularly 
 important. 


The local communities or individuals do not have the knowledge or the means to 
 safeguard  their  property  in  a  system,  which  has  its  origin  in  very  different 
 cultural values and attitudes. The communities have a storehouse of knowledge 
 about their flora and fauna, their habits, their habitats, their seasonal behaviour 
 and the like-and it is only logical and in consonance with natural justice that they 
 are  given  a  greater  say  as  a  matter  of  right  in  all  matters  regarding  the  study, 
 extraction  and  commercialization  of  the  biodiversity.  A  policy  that  does  not 
 obstruct the advancement of knowledge, and provides for valid and sustainable 
 use  and  adequate  intellectual  property  protection  with  just  benefit  sharing  is 
 what is needed.”10


The following graphics capture the debate on TRIPS CBD conflict:  


However,  it  is  important  to  note  that  none  of  the  patents  that  were  wrongly  granted  on  TK 
 based  invention  could  prevent  the  use  of  existing  knowledge.  Hence  such  misinformation 
 must be rectified and the questions pertaining to novelty and inventive step in the invention 
 based on TK must be carefully examined.  


      


10 http://www.tkdl.res.in/tkdl/Langdefault/common/BioPiracy.asp?GL=  


• E.g. Transgenic plants, tansgenic animals, 
 genes, genetically modified microorganism etc... 


Possibility of new tools in 
 biotechnology e.g. 


Recombinant DNA  technology 
 to make commercial 
 utilisation of biological 
 diversity without PIC and ABS 
 and bring patented products / 


processes into market 


• “Any invention”, inventive step, novelty and 
 industrial application 


• Exclusion under 27:2 on grounds of ordre
 public, morality.... Serious prejudice to plant 
 environment and human life... Based on 
 commercial exploitation 


TRIPS mandate in Article 27



(17)17 
 5.  Exclusions under 27.3 (b) and Review  



No common understanding of the nature of  conflict and if something needs to be done 



within the framework of WTO or beyond


• How TRIPS and CBD can be interpreted in a mutually supportive way


• Life patents protection v. CBD obligations 


• How to require disclosure of source of origin 


• Amendment to Article 29 of the TRIPS Agreement on “Disclosure” 


• How to avoid grant of erroneous patents


• Turmeric patent example 


• How patent office can be granted more information to make appropriate 
 decisions on grant 



However, some  understanding 



pertains to


• Plants and animals (higher life forms); 


Essentially biological processes for production 
 of plants or animals 



WTO Members  may exclude from 



patentability



Members shall protect plant varieties by way of patents or  an effective sui generis system or by any combination 



thereof



Plant variety protection- effective- model not clear


• Micro-organisms


• Non-biological and microbiological processes



However no  exclusion from 



patentability
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 The WTO Secreteriat has provided a useful summary of the countours of Article 27.3 
 (b)11


“As  a  whole,  Article  27  of  the  TRIPS  Agreement  defines  which  inventions 
 governments  are  obliged  to  make  eligible  for  patenting,  and  what  they  can  exclude 
 from patenting. Inventions that can be patented include both products and processes, 
 and should generally cover all fields of technology. 


Broadly speaking, part (b) of paragraph 3 (i.e. Article 27.3(b)) allows governments to 
 exclude some kinds of inventions from patenting, i.e. plants, animals and “essentially” 


biological  processes  (but  micro-organisms,  and  non-biological  and  microbiological 
 processes have to be eligible for patents). However, plant varieties have to be eligible 
 for protection either through patent protection or a system created specifically for the 
 purpose (“sui generis”), or a combination of the two. 


      


11 https://www.wto.org/english/tratop_e/trips_e/art27_3b_background_e.htm 



Mandate under Article 27.3(b) 


•Issues relating to the patent provisions of Article 
 27.3(b)


•Issues relating to the sui generis protection of plant 
 varieties



Two issues under  review 



WTO secretariats' information gathering exercise



The conflict issues discussed with Article 27.3 (b) framework  raised as part of Doha Round


Paragraph 19 of the 2001 Doha Declaration: TRIPS Council should look at the relationship 
 between the TRIPS Agreement and the UN Convention on Biological Diversity, the protection 
 of traditional knowledge and folklore. The work of the TRIPS council on these topics is to be 


guided by the TRIPS Agreement’s objectives (Article 7) and principles (Article 8), and must 
take development issues fully into account
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 Latest: On 21 April 2011, Director-General Pascal Lamy circulated a 6-pagereport on 
 his  consultations  on  two  issues  mandated  by  the  2005  Hong  Kong  Ministerial 
 Conference:  extending  to  other  products  the  higher  level  of  protection 
 for geographical indications beyond wines and spirits (“GI extension”); and proposals 
 dealing  with  the  relationship  between  the  WTO’s  intellectual  property  (TRIPS) 
 agreement  and  the  UN  Convention  on  Biological  Diversity,  including  what  is 
 sometimes called biopiracy. On both issues delegations differ in interpreting the 2001 
 mandate — whether these are negotiations — as well as the substance. Mr Lamy has 
 chaired  the  consultations  as  director-general,  not  chairperson  of  the  Trade 
 Negotiations Committee. 


He  concluded that  members’  views  continue  to  diverge  on  both  issues  but  that 
 discussions underscore the benefits of understanding more fully how countries’ own 
 intellectual  property  systems  work  —  the  scope  of  protection  for  geographical 
 indications  in  practice  in  various  countries,  and  the  “practical  and  operational 
 context”  of  the  existing  patent  mechanisms  for  disclosing  the  origins  of  genetic 
 material and any associated traditional knowledge used in inventions. 


  


  Before Doha    


The  review  of  Article  27.3(b)  began  in  1999  as  required  by  the  TRIPS  Agreement. 


The topics raised in the TRIPS Council’s discussions include: 


  how to apply the existing TRIPS provisions on whether or not to patent plants 
 and animals, and whether they need to be modified 


  the meaning of effective protection for new plant varieties (i.e. alternatives to 
 patenting  such  as  the 1978  and  1991 versions  of  UPOV  — the  International 
 Union  for  the  Protection  of  New  Varieties  of  Plants).  This  has  included  the 
 flexibility that should be available, for example to allow traditional farmers to 
 continue to save and exchange seeds that they have harvested 


  how to handle moral and ethical issues, e.g. to what extent invented life forms 
should be eligible for protection 
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  how  to  deal  with  the  commercial  use  of  traditional  knowledge  and  genetic 
 material  by  those  other  than  the  communities  or  countries  where  these 
 originate, especially when these are the subject of patent applications 


  how  to  ensure  that  the  TRIPS  Agreement  and  the  UN  Convention  on 
 Biological Diversity (CBD) support each other 


   


The Doha mandate    


The 2001 Doha Declaration made it clear that work in the TRIPS Council under the 
 reviews  (Article  27.3(b)  or  the  whole  of  the  TRIPS  Agreement  under  Article 71.1) 
 and on outstanding implementation issues should cover: the relationship between the 
 TRIPS  Agreement  and  the  UN  Convention  on  Biological  Diversity  (CBD);  the 
 protection  of  traditional  knowledge  and  folklore;  and  other  relevant  new 
 developments that member governments raise in the review of the TRIPS Agreement. 


It adds that the TRIPS Council’s work on these topics is to be guided by the TRIPS 
 Agreement’s  objectives  (Article 7)  and  principles  (Article 8),  and  must  take 
 development issues fully into account. 


   


The debate    


The discussion in the TRIPS Council has gone into considerable detail with a number 
 of ideas and proposals for dealing with these complex subjects. 


More recently, the topic has been the subject of informal consultations chaired by the 
 WTO director-general or by one of his deputies. The present debate focuses on how 
 the TRIPS Agreement relates to the Convention on Biological Diversity (the last two 
 of the topics listed above). The ideas put forward include (the documents containing 
 the proposals and the director-general’s report can be found here): 


Disclosure  as  a  TRIPS  obligation:  A  group  represented  by  Brazil  and  India  and 
including  Bolivia,  Colombia,  Cuba,  Dominican  Republic,  Ecuador,  Peru,  Thailand, 
and  supported  by  the  African  group  and  some  other  developing  countries,  wants  to 
amend  the  TRIPS  Agreement  so  that  patent  applicants  are  required  to  disclose  the 
country  of  origin  of  genetic  resources  and  traditional  knowledge  used  in  the 
inventions, evidence that they received “prior informed consent” (a term used in the 
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 Biological  Diversity  Convention),  and  evidence  of  “fair  and  equitable”  benefit 
 sharing.  


   


Disclosure through WIPO: Switzerland has proposed an amendment to the regulations 
 of WIPO’s Patent Cooperation Treaty (and, by reference, WIPO’s Patent Law Treaty) 
 so  that  domestic  laws  may  ask  inventors  to  disclose  the  source  of  genetic  resources 
 and  traditional  knowledge  when  they  apply  for  patents.  Failure  to  meet  the 
 requirement  could  hold  up  a  patent  being  granted  or,  when  done  with  fraudulent 
 intent, could entail a granted patent being invalidated.  


Disclosure, but outside patent law: The EU’s position includes a proposal to examine 
 a  requirement  that  all  patent  applicants  disclose  the  source  or  origin  of  genetic 
 material,  with  legal  consequences  of  not  meeting  this  requirement  lying  outside  the 
 scope of patent law.  


Use  of  national  legislation,  including  contracts  rather  than  a  disclosure  obligation: 


The United States has argued that the Convention on Biological Diversity’s objectives 
 on access to genetic resources, and on benefit sharing, could best be achieved through 
 national  legislation  and  contractual  arrangements  based  on  the  legislation,  which 
 could  include  commitments  on  disclosing  of  any  commercial  application  of  genetic 
 resources or traditional knowledge. 


In  July  2008,  a  group  of  WTO  members  called  for  a  “procedural  decision”  to 
 negotiate  three  intellectual  property  issues  in  parallel:  two geographical  indications 
 issues, and the “disclosure” proposal (see document TN/C/W/52 of 19 July 2008). But 
 members remain divided over this idea.”12


The WTO Secretariat has provided the following summary of the review under Article 
 27.3 (b) 


Article 27.3(b) of the TRIPS Agreement deals with patentability or non-patentability 
 of  plant  and  animal  inventions,  and  the  protection  of  plant  varieties.  Broadly 
 speaking, the TRIPS Agreement states that any invention can be patented, whether a 
 product or process, in all fields of technology, provided that they are new, involve and 
       


12 https://www.wto.org/english/tratop_e/trips_e/art27_3b_background_e.htm 
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 inventive step and are capable of industrial application. According to Article 27.3(b), 
 however, Members, may exclude from patentability (b) plants and animals other than 
 micro-organisms, and essentially biological processes for the production of plants or 
 animals  other  than  non-biological  and  microbiological  processes.  It  adds  that 
 Members, however, shall provide for the protection of plant varieties either by patents 
 or by an effective sui generis system or by any combination thereof. 


The TRIPS Agreement provides for Article 27.3(b) to be reviewed four years after the 
 entry into force of the WTO Agreement. 


The  2001  Doha  Declaration,  in  paragraph  19,  mandates  the  TRIPS  Council  to  work 
 on  the  issue  of  the  relationship  between  the  TRIPS  Agreement  and  the  UN 
 Convention  on  Biological  Diversity,  and  at  the  protection  of  traditional  knowledge 
 and  folklore.  However,  Members  continue  to  diverge  on  interpreting  the  2001 
 mandate and whether the discussions on these topics are negotiations. 


Current work 


From 1999 to 2002, the issue of the relationship between the TRIPS Agreement and 
 the  Convention  on  Biological  Diversity  was  raised  in  the  TRIPS  Council  under  the 
 built-in agenda item of the review of Article 27.3(b). This issue was included in the 
 mandate  given  in  the  Doha  Ministerial  Declaration,  paragraphs  19  and  12(b). 


Thereafter,  work  began  on  two  separate  tracks.  On  the  first  track  a  specific  agenda 
 item  on  the  relationship  between  the  TRIPS  Agreement  and  the  Convention  on 
 Biological  Diversity  was  included  on  the  agenda  of  the  regular  TRIPS  Council  in 
 2002  and  work  is  ongoing.  The  second  track  has  been,  since  2003,  pursuant  to 
 paragraph 12(b) on outstanding implementation issues, a consultative process initiated 
 by  the  WTO  Director-General.  This  mandate  was  most  recently  reiterated  at  the 
 ministerial  level  in  the  Hong  Kong  Ministerial  Declaration  and  work  here  is  also 
 ongoing. 


Relationship  between  the  TRIPS  Agreement  and  the  Convention  on  Biological 
Diversity  —  Summary  of  Issues  Raised  and  Points  Made 
(IP/C/W/368/Rev.1 and Corr.1).  This  reviews  the  relevant  material  presented  to  the 
TRIPS  Council  concerning  three  items  of  its  agenda:  namely  the  review  of  the 
provisions of Article 27.3(b); the relationship between the TRIPS Agreement and the 
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 Convention on Biological Diversity; and the protection of traditional knowledge and 
 folklore. It lists all the relevant documentation tabled in the Council since 1999 until 
 1996.  In  addition,  it  discusses  the  issue  of  the  patentability  of  genetic  materials  and 
 the Convention on Biological Diversity. 


Furthermore,  the  note  addresses  the  issue  of  prior  informed  consent/benefit  sharing, 
 reflecting  the  concern  that  the  TRIPS  Agreement  allows  the  granting  of  patents  for 
 inventions  that  use  genetic  material  without  requiring  that  the  provisions  of  the 
 Convention on Biological Diversity in relation to prior informed consent and benefit 
 sharing are respected. It contains an overview of the two approaches, not necessarily 
 mutually exclusive, by Members in addressing this and other concerns regarding the 
 mutual  supportiveness  of  the  two  Agreements:  namely,  a  national-based  approach 
 with a focus on national solutions, including legislation on access and benefit sharing 
 and  contracts;  and  a  disclosure  approach  advocating  a  "disclosure"  requirement  on 
 patent  applicants  as  a  supplementary  measure  to  national  legislation  and  contracts, 
 including in international forums other than the WTO. 


The Protection of Traditional Knowledge and Folklore — Summary of Issues Raised 
 and  Points  Made  —  Note  by  the  Secretariat  (IP/C/W/370/Rev.1).  This  concerns 
 general  issues  relating  to  the  protection  of  traditional  knowledge;  the  granting  of 
 patents  in  respect  of  traditional  knowledge;  and  consent  and  benefit  sharing.  It 
 updates  information  on  issues  relating  to  the  Council's  work  on  three  items  of  its 
 agenda, namely, the review of the provisions of Article 27.3 (b) in the Review of the 
 Provisions  of  Article  27.3(b)  —  Summary  of  Issues  Raised  and  Points  Made  — 
 Prepared  by  the  Secretariat IP/C/W/369/Rev.1;  the  relationship  between  the  TRIPS 
 Agreement  and  the  Convention  on  Biological  Diversity  (IP/C/W/368);  and  the 
 protection of traditional knowledge and folklore (IP/C/W/370). 


Issues  Related  to  the  Extension  of  the  Protection  of  Geographical  Indications 
 Provided for in Article 23 of the TRIPS Agreement to Products Other than Wines and 
 Spirits and Those Related to the Relationship between the TRIPS Agreement and the 


Convention  on  Biological  Diversity  (WT/GC/W/591  — 


TN/C/W/50 and WT/GC/W/633  —  TN/C/W/61).  These  are  reports  by  the  Director-
General  on  discussions  concerning  the  relationship  between  the  TRIPS  Agreement 
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 and  the  Convention  on  Biological  Diversity,  pursuant  to  the  mandate  relating  to 
 outstanding  implementation  issues  in  paragraph  39  of  the  Hong  Kong  Ministerial 
 Declaration.”13


6.  Position in India: 


India does not have a law on Traditional Knowledge from a positive rights based 
 perspective. But legislative actions in recent decade and half have offered:  


•  Protection of TK against Misappropriation  


•  Fair and Equitable Benefit Sharing  


•  Rights of TK holders  


Discussions ongoing for passing a law on TK, but there is a lack of consensus  


Biological Diversity Act, 2002 (Source: Anuradha R V (2012)  


  PIC and ABS “based on knowledge/resource obtained from India”  


  National Biodiversity Board regulates access by foreigners  


  State Biodiversity Board regulates access by Indian/ Indian companies  


  Benefits flow back directly to identifiable communities/ individuals or 
 to the National Biodiversity fund.  


  Monetary gains; Grant of joint ownership of IPRs; Transfer of 
 technology; Association of Indian Scientists in R&D; Setting up of 
 venture capital fund, etc.  


Peoples Biodiversity registers  


  Documentation of knowledge of the local people on the status, uses and 
 management of biological resources constitutes of the People’s 


Biodiversity Registers (PBRs).  


  PBR envisages the creation of decentralised country-wide database on 
 status of biological resources, which interalia includes medicinal plants, 
 cultivars of fruit trees or freshwater fishes etc.  


  They also include local knowledge on properties and uses of biodiversity 
 resources, for example, drought resistance of certain varieties, methods of 
 preservation of foods, or use of certain plants in treating human or 


livestock diseases.  


The  November  2014  Notification  issued  by  the  Ministry  of  Environment  and  Forest 
 states the following in relation to the mode of benefit sharing in case of IPRs: 


      


13 https://www.wto.org/english/tratop_e/trips_e/ta_docssec4_e.htm  
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 9.  Mode  of  benefit  sharing  in  IPR.  —  (1)  The  applicant  shall,  in  case  of 
 commercializing  the  IPR  obtained,  pay  to  the  NBA  such  monetary  and/or 
 nonmonetary  benefit,  as  agreed  between  the  applicant  and  the  NBA.  (2)  Where  the 
 applicant  himself  commercialises  the  process/  product/  innovation,  the  monetary 
 sharing shall be in the range of 0.2 to 1.0% based on sectoral approach, which shall be 
 worked  out  on  the  annual  gross  ex-factory  sale  minus  government  taxes.  (3)  Where 
 the applicant assigns / licenses the process / product / innovation to a third party for 
 commercialisation, the applicant shall pay to NBA 3.0 to 5.0% of the fee received (in 
 any form including the license / assignee fee) and 2.0 to 5.0% of the royalty amount 
 received annually from the assignee / licensee, based on sectoral approach.”  


The  following  guidelines  clarify  the  approach  towards  examining  TK  based 
 applications by the Indian patent office. 14


Guiding  Principle  1:  If  the  subject-matter  as  claimed  relates  to  extracts/alkaloids 
 and/or isolation of active ingredients of plants, which are naturally/inherently present 
 in  plants,  such  claims  cannot  be  considered  as  novel  and/or  inventive  when  use  of 
 such plants is pre-known as part of teachings of Traditional Knowledge. 


Guiding  Principle  2:  Combination  of  plants  with  known-therapeutic  effect  with 
 further  plants  with  the  same  known-therapeutic  agents  wherein  all  plants  are 
 previously  known  for  treating  the  same  disease  is  considered  to  be  an  obvious 
 combination. 


Guiding  Principle  3:  In  case  an  ingredient  is  already  known  for  the  treatment  of  a 
 disease,  then  it  creates  a  presumption  of  obviousness  that  a  combination  product 
 comprising this known active ingredient would be effective for the treatment of same 
 disease. 


      


14 http://ipindia.gov.in/iponew/TK_Guidelines_18December2012.pdf 


• Section 3 ((p): an invention which in effect, is TK or which is an 
 aggregation or duplication of known properties of traditionally known 
 component/s


• Section 3(b) – ordre public and morality--- prejudice to plant human or 
 animal life


• Section 3 (j)- boitechnology exclusions 



Patents Act,  1970


• Applications pertaining to Biological Material should disclose Source and 
 Geographical Origin of Biological Material



Section 10: 



Disclosure  Norm


• Declaration by Applicant that Biological Material used from India has 
 been obtained after permissions from relevant authority


• No evidence of BD Act permissions however required


• However, revocation is possible under Section 64 or 66 



Form 1 under 

Patent Rules
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 Guiding Principle 4: Discovering the Optimum or Workable Ranges of Traditionally 
 known ingredients by Routine experimentation is not inventive. 


Guiding  Principle  5:  In  case  multiple  ingredients  are  known  to  have  the  same 
 therapeutic activity as per traditional knowledge, taking out one single component out 
 of them cannot be considered as inventive. 


Guiding  Principle  6:  In  case  individual  ingredients  are  already  known  for  the 
 treatment  of  a  disease  as  a  part  of  Traditional  Knowledge,  then  it  is  obvious  that  a 
 combination product comprising these known ingredients with further plants with the 
 same  known  therapeutic  effect  would  be  more  effective  than  each  of  the  medicinal 
 plants when applied separately (additive effect). 


Other Laws that work on the interface of Biodiversity and IPRs  


Traditional Knowledge Digital Library  


Indian experience with the TKDL has been quite unique  


The  reason  for  TKDL  is  succinctly  summarized  by  the  TKDL  authorities:  They 
 note: 


“It has been observed that in the past years patents have been wrongly granted 
 to traditional knowledge related inventions which do not fulfill the requirement 
 of novelty and inventive step, particularly due to existence of relevant prior art. 


•Benefits can be claimed when genetic material used in 
 development of a new variety


•Farmers would always have right to “save, use, sow, resow, 
 exchange, share or sell his farm produce”.


•Farmers can register their own varieties 
 Protection of Plant 


Varieties and 
 Farmers Rights Act, 


2001


Geographical Indications Act, 1999


May be suitable to a limited extent since GI acts as an authenticity/ quality mark for the quality, reputation 
 and characteristics of the product


Collective property philosophy 


•Any association of persons, producers, 
 organisation or authority established by law;


•Must represent the interest of the producers


Applicant can be:


Common law passing-off 


•Grants legal recognition to the rights of 
 traditional forest dwelling communities


Scheduled Tribes and Other 
 Traditional Forest Dwellers 
 (Recognition of Forest Rights) Act, 


2006
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 For instance, this has happened in the case of Turmeric, Neem, Basmati etc. 


The practical obstacle underlying the issue was that patent examiners could not 
 search  relevant  traditional  knowledge  as  prior  art,  because  they  did  not  have 
 access  to  traditional  knowledge  information  in  their  classified  non-patent 
 literature. The reasons for this non-accessibility were that the Indian traditional 
 knowledge  exists  in  local  languages  such  as  Sanskrit,  Urdu,  Arabic,  Persian, 
 Tamil,  etc.  which  either  was  not  available  or  not  understood  by  patent 
 examiners. TKDL breaks the language and format barrier and makes available 
 this  information  in  English,  French,  Spanish,  German  and  Japanese  in  patent 
 application format, which is easily understandable by patent examiners. TKDL is 
 thus a tool providing defensive protection to the rich traditional knowledge of 
 India.”15


As  per  the  TKDL,  “It  is  a  database  with  a  tool  to  understand  the  codified 
 knowledge  existing  for  the  Indian  Systems  of  Medicine  including  Ayurveda, 
 Siddha,  Unani  and  Yoga  as  prior  art.  It  is  not  a  diagnostic  or  usage  database. 


TKDL is also not the prior art in itself; the Books on Indian Systems of Medicine 
 are the prior art which act as the source of information for TKDL. 


However, TKDL contains the scanned images of medicinal formulations from the 
 original books. TKDL covers over two lakh formulations which have been taken 
 from Ayurveda, Unani, Siddha and Yoga texts. It is pertinent to note that TKDL 
 does  not  contain  the  entire  information  existing  in  the  Indian  Systems  of 
 Medicine.  Rather  than  comprehensive,  TKDL  is  a  dynamic  database,  where 
 formulations will be continuously added and continuously updated according to 
 the inputs from the users of the database. 


The information on traditional medicines appears in a standard format in TKDL. 


For example, formulations on Indian Systems of Medicine appear in the form of a 
 text, which comprises the following main components:  


• Name of the drug  


• Origin of the knowledge  


• Constituents of the drug with their parts used and their quantity  


• Method of preparation of the drug and usage of the drugs  


• Bibliographic details  


TKDL, gives modern names to plants (e.g., Curcuma longa for Turmeric), diseases 
 (e.g., fever for jwar), or processes, mentioned in the literature related to Indian 
 Systems  of  Medicine,  and  establishes  relationship  between  traditional 
 knowledge and modern knowledge.”16 


      


15 http://www.tkdl.res.in/tkdl/langdefault/common/Faq.asp?GL=Eng  


16 http://www.tkdl.res.in/tkdl/langdefault/common/Faq.asp?GL=Eng 
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India’s TKDL experience- Measure taken after turmeric and Neem patent episodes led to TKDL


• English, German, French, Japanese and Spanish. Traditional Knowledge Resource Classification


• TKDL covers over two lakh formulations which have been taken from Ayurveda, Unani, Siddha and Yoga texts.


Documents existing/ available from 
 published sources in different languages 


Pilot project- not a comprehensive documentation of TK
 Access MoUs signed with EPO, JPO, USPTO


“Free Access” to patent offices has been criticized
 No effective mechanisms yet to prevent leakage-


  Point to Remember  


  Traditional knowledge as a concepts presents definitional ambiguity and but 
 there are certain attempts to define TK 


  International measures- Convention of Biological Diversity (CBD) and Nagoya 
 Protocol provide for Access and Benefit Sharing  


  TRIPS-CBD Relationship has been under scanner for some time. But nothing 
 has been achieved so far since there is no consensus on the meaning and the 
 nature of the problem involving patents and biodiversity.  


  While  there  are  some  erroneous  patents  that  were  granted  in  some 
 jurisdictions, there is a lot of misinformation that portrays it as bio-piracy.  


  Exclusions under 27.3 (b) and Review under Article 27.3 (b) presents a lot of 
 flexibility for WTO members to exclude certain subject matter pertaining to 
 biodiversity.  


  Indian Position on TK, biodiversity and Patents  


•  Biological  Diversity  Act,  2002  provide  for  ABS.  The  Ministry  has  also 
 notified guidelines in 2014 on mechanism for benefit sharing in the light 
 of the Nagoya Protocol 


•  Patents Act, 1970 provides a host of exceptions. In the context of 


traditional knowledge, it must be read with the Guidelines of the IPO on 
 TK (2012)  


•  Other  related  Acts  and  legislations  provide  different  interfaces  with  IP 
 issues in biodiversity  


•  TKDL has generated a unique experience in preventing misappropriation, 
but there are no conclusive results on the success of TKDL.  
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 Self-check Exercises 


  What is the difference between ‘bio-piracy’ and ‘bio-prospecting’  


  Examine whether the conflict between TRIPS and CBD is legal or policy oriented?   


  Examine the success of TKDL by examining the patents which were not granted/ revoked 
 owing to TKDL  


  What is the mecahanim between the NBA and Patent Office in exmainig patent application 
pertaining to biotechnology  
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