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Policy Brief

Mandatory Disclosure of the Source and Origin
of Biological Resources and Associated

Traditional Knowledge under the TRIPS
Agreement

I. Introduction Over a third of the WTO

One of the most critical multilat-
eral processes for developing
countries rich in biodiversity and
traditional knowledge is the es-
tablishment of a Disclosure of Ori-
gin of Biological Resources and/or
Associated Traditional Knowledge in
patent applications (Disclosure
Requirement). The disclosure re-
quirement is under discussion at
the WTO in the context of exam-
ining the relationship between
the TRIPS Agreement and the
Convention on Biological Diver-

membership supports the intro-
duction of a mandatory disclo-
sure requirement as proposed by
developing countries.! The group
of Least Developed Countries
(LDC) have also expressed their
support at the TRIPS Council.
Norway has made a similar pro-
posal that puts forward key prin-
ciples for introducing the disclo-
sure requirement.2 The develop-
ing country proposal would in-
troduce a new Article 29bis to the
TRIPS Agreement. The amend-
ment would require all member
states to establish a mandatory

sity (CBD), an outstanding imple-  disclosure requirement of the
mentation issue and part of the  origin of biological resources
agenda of the Council for the  and/or associated traditional
TRIPS. As such, the discussion is  knowledge (TK) in patent appli-
integral to any outcome of the  cations.

Doha Round of multilateral trade

negotiations. Though the proposal from

Executive Summary

The discussion on TRIPS and CBD in the WTO demonstrates the grow-
ing convergence on content, scope, relevance and effectiveness of an
international mandatory obligation on disclosure of source and country
providing biological resources and traditional knowledge. Remaining
divergences focus on the substantive and procedural functions of the
disclosure requirement and in particular, the legal consequences on the
processing, granting and validity of a patent. The availability of discre-
tionary power for national administrative and judicial authorities to
revoke a patent for non-compliance with the disclosure requirement
would be important in the absence of an alternative effective mecha-
nism for its enforcement.
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developing countries was officially submitted in
May 2006, discussions on the mandatory disclo-
sure requirement have proceeded for over five
years at international fora, including the CBD,
WTO and WIPO. In particular, the Bonn Guide-
lines adopted by the CBD recommended that
countries encourage disclosure of origin in pat-
ent applications. Nonetheless, some countries
oppose an international obligation, based on
concerns related to its efficiency and effect on
the patent system. The United States is a core
critic. Switzerland, on the other hand, has pro-
posed in the World Intellectual Property Or-
ganisation (WIPO) that the disclosure require-
ment be voluntary for states via amendment of
the Patent Cooperation Treaty (PCT).3 The Euro-
pean Community (EC) has gone further, submit-
ting a proposal to the WIPO in support of the
mandatory disclosure requirement by amending
the PCT and the Patent Law Treaty.# Both the
EC and Switzerland forwarded their proposals
to the WIPO Intergovernmental Committee on
Intellectual Property and Genetic Resources,
Traditional Knowledge and Folklore (IGC).>

The objective of this policy brief is to analyse
the main elements of the disclosure require-
ment, the approaches of WTO member states
and recommend a way forward. The first sec-
tion discusses the debate on the substantive
scope, definition and content of the disclosure
requirement. The second section discusses the
procedural requirements and the proposed legal
effects of non-compliance with the disclosure
requirement. A conclusion of the main ideas is
provided in the last section.

II. Mandatory Disclosure Require-
ment: Subject Matter and Link to
Patents

The aim of the disclosure requirement is two
fold: 1) to address the fact that the TRIPS Agree-
ment, whilst promoting the granting of patents
to inventions based on biological resources and
associated TK, contains no effective provisions
to protect those resources from misappropria-
tion and misuse, 2) to support the implementa-
tion of the CBD, in particular, the CBD obliga-
tions regarding access to biological resources

and TK. The CBD provides that access, where
granted, should be subject to prior informed con-
sent (PIC) of the country providing the resource,
and countries should take measures to ensure fair
and equitable benefit sharing arising from the
commercialization or other utilisation of genetic
resources on mutually agreed terms. The disclo-
sure requirement is also facilitating the traditional
functions of the IP system in assessing the pat-
entability of a claimed invention.

The disclosure requirement does not bring in
new substantive element, either to the patent sys-
tem or to the CBD. It merely creates a linkage be-
tween the acquisition and protection of the subject
matter of the patents - namely, patentable inven-
tions- and the substantive objects of protection un-
der CBD- namely, biological resources, TK. Mem-
bers of the WTO are discussing the disclosure re-
quirement only by looking at conditions to be
placed on the patent applicant (under Article 29) as
opposed to defining patentable subject matter or
conditions of patentability (under Article 27) of
TRIPS. The proposal by Norway clarifies that the
disclosure requirement would not function as ad-
ditional criteria for patentability. The proposal
from developing countries as it stands also does
not add new criteria for patentability.

A related question that has been raised is
whether the disclosure requirement can contribute
substantively to patent examination. The United
Sates argues that the disclosure requirement will
be ineffective in achieving the objective of ena-
bling a better assessment by patent examiners of
novelty and inventive step in claimed inventions.
However, it upholds that access by patent examin-
ers to databases on genetic resources and tradi-
tional knowledge could aid in the discovery of
prior art. It would follow from the same logic that
the obligation to disclose would aid in the discov-
ery of prior art and reduce the risk of wrongfully
granted patents. In a formal submission the
United States stated that:

“...patent examiners world-wide could use
organized searchable databases of genetic re-
sources and traditional knowledge when ex-
amining patent applications. This could aid in
the discovery of relevant prior art and thereby
improve examination of patent applications in
the relevant fields.””
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Proposal of Developing countries on mandatory Disclosure Requirement
Article 29bis
Disclosure of Origin of Biological Resources and/or Associated Traditional Knowledge

1.  For the purposes of establishing a mutually supportive relationship between this Agreement and the
Convention on Biological Diversity, in implementing their obligations, Members shall have regard to the
objectives and principles of this Agreement and the objectives of the Convention on Biological Diversity.

2. Where the subject matter of a patent application concerns, is derived from or developed with biologi-
cal resources and/or associated traditional knowledge, Members shall require applicants to disclose the
country providing the resources and/or associated traditional knowledge, from whom in the providing
country they were obtained, and, as known after reasonable inquiry, the country of origin. Members shall
also require that applicants provide information including evidence of compliance with the applicable legal
requirements in the providing country for prior informed consent for access and fair and equitable benefit-
sharing arising from the commercial or other utilization of such resources and/or associated traditional
knowledge.

3. Members shall require applicants or patentees to supplement and to correct the information including
evidence provided under paragraph 2 of this Article in light of new information of which they become
aware.

4. Members shall publish the information disclosed in accordance with paragraphs 2 and 3 of this Article
jointly with the application or grant, whichever is made first. Where an applicant or patentee provides fur-
ther information required under paragraph 3 after publication, the additional information shall also be pub-
lished without undue delay.

5. Members shall put in place effective enforcement procedures so as to ensure compliance with the obli-
gations set out in paragraphs 2 and 3 of this Article. In particular, Members shall ensure that administrative
and/ or judicial authorities have the authority to prevent the further processing of an application or the grant
of a patent and to revoke, subject to the provisions of Article 32 of this Agreement, or render unenforceable a
patent when the applicant has, knowingly or with reasonable grounds to know, failed to comply with the
obligations in paragraphs 2 and 3 of this Article or provided false or fraudulent information.

The United States also asserted that: cases.? The information could be relevant to pat-
ent examination either procedurally or substan-

“If the source of biological/genetic resource
was unique, an applicant would have to iden-
tify it so that a person skilled in the art would
be able to carry out the invention. In the US,
indigenous/traditional knowledge closely re-
lated to an invention had to be identified as
prior art if it were known to the applicant. If
the invention would have been obvious to one
skilled in the art in light of the prior art, no
patent would be granted.”®

While the disclosure of genetic resources and
TK in a patent application may not always influ-
ence the patent examination, this is not unique to
the disclosure requirement. Here the duty of pat-
ent applicants to disclose ‘information material to
patentability” under the United States patent sys-
tem is a good example. It is not necessary that the
‘materiality” of the information disclosed affect or
lead to the rejection of the claimed patent in all

tively.10 Moreover, the availability of a database
does not prevent patent offices to request infor-
mation from the patent applicant as may be rea-
sonably necessary to properly examine or treat
the matter. Furthermore, the disclosure require-
ment should not only be considered in terms of
its utility for determination of patentability. It
also functions as a mechanism for disclosure of
information for the implementation of the CBD,
since it identifies the commercial application of
inventions that concern or derive from biologi-
cal resources and associated TK.

a) Biological Resources, Genetic Resources
and TK

‘Biological resources’ and “genetic resources” are
the two phrases used in the discussion in the
WTO on the relationship between TRIPS and
CBD. Article 2 of the CBD states that ‘biological
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resources’ include genetic resources, organisms
or parts thereof, populations, or any other biotic
component of ecosystems with actual or poten-
tial use or value for humanity. The same Article
defines ‘Genetic resources’ as genetic material of
actual or potential value. Genetic materials are
‘any material of plant, animal, microbial or
other origin containing functional units of he-
redity.” The proposal from developing countries
refers to ‘biological resources’. Norway, the EU
and Switzerland on the other hand refer to
‘genetic resources’. The phrase ‘biological re-
sources’ covers genetic resources. The use of the
‘biological resources” for the disclosure require-
ment avoids uncertainties for patent applicants
and create confidence in the system.

Developing countries’ proposal refers to
‘biological resources and/or associated tradi-
tional knowledge.” Switzerland proposed to fo-
cus broadly on knowledge, innovations and
practices of indigenous and local communities
relevant for the conservation and sustainable
use of biological diversity.!! The EC offers to
consider the disclosure requirement for TK only
after agreement on what constitutes TK.
‘Traditional knowledge’ is much more devel-
oped as a legal concept in several jurisdictions,
and international law.

The draft principles and objectives on the
protection of traditional knowledge developed
in the IGC of WIPO defined TK comprehen-
sively. Norway deviated from the approach of
Switzerland by supporting mandatory declara-
tion of TK, even if the TK has no connection
with the genetic resources. This would enable
the tracing of the utilisation of all TK in all pat-
ent application (See Proposal of Developing
Countries on mandatory Disclosure require-
ment on page 3).

b) Country of Origin, Country Providing, and
Source

‘Source,” ‘country of origin’, ‘country providing’
and ‘supplier country’ are used in proposals
and submission of countries in defining the
scope of the disclosure requirement. Switzer-
land limited the declaration only to the ‘source’
of genetic resources and knowledge. Norway on
the other hand does not refer to ‘source’ as an

element for declaration. The EC focuses on origin
and source of genetic resources. Developing coun-
tries, EC and Norway require the disclosure of
country of origin, if known. For developing coun-
tries the patent applicant has to make reasonable
inquiry to identify the country of origin. Norway
requires such disclosure to be made only if differ-
ent from the supplier country (in case of genetic
resources) and if relevant - in case of TK.

The underlying motivation for the proposals
remains that of ensuring mutual supportiveness
between the TRIPS and CBD. The terminologies to
be used to determine the scope and content of the
disclosure requirement should be ‘relevant’ and
‘effectively applicable’ for both instruments. The
CBD refers to ‘country of origin of genetic re-
sources’ and ‘country providing genetic re-
sources.’

Country of origin is the country which pos-
sesses those genetic resources in in-situ condi-
tions - within ecosystems and natural habitats
as well as in the surroundings where they
have developed their distinctive properties;

Country providing is the country supplying
genetic resources collected from in-situ
sources, including populations of both wild
and domesticated species, or taken from ex-
situ sources (outside natural habitats), which
may or may not have originated in that coun-
try. Article 15 of the CBD further define the
term ‘Country providing’, stating that such
country should either be the country of origin,
or should have obtained the genetic resources
in accordance with the CBD.

The definition of ‘Country providing” and its use
under Article 15 of the CBD makes it directly rele-
vant for disclosure requirement and broad to cov-
ers both in situ and ex situ resources occurring in a
country. It prevents any potentially inconclusive
debates as regards whether the “country providing’
a resource is also the country of origin of the re-
source.
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Positions and Proposals of Developing Countries, Norway and Switzerland

Obligations of coun- | Subject matter Disclosure Qualifications Effect of Non-compliance
tries of...
g a) to adopt manda- ‘subject matter of a | country pro- a) prevent the processing or
g tory disclosure re- patent application’ | viding the grant of the patent con-
_% quirement; that concerns, is from whom cerned;
& b) publication of gerlvled f:jom_ %r the resources b) revoke or render unen-
o information pro- bgvle o.pel wit where ob- forceable a patent where the
g vided; ological re- tained in the applicant has knowledgably
] sources and/or country pro- .
g. c) effective enforce- | associated TK idinag: or with reasonable ground to
2 ment brocedures viding; know failed to disclose, cor-
P ' the country of | as known after rect and supplement the in-
origin reasonable inquiry | formation required.
Information Based on the legal
on compliance | requirements in
with PIC and providing country
FEBS
7 a) Same as (a) above. | (not clear) supplier coun- | even if the TK has | a) Same as (a) above
§ b) notification of all try of genetic no connectlon_ b) effective and proportion-
bS] . . resources and with the genetic .
< declarations of origin TK: reSOUICES: ate penalty outside the patent
to the CBD Clearing- ' ' system , if subsequently dis-
House Mechanism covered;
. country of if known and dif- .
c) effective and pro- oriain of ge- f ) c) revocation if the patent
. gin of ge erent; .
portionate penalty netic re- does not differ from the TK
outside the patent SOUFCES to the degree required for
system. ’ patentability.
country of if relevant;
origin of TK
information on | where required
PIC
w None- optional to -an invention di- the source of a | -to which the in-
§. member states of | rectly based on specific ge- ventor has had
E WIPO genetic resources, netic resource; | access;
B knowledge, inno- -when relevant to
o vations and prac- the national anoli-
tices of indigenous € national appi
and local commu- cation
nities relevant for | the source of -if the inventor
the conservation knowledge, ... | knows the inven-
and sustainable use tion is directly
of biological diver- based on the
sity. knowledge ...
o Similar to Norway the invention must | the country of | If the country of effective, proportionate and
0 but only in WIPO be directly based origin or origin is unknown, | dissuasive sanctions should
on the specific source of ge- the “sources’ to be envisaged outside the
genetic resources netic resources | which the inventor | field of patent law
has had access and
which is still
known to him
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The disclosure of the ‘source’ of biological
resources and TK is relevant to assess the com-
pliance with the CBD. If the resources where ob-
tained under the multilateral system of the Inter-
national Treaty on Plant Genetic Resources for Food
and Agriculture (ITPGRFA) of the Food and Agri-
culture Organization (FAO), the disclosure of the
immediate source would lead to a whole set of
information that would assist compliance with
the treaty provisions. The disclosure of bio-
prospecting organisations, botanic gardens, re-
search centres, government agencies, members
of traditional communities and other immediate
sources of biological resources and associated TK
would be critical to identify the form in which
the resources were obtained and the manner
they were accessed.

c) Prior Informed Consent (PIC) and Fair and
Equitable Benefit Sharing (FEBS)

Developing countries” proposal requires further
disclosure of information, including evidence of
compliance with the applicable legal require-
ments in the providing country on PIC and
FEBS. Norway also supports disclosure of PIC
where required by the supplier country or coun-
try of origin.

The disclosure of the source of biological re-
sources and TK may not always lead to informa-
tion as to compliance with the applicable law on
PIC and FEBS. The task of identifying transac-
tions involving biological resource and TK
would be facilitated if declaration was made as
to the compliance with the applicable laws by
the patent applicant. Yet the declaration would
only amount to compliance with formal require-
ment. It does not amount to the determination of
compliance with the applicable PIC and FEBS
requirement and would not be binding on the
patent office. It does not require the patent office
to determine the availability and compliance
with the legal requirements in the country pro-
viding the resources and/or TK. The disclosure
of information as to compliance with the applica-
ble law on PIC and FEBS, as formal requirement,
would only compel researchers and companies
to make a reasonable effort to identify the avail-
ability and, where available, to comply with le-
gal requirements on PIC and FEBS and furnish
the evidence of compliance. It would also be act
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as a good incentive for researchers and compa-
nies to acquire biological resources from sources
that have complied with such requirements.

III. The Obligations of Countries and
Revocation of Patents for Non-
Compliance

The mandatory disclosure requirement would
constitute a limited obligation for member states
and their patent offices. The member states of the
WTO must adopt the disclosure requirement and
allow the patent applicant to correct and supple-
ment the information provided.

Norway’s proposal to the WTO and the EC
and Switzerland proposal in WIPO specifically
require that patent offices send all declarations
received with respect to biological resources and
TK to the CBD Clearing-House Mechanism. The
proposal from developing countries requires only
the publication of the information disclosed, in-
cluding subsequent corrections or additions
made, as part of the patent application or grant,
There would be no additional requirement for the
patent offices with respect to notifying the entry
of information in patent applications.

The proposals require members of the WTO
to put in place effective enforcement procedures
to ensure compliance with disclosure require-
ment. Developing countries’ proposal also re-
quires countries to ensure that, when the appli-
cant has knowingly or with reasonable grounds
to know failed to comply with the obligations or
provided false or fraudulent information, the ad-
ministrative and/or judicial authorities have the
authority to:

¢ prevent the further processing of an ap-
plication or the grant of a patent and

¢+ Revoke, subject to the provisions of Arti-
cle 32 of the TRIPS, or render unenforce-
able a patent.

A mandatory disclosure requirement that
functions as both a substantive and procedural
condition on patent applicants would have legal
consequences for the processing, granting and
validity of a patent. The discussion in the WTO
reflects the tension on whether patents should be

I ——— ———
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revoked because of non-compliance with the re-
quirement or fraud committed against patent of-
fices. Developing countries and Norway hold a
similar position in support of the suspension of a
patent application when non-compliance is dis-
covered upon or during the patent application.
Norway has made clear that if non-compliance is
discovered only after the patent has been granted,
it should not in itself affect the validity of the pat-
ent, but rather be subject to appropriate and effec-
tive sanctions that would fall outside the patent
system, for example criminal or administrative
penalties. However, Norway considers that a pat-
ent can be revoked if it does not differ from TK to
the degree required to constitute a patentable in-
vention.

Developing countries have not proposed that
all cases of non-compliance should result in the
revocation of a patent. Instead, judicial or adminis-
trative authorities should have the authority to
revoke the patent when the applicant has, know-
ingly or with reasonable grounds to know, failed
to comply with the obligations. The availability of
discretionary power for the administrative and
judicial authorities to revoke a patent for non-
compliance with the disclosure requirement
would be a compelling reason for patent appli-
cants to comply with the requirement. It is oner-
ous on those that object to the revocation of pat-

End Notes

ents in case of non-compliance to come up with
alternative mechanisms to ensure that inequita-
ble conduct and misrepresentations are effec-
tively addressed.

IV. Conclusion

The current debate in the WTO demonstrates
the growing convergence on content, scope,
relevance and effectiveness of mandatory disclo-
sure requirement. The use of terminologies and
concepts related to disclosure requirement
needs further refinement and consistency to
avoid uncertainties and facilitate compliance.
Similarly the scope of the obligation can be clari-
fied by designing a better approach to deal with
(a) information that would depend on the possi-
ble knowledge of the patent applicant, such as
country of origin, (b) information on PIC and
FEBS that would be available by the declaration
of ‘source’, and (c) obligation that depends on
the availability of legal requirements in country
providing the genetic resources and TK for com-
pliance. The revocation of patent for certain
cases of non-compliance to the disclosure re-
quirement and the availability of procedures for
correction and supplementing the information
included in the patent application might be go-
ing deep into the realm of domestic laws and
regulations.
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