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Brazil, India argue for disclosure requirements at TRIPS Council

Geneva, 17 June (Sangeeta Shashikant) -- Proposals by a group of developing

countries to incorporate a mandatory obligation to disclose the source and

country of origin of biological resources and provide evidence of prior

informed consent and fair and equitable benefit sharing in a patent

application were the subject of detailed discussion at a meeting of the

TRIPS Council on 14-15 June.

"There was a good debate, and the issue has gained a new level of

visibility," said a developing country diplomat after the meeting. "The

proposals are gaining momentum and that is a positive development."

During the meeting, developing countries, in particular Brazil and India,

responded to many queries and points that had been raised in recent papers

by Switzerland (Document IP/C/W/446) and the US (IP/C/W/449).

Brazil, in a lengthy presentation, said that developing countries firmly

believe that "disclosure of source and country of origin of biological

resources and evidence of prior informed consent and fair and equitable

benefit sharing in a patent application would play a significant role in

preventing bio-piracy and misappropriation, apart from ensuring that all

contributors to innovations are adequately rewarded".

It listed the advantages of having a mandatory disclosure obligation. It

would encourage the patent applicant to comply with the national laws on

Access and Benefit Sharing (ABS). The administrative and cost burden on the

patent applicant and on the patent offices will be minimal as the applicant

has to provide information that should have been known to him. This will

also increase the capacity of patent offices in examining patent

applications that deal with a biological resource and associated traditional

knowledge (TK).

Biodiversity-rich countries can use the disclosure requirement as a tool, to

track down applications and enable challenges to specious patents through a

less burdensome system.

In the absence of the requirements for disclosure, the aggrieved countries

would have the limited option of only challenging the grant of patents.

Brazil also said that pursuing remedies under international law and in

multiple jurisdictions is complicated and not an economically viable option

for many aggrieved countries. Capacity constraints particularly in

developing countries hinder the legal remedy option.

Disclosure is critical for ascertaining whether the applicant has "invented"

what he claims in the patent, or has just found it in nature or obtained it

from traditional cultures. This is especially important when the TK is

undocumented. Thus, disclosure would enable better assessment by the patent

examiner of the "novelty" and "inventive step" involved in the invention.

Brazil added that a disclosure requirement will enhance transparency,

facilitating a more thorough enquiry by patent examiners with regard to the

state of existing traditional knowledge, prior art and the nature of the

inventive step.

Brazil acknowledged that the effectiveness of disclosed information was

contingent on the extent to which adequate administrative mechanisms are in

place to enable effective searches by both patent applicants and examiners.

Consolidation of databases are valuable but insufficient tools to cover the

entire gamut of biological material and TK. Disclosing the source of origin

would enable searches outside the scope of such established databases.

The fact that implementation of such searches could be enhanced through

better networks and clearinghouse mechanisms does not dilute the need for a

disclosure requirement, added Brazil. On the contrary, it would create a

more transparent and effective patent system, one in which the number of bad

patents could be reduced.

It added that several countries (mostly those providing biological

resources) have enacted laws providing for an Access and Benefit Sharing

(ABS) regime but this in itself is insufficient to arrest bio-piracy.

Concerns that expanded disclosure requirements would potentially diminish

the benefits of a patent are misplaced, said Brazil. On the contrary, they

will ensure that proprietary rights are not granted to patent applicants

that have acted in bad faith. The granting of patents in the absence of

prior informed consent (PIC) and benefit sharing would be tantamount to

"unjust reward", counter to the objectives and principles of TRIPS (Articles

7 and 8).

On the legal effect of not complying with the disclosure requirement, Brazil

said that it will depend on whether the disclosure requirement has not been

complied with at the pre- or post-grant stage. Where the resource or TK was

used in an invention but no evidence of PIC was furnished, the application

would not be processed any further. Where the failure to disclose is

discovered after the grant of a patent, the legal effect should be

revocation of the patent and legal sanctions imposed.

Brazil also responded to some specific questions by Switzerland and other

delegations.

On the definition of bio-piracy and misappropriation, Brazil said that some

delegations have argued that there is no internationally agreed definition

that exists. It clarified that the words "bio-piracy and misappropriation"

have been used variously to refer to illegal and/or illegitimate acts with

respect to the acquisition and use of genetic resources and traditional

knowledge from developing countries. The Black's Law Dictionary defines

"piracy" as "The unauthorized and illegal reproduction or distribution of

materials protected by copyright, patent, or trademark law".

Brazil quoted Eaton S. Drone in "A Treatise on the Law of Property in

Intellectual Productions", wherein he states that, "The test of piracy [is]

not whether the identical language, the same words, are used, but whether

the substance of the production is unlawfully appropriated".

The term bio-piracy involves misappropriation and thus is in many ways

similar to the term "piracy".

"However, we consider that the definition of these terms is not a

precondition for a disclosure obligation, and the lack of an agreed WTO

definition of the term 'piracy' did not stop WTO Members from including in

the TRIPS Agreement extensive enforcement provisions,"said Brazil.

Another question was regarding the relationship between the proposed

disclosure mechanism and the FAO International Treaty on Plant Genetic

Resources for food and agriculture. Brazil said that it could be argued by

some that the resources for food and agriculture covered by the FAO Treaty

should constitute "an exception under our proposed mechanism and we are open

to discussing how to reflect this in a text."

With regard to concerns on the circumstances leading to revocation or

invalidation of a patent, Brazil said that the group's many submissions had

enumerated on these.

In particular, revocation is proposed where proper disclosure would have led

to the refusal to grant the patent either on the grounds of lack of novelty

due to the existence of prior art or where there is fraudulent intention for

the insufficient, wrongful or lack of disclosure or where proper disclosure

would have resulted in the refusal of a patent on grounds ordre public or

morality.

The objective of the disclosure obligation is to ensure that dubious and bad

patents are not sustained or encouraged so that prior art remains in the

public domain, and that conservation/innovation efforts of traditional right

holders are rewarded. The revocation of such bad patents cannot therefore

undercut the objectives of the obligation.

A calibrated disclosure mechanism, which foresees adequate legal sanctions

in cases of non-compliance, is crucial to ensuring the effectiveness and

deterrent effect of the disclosure requirement.

"We do not see how the penalty of revocation could be seen to run counter to

the objectives of the disclosure proposal," said Brazil. "Our proposal also

foresees that, under certain circumstances, alternatives to revocation -

such as criminal and administrative sanctions, or the full or partial

transfer of rights to the invention - may be better suited. On the other

hand, we question the actual deterrent effect of a system which did not

provide for revocation as a possible sanction for failure to disclose."

Switzerland asked questions about the implications of a TRIPS disclosure

requirement for the Patent Cooperation Treaty (PCT) and the Patent Law

Treaty (PLT) in WIPO.

Brazil responded that the international patent system comprises a number of

treaties and instruments which are meant to be complementary. The disclosure

obligation, once agreed under the TRIPS, could also facilitate action

elsewhere. "However, changes elsewhere without the proposed changes to the

TRIPS Agreement would not be sufficient to address either the mandate we

have or the problem that we wish to address, as a disclosure obligation for

WTO Members can not be established through non-WTO instruments."

India associated itself with the statement made by Brazil. It also said that

the document (IP/C/W/443) by developing countries clearly pointed out the

anomalies in the contract-based approach suggested by the US, and the US

paper (IP/C/W/449) "does not appreciate the mandate given by the Ministers

to us at Doha" and "takes us back to a stage which has long been traversed

by this Council."

The US paper states that the Convention on Biological Diversity (CBD)

neither requires nor even mentions patent disclosure requirements. India

argued that the CBD is not an intellectual property agreement, therefore, it

does not create obligation for patent disclosure. However, Article 16.5 of

the CBD obliges countries to cooperate to ensure that IP rights do not run

counter to the CBD objectives.

India said that the US elaborates on steps it is taking to promote the CBD

objectives at the national level. "However, the elaborations do not inform

us how these steps reflect the concerns relating to erroneously granted

patents or how transboundary implications of these national level steps are

to be addressed."

India added that it was puzzled by the US disagreement with their assertion

that "certainty" would be established into the patent system by

incorporating the disclosure requirement.

India clarified that if a patent should not have been granted, as in the

cases of turmeric and neem patents, revocation would remedy the uncertainty

of the patent system, although through a tortuous and costly route. The

disclosure requirement provides certainty.

It added that the burden on the patent applicant is to disclose what is

known to him, thus there is no "undue burden" on the applicant as suggested

in the US paper.

India said that the availability of information on the prior art would be an

incentive to innovation and investment and ensure that rewards for these are

shared equitably by all stakeholders.

It said that it did not know the basis of the US's assertion that

erroneously granted patents are the rare exception rather than the rule. "We

ourselves do not know the ratio of erroneously granted patents, as

developing countries do not have the capacity to go through the thousands of

patents granted, and to take the costly next steps to get them revoked. The

disclosure requirement addresses this inequity at its root."

India pointed out that the US position (that international guidelines,

coupled with contract-based national laws containing enforcement provisions

could address cross boundary issues) highlights an admission by the US of

lacunae in the current state of affairs, if only national systems are in

place.

India called the recommendation by the US to have a national contract-based

system with an 'international outlook' that suggests the use of different

forums or international arbitration provisions, "theoretical".

"We are here dealing with practice, and not theory, of State responsibility

mandated in the intergovernmental agreements i. e. TRIPS and CBD. We do not

need different forums when we have one here in the WTO," said India. Action

outside the WTO could complement action within but the TRIPS Council should

address what is within its reach.

The US paper argues that disclosure requirement diminishes benefits that

could be shared. India clarified that their proposal does not promote

acquisition of patent rights on existing biological material or associated

TK. It ensures that where the use of such material or knowledge is a

pre-requisite to acquisition of patent rights, benefits of their

commercialization are equitably shared.

India also contested the argument by US that information on the source of

origin would not be relevant for determining novelty and inventiveness. It

gave the example of the turmeric and neem revocations, as testimony of the

relevance of such information.

The turmeric patent applicant did not disclose fully the teachings about

healing properties of turmeric. The US patent office did not take steps to

find out about these teachings and granted a patent. During the opposition

proceedings, the long established teachings on the healing properties of

turmeric became the basis of revocation on the grounds of lack of novelty

and non-obviousness. Clearly, the information hidden by the applicant was

material to the issue of patentability. If there was a disclosure

requirement, the patent applicant would have provided the relevant

information.

India said that the case provided evidence of the "certainty" that the

disclosure requirement would introduce into the patent system.

It added that the US paper ignores the "development dimension" and urges

developing countries to take an "unworkable, costly, burdensome and

iniquitous" track. "That is not an acceptable option for us, and going by

the interventions by other Members, for all other Members," said India.

India urged the TRIPS Council Members to move forward on the developing

countries' proposals and eventually agree to an outcome around their

approach.

India also presented its experience in successfully challenging the grant of

"bad patents" on wound healing properties of turmeric and insecticidal

properties of neem oil.

To challenge the turmeric patent, India collected 32 references of prior

art; some over

100 years old. The prior art was not fully indicated by the applicant, nor

did the US patent office try to find the state of the art on using turmeric

for healing purposes as on the date of filing.

In March 2005, the Boards of Appeal of the European Patent Office (EPO)

upheld the decision taken in 2000 to revoke a patent granted to W. R. Grace

and the US Department of Agriculture for a method for controlling fungi on

plants by the aid of hydrophobic extracted neem oil. The patent was revoked

since the claims were not novel in view of public prior use, which had taken

place in India.

The process of revocation of the neem patent concluded exactly a decade

after it was first challenged, giving an opportunity to the patent holder to

retain his exclusive right on a non-patentable material for such a long

period. This revocation was only made possible with the resources garnered

by two NGOs and a Member of the European Parliament.

India said it was evident the process of examining patent claims can be

strengthened through the introduction of the disclosure requirements. This

is needed for an effective solution to the problem of misappropriation. +

