






CHESTER JAMES TAYLOR 2007 AWARD WINNER:
PROTECTING ANDEAN TRADITIONAL KNOWLEDGE

AND BIODIVERSITY UNDER THE U.S.-PERU

TRADE PROMOTION AGREEMENT
R A F A E L  T .  B O Z A *

—————————————————

I.  INTRODUCTION

—————————————————

“Peru is a beggar sitting on a bench of  

gold.”1  I may have heard it a million times, 

my grandparents, my teachers, my profes-

sors repeated that same phrase many times 

trying to explain why a country so rich in 

natural resources was one of  the poorest 

in the world.

Much of  Peru’s “gold” is not actual metal 

but biodiversity –plants and animals; an 

enormous natural diversity that has been 

exploited in a sustainable manner for cen-

turies, even before the Incas ruled in South 

America and before the Spaniards conquered 

the continent.  Those ancient civilizations 

learned how to use nature to their benefi t, i.e. 

how to use plant extracts or animal by-prod-

ucts to feed the hungry, cure illness, tone the 

body and free the soul.  This knowledge was 

transmitted from generation to generation, 

as a tradition, in an uninterrupted chain for 

centuries until today.

Some international organizations, such as 

the World Intellectual Property Organization 

(hereinafter WIPO), have attempted to de-

fi ne traditional knowledge, however, it is an 

elusive concept.  This fact has been clearly 

expressed by a WIPO publication, which 

New Varieties of  Plants (hereinafter UPOV)6

of  1961 or the United Nations Food and Ag-

riculture Organization – FAO International 

Undertaking on Plant Genetic Resources 

(1983),7 and the FAO recognition of  farm-

ers’ rights8 created an environment where the 

economic value of  plants was increased and 

that, in turn, caused an increased commercial 

interest in the pool of  knowledge acquired 

by local communities over centuries.

Companies took advantage of  the oppor-

tunity and started doing “Bio-prospecting” 

in less developed countries.9  These activities 

resulted in the appropriation of  some of  that 

knowledge without giving anything in return 

to the peoples who created or acquired it.10

Soon after, the term “Biopiracy” was coined 

to describe the unlawful appropriation or use 

of  traditional knowledge.11

All this created awareness of  a problem 

and gave rise to a protectionist movement 

among third world countries, which tried to 

obtain international recognition to the value 

of  traditional knowledge, while they created 

new national legal tools and mechanisms to 

protect it.12

In this context, a number of  international 

forums were created to address the issue.  

The most important forum is the Conven-

tion on Biological Diversity (hereinafter 

presented the following question: “Can the 

astonishing diversity of  indigenous and local 

intellectual traditions and cultural heritage 

be bundled together into one single defi ni-

tion, without losing the diversity that is its 

lifeblood?”2  The most likely answer to that 

question would be no.

Nevertheless, some kind of  defi nition is 

needed.  WIPO uses the phrase traditional 

knowledge to refer to:

“tradition-based innovations and creations re-

sulting from intellectual activity in the industrial, 

scientifi c, literary or artistic fi elds [which] have 

generally been transmitted from generation to 

generation; are generally regarded as pertaining 

to a particular people or its territory; and, are 

constantly evolving in response to a changing 

environment. [These] could include:  agricultural 

knowledge; scientifi c knowledge; technical knowl-

edge; ecological knowledge; medicinal knowledge, 

including related medicines and remedies; biodi-

versity-related knowledge.”3

Yet, it was not until relatively recent, 

about the last 40 years, that the economic 

importance of  traditional knowledge became 

evident.4  For generations indigenous peoples 

from all over the world had practiced the art 

of  creating new varieties of  plants and they 

used their extracts.5  However, efforts like the 

International Union for the Protection of  
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CBD), held in 1992, under the sponsorship 

of  the United Nations, in Rio de Janeiro, 

Brazil.13  Another is the group of  the Like-

Minded Megadiverse Countries, created in 

Cancun, Mexico, in 2002.14

The issue was also discussed within 

the World Trade Organization, as part of  

the Trade Related Aspects of  Intellectual 

Property Rights (hereinafter TRIPS) con-

versations during the Doha round and other 

related forums.15

The CBD recognized the value of  tradi-

tional knowledge and biological resources, 

extending such recognition to “innovations 

and practices of  indigenous and local com-

munities embodying traditional lifestyles 

relevant for the conservation and sustain-

able use of  biological diversity.”16  CBD 

also introduced the “informed consent” and 

“benefi t sharing” mechanisms as viable ways 

of  protecting traditional knowledge and bio-

diversity from unlawful appropriation.17

On a more localized level, the Andean 

Community has also addressed the issue on 

different Decisions which attempt to create 

a uniform Andean regulatory system for tra-

ditional knowledge and biodiversity, guided 

mainly by the general principles set forth by 

the CBD.18  Additionally, Peru’s own Law No. 

27811,19 one of  the fi rst laws in the world to 

protect traditional knowledge,20 addressed at 

the national level the basic concerns of  the 

Peruvian Government regarding the protec-

tion of  collective knowledge.21  The law, basi-

cally, recognizes that traditional intellectual 

property rights are not fully effective in ad-

dressing the traditional knowledge problem.  

Inspired by the CBD, the law acknowledges 

the right and ability of  native communities 

to “dispose of  their [traditional] knowledge 

as they see fi t”22 and to organize their rela-

tions with third parties, as they affect their 

lives, beliefs, economy and in general their 

well-being, recognizing their right to control 

their own economic, social and cultural de-

velopment.23

It is within this international and national 

context that the U.S. started, in 2003, ne-

gotiations for a multilateral Andean Free 

Trade Agreement.24  Such effort failed when 

Ecuador and Colombia started to fall back 

and delayed the negotiations due to internal 

problems and widespread opposition to the 

treaty.  Peru continued negotiating bilaterally 

successfully concluding an agreement, which 

was signed on December 7, 2005.25  It was 

approved by the Peruvian Congress in 200626

and by the U.S. Congress in 2007.27

—————————————————

[T]he U.S. started, in 2003, 
negotiations for a multilateral 
Andean Free Trade Agreement.
—————————————————

This note will analyze aspects of  the U.S. 

– Peru Trade Promotion Agreement (here-

inafter TPA) that relate to biodiversity and 

traditional knowledge.  We will explore how 

the agreement dealt with the issue and how 

it refl ects on Peru’s prior position, not only 

in the international arena, but also at the 

national level.

Part II of  this note will give a general 

overview of  how traditional knowledge has 

been treated and how it has been understood 

in different contexts and forums, presenting 

the basic dichotomy of  the discussion and 

the current trends in the matter.

Part III will provide a general description 

of  the TPA and will evaluate how the agree-

ment is dealing with traditional knowledge, 

highlighting the most important provisions in 

the different chapters of  the document.
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Finally, in Part IV, the note will closely 

examine the effect the agreement will have 

on Peruvian legislation with regards to tradi-

tional knowledge, emphasizing any potential 

discrepancy with the current legislation –at 

Andean, as well as national, level- and the 

possible ways to harmonize such regulatory 

systems.  This part will also revisit already 

resolved cases, particularly the Maca case, 

to briefl y assess the impact the agreement 

would have had in its resolution.

—————————————————

II.  THE TRADITIONAL

KNOWLEDGE DICHOTOMY

—————————————————

At the root of  the international regulation of  

traditional knowledge is an important ongoing 

debate about how to deal with these rights.  

International organizations are struggling to 

balance and harmonize two major trends, the 

intellectual property approach, represented 

mainly by the TRIPS Agreement, and the 

collective heritage approach, represented by 

the CBD.28

As GRAIN stated, there is at “the centre 

[of  this debate, a] monstrous ideological and 

cultural clash between looking at traditional 

knowledge as ‘intellectual property,’ thereby 

privatising [sic] it to serve corporate economic 

and development strategies, and looking at it as 

a collective heritage of  peoples and communi-

ties that States have no business regulating, 

much less governing.”29

An in-depth analysis of  this debate would 

take us through roads far removed from the 

purpose and focus of  this note, the TPA.  How-

ever, in order to understand the full impact of  

such a document on traditional knowledge, we 

must touch the basics of  the debate.
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A.  THE INTELLECTUAL PROPERTY

APPROACH

The fi rst trend in this area is comprised by 

countries that believe that property rights are 

necessary to develop and protect traditional 

knowledge.  The U.S. is the biggest supporter 

of  an intellectual property approach to the 

traditional knowledge problem.30

Since the 1980 seminal case of  Diamond v. 

Chakrabarty31Chakrabarty31Chakrabarty  where the U.S. Supreme Court 

stated, “Congress intends statutory subject 

matter under the patent law to include any-

thing under the sun that is made by man;”32

the U.S. has been a supporter of  a broad 

patent system.33  This position is refl ected 

in the almost unconditional support that 

the U.S. gave to the adoption of  the TRIPS 

agreement and later, its resistance to agree 

on any modifi cations.34

The intellectual property approach rec-

ognizes that traditional knowledge and the 

genetic pool of  biodiversity related to it, have 

an intrinsic economic value and can be used 

as a resource for further developments of  

science and technology.35  As almost all the 

intellectual property rights, this approach’s 

basic premise is the exclusive appropriation 

of  traditional knowledge or related biodiver-

sity by one property holder, who has the right 

to exclude others from using such knowledge 

or natural resource.36

Patents are the preferred intellectual 

property tool in the chapters or sections of  

free trade agreements related to traditional 

knowledge.37  For a patent to be granted 

the “invention” must have characteristics 

of  novelty, utility and non-obviousness.38

This does not mean, however, that other 

intellectual property rights have not been 

involve and recognize the people who created 

the traditional knowledge.46  This system of  

rights would be qualifi ed in its scope, may be 

limited in time, and based on principles of  

benefi t sharing, full disclosure and rights of  

continued use by the community of  origin 

of  the knowledge.47  The collective heritage 

approach is also based on the premise that 

traditional knowledge is almost part of  the 

public domain and cannot be patented be-

cause it would lack novelty.

This is recognition of  the existence of  

community property over the knowledge, 

in the sense that the “community denies to 

the state or to individual citizens the right to 

interfere with any person’s exercise of  com-

munally owned rights.”48

Unlike the intellectual property approach, 

the collective heritage perspective is not so 

concerned with creation of  value for one or 

a few individuals but more with the preser-

vation of  knowledge and its free availability 

for future generations, as well as with the 

freedom of  the knowledge creators to de-

termine how to deal with third parties or to 

even have dealings at all.49

C.  THE CURRENT TREND

Over the past decade there have been 

an increasingly large number of  countries 

that have become aware of  their traditional 

knowledge and biodiversity wealth and have 

enacted legislation aimed at protecting and 

regulating the use, export and registration 

of  traditional knowledge and related bio-

diversity.50

This phenomenon has been paralleled 

by a signifi cant increase of  bilateral trade 

negotiations.51  These negotiations gave rise 

to a series of  free trade agreements that have 

used.  Trademarks are another method of  

appropriation of  traditional knowledge that 

has been used overtime.39  The purpose 

of  the trademark protection is to create a 

mechanism to provide identifi cation for a 

product as well as a marketing advantage.40

Every trademark requires distinctiveness to 

be effective and to fulfi ll its purpose of  dis-

tinguishing products between each other.41

—————————————————

Patents are the preferred 
intellectual property tool in 
the chapters or sections of free 
trade agreements related to 
traditional knowledge.
—————————————————

In sum, the intellectual property approach 

focuses the problem from a perspective of  

maximization of  gain and wealth for one or 

a few individuals or corporations and the 

creation of  incentives to use the property 

effi ciently.42  As Richard Posner phrased it, 

“[t]he creation of  property rights is a neces-

sary rather that suffi cient condition for the 

effi cient use of  resources.”43

B.  THE COLLECTIVE HERITAGE

APPROACH

The other current in this area are countries 

that believe that traditional knowledge, and 

all the biological material it relates to, can-

not be fully appropriated or monopolized.44

They argue that this knowledge dates back 

centuries, if  not millennia, and belongs to 

the communities that created it, who should 

have an overriding right over it.45

These countries approved the CBD and 

advocated for a different system of  rights 

where there could be appropriation of  

knowledge and biodiversity, but they would 
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been focusing more and more on the regula-

tion and protection of  traditional knowledge 

and biodiversity.52

National legislations and bilateral treaties 

have been faced with the above mentioned 

dichotomy and had to make a choice, intel-

lectual property or collective heritage.  At 

fi rst sight the intellectual property approach 

seems very effi cient; however, it has been 

shown to have some problems mainly by 

creating enormous inequities in the econo-

mies of  the countries of  origin of  such 

knowledge.53

A clear example of  these ineffi ciencies 

is the case of  the Neem tree from India.54

This tree has been known for centuries to 

be a medicinal tree for a large number of  

physical conditions, ranging from a headache 

to female hygiene after birth.55  A large phar-

maceutical corporation “bio-prospecting” in 

the area learned about this tree, processed it 

using some of  the traditional methods they 

learned in India, and produced an extract, 

which they later patented.56  The impact in 

India was enormous.  The price of  the tree 

and its by-products skyrocketed.  It was no 

longer accessible to the general population at 

reasonable prices and some local pharmaceu-

tical companies, who where using the tree’s 

by-products for years to produce medicines, 

had to halt production because they were 

being threatened with litigation and other 

retaliatory actions.57

With trademarks the situation is not so 

different.  Companies have appropriated 

the name of  a product popular among in-

digenous communities in foreign countries 

and used for many years by many produc-

ers.  Regardless of  the descriptive or gen-

eral character of  the term in the countries 

of  origin, it was registered in the U.S. as a 

trademark because within the U.S. market 

it may be distinctive.58  This brought, as a 

consequence, a restriction of  the ability of  

the people who created the word to use it 

to generate wealth and to market their own 

product in the U.S. and in some cases, even 

in their own countries.  A clear example of  

this practice is the Basmati Rice case where a 

U.S. company registered the name “Basmati” 

rice as a trademark, thus precluding, to some 

extent, the Indonesian farmers’ rights to sale 

their rice in the U.S. using the name they have 

been using for centuries.59

Despite those examples, the option taken 

by most of  the free trade agreements signed 

between the U.S. and its trading partners is 

complete avoidance of  the issue or the adop-

tion of  the intellectual property approach.60

—————————————————

Companies have appropriated 
the name of a product 
popular among indigenous 
communities in foreign 
countries...
—————————————————

Some other countries like Australia or New 

Zealand have adopted in their free trade 

agreements some aspects of  the collective 

heritage approach.61  However, the general 

tendency is to adopt an intellectual property 

regime for traditional knowledge.62

—————————————————

III.  THE U.S.-PERU TRADE 
PROMOTION AGREEMENT

—————————————————

A.  BACKGROUND OF THE SIGNING AND 

APPROVAL OF THE TPA

Negotiations for the TPA started with the 

Andean countries (Ecuador, Colombia and 

Peru) forming a block and negotiating to-
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gether with the U.S.  Bolivia was originally 

invited but participated in the negotiations 

only as an observer.63

The negotiations in chief  consisted of  thir-

teen (13) negotiating rounds.64  At a relatively 

early stage the negotiations started to suffer 

from the diversity of  interests between the 

Andean countries and their distinct political 

reality.  In April 2005, during the ninth round 

of  negotiations, held in Lima, Peru, the Ec-

uadorian President Mr. Lucio Gutierrez was 

removed from power by a civil coup-de-etat.coup-de-etat.coup-de-etat 65  

Additionally, members of  the House of  Rep-

resentatives in U.S. Congress, who disagreed 

with the fundamental principles of  free trade, 

tried to stir opposition to the treaty.66  To make 

matters worse, in September 2005, during 

the twelfth round of  negotiations, two of  

the Colombian negotiators resigned blaming 

their resignation to the “infl exible position 

of  the U.S. Government” and requested the 

complete withdrawal of  Colombia from the 

negotiations.67

Right after these events, in September 

2005, the Peruvian President, Mr. Alejandro 

Toledo, declared his intent to move forward 

and sign with the U.S. a separate agreement 

if  the other Andean countries did not speed 

things up.68

The group negotiations of  the Andean 

countries reached a breaking point in the thir-

teenth negotiating round held in Washington 

D.C. in November 2005.  As reported in the 

Organization of  American States’ Foreign 

Trade Information System (hereinafter SICE), 

the Andean Countries suspended the negotia-

tions because there was no clear possibility of  

reaching an agreement regarding Intellectual 

Property, Agriculture and Textiles, among 

other issues.69  It is in this context that Peru 

decided to continue negotiations on its own
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By early December 2005, Peru went 

ahead with its individual negotiations, leav-

ing a sluggish Ecuador and Colombia in the 

process, and concluded the agreement on 

December 7, 2005.70  The agreement was 

signed by the U.S. and Peruvian representa-

tives in Washington D.C. on April 12, 2006.71

Further negotiations were later needed to 

modify certain aspects of  the agreement re-

lated to the labor and environment chapters 

in order to refl ect the May 2007 bipartisan 

agreement reached in Congress.72 These ne-

gotiations resulted in an amendment signed 

in June 24, 2007.73

After signing the agreement the parties 

started the process of  approval in their na-

tional Congresses.  The Peruvian Congress 

approved the agreement by Legislative Reso-

lution No. 28766, published in the Offi cial 

Gazzete “El Peruano,” on June 29, 2006.74

Later, the U.S. House of  Representatives ap-

proved the implementation of  the agreement 

by House Resolution No. 3688 voted under 

Roll No. 1060 on November 8, 2007.75  The 

Senate also approved the implementation 

of  the agreement by vote number 413 on 

December 4, 2007.76

In the signing ceremony of  H.R. No. 

3688, on December 14, 2007, President 

Bush addressed the members of  Congress 

and a Peruvian delegation lead by Presi-

dent Alan Garcia.77  He stated that “[t]he 

agreement will create a secure, predictable 

legal framework that will help attract U.S. 

investors.  The Peruvian people understand 

that expanding trade with the United States 

will improve their lives.”  President Garcia 

complemented these thoughts by stating 

that “[m]ore investment and more trade, 

as well as social policies, will contribute to 

eradicate poverty, protect the environment, 

patenting plants.81  Peru also agreed to join 

UPOV, 1991 revision.82

The relevant parts of  the Chapter state 

that “[e]ach Party shall ratify or accede to 

the [International Convention for the Pro-

tection of  New Varieties of  Plants (1991)] 

by January 1, 2008, or the date of  entry into 

force of  this Agreement, whichever is lat-

er.”83  Additionally, the TPA provides that 

“[n]otwithstanding [any available exclusion-

ary measures under articles 27.2 and 27.3 of  

the TRIPS], a Party that does not provide 

patent protection for plants by the date of  

entry into force of  this Agreement shall un-

dertake all reasonable efforts to make such 

patent protection available, [and if  protec-

tion is already granted] on or after the date 

of  entry into force of  this Agreement, [such 

protection shall be maintained.]”84

These measures were applauded by the 

Industry Trade Advisory Committee on 

Intellectual Property Rights85 which con-

sidered that Peru’s increase in its levels of  

Intellectual Property Rights protection be-

yond that required by TRIPS is a “testament 

to the principle that high levels of  protec-

tion benefi t indigenous creators and inven-

tors in the same manner as they do in de-

veloped countries.”86  In contrast, they were 

skeptically received in Peru, where they were 

sought to be contrary to Andean Commu-

nity regulations that prohibit the patenting 

of  plants.  Additionally, the national trend 

was oriented towards adopting “[s]pecial 

and novel regimes” to protect “indigenous 

peoples seeking to preserve and develop 

their knowledge for future generations,” as 

well as researchers and companies investing 

in that research.87

and reduce and control migrations through 

the world.”78

B.  U.S.-PERU AGREEMENTS ON

BIODIVERSITY AND TRADITIONAL

KNOWLEDGE

The TPA contains a preamble, twenty three 

chapters, three annexes, and the Understand-

ing Regarding Biodiversity and Traditional 

Knowledge (hereinafter “Understanding”).79

This agreement is the fi rst one in the large 

array of  bilateral trade agreements signed 

by the U.S. that include provisions of  any 

nature expressly addressing the biodiversity 

and traditional knowledge problem, thus its 

importance.80

Precisely because of  that novelty it is nec-

essary to analyze the agreements and other 

accords relating to traditional knowledge 

contained in the document and try to deter-

mine whether the intent of  the parties would 

be fully served by the texts adopted.

I.  THE OBLIGATIONS ADOPTED

The TPA addresses issues related to bio-

diversity and traditional knowledge in three 

distinct chapters.  These chapters are No. 16, 

Intellectual Property, No. 18, Environment, 

and fi nally in the Understanding.  We will 

briefl y look at each one of  these chapters in 

order to ascertain the extent of  the commit-

ments involved in the agreement.

A.  CHAPTER 16 – THE INTELLECTUAL PROPERTY 

CHAPTER

The most relevant aspect of  this chapter, 

as it pertains to our issue, is that Peru agreed 

to make “all reasonable efforts” to start 
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B.  CHAPTER 18 – THE ENVIRONMENT CHAPTER

In Chapter 18 the parties committed to the 

conservation and sustainable use of  biodiver-

sity and preservation of  traditional knowledge.  

The agreement states in article 18.11 that:

“1. The Parties recognize the importance of  the 

conservation and sustainable use [emphasis 

added] of  biological diversity and their role in 

achieving sustainable development. 

2. Accordingly, the Parties remain committed to 

promoting and encouraging the conservation 

and sustainable use [emphasis added] of  bio-

logical diversity and all its components and lev-

els, including plants, animals, and habitat, and 

reiterate their commitments in Article 18.1.

3. The Parties recognize the importance of  re-

specting and preserving traditional knowledge 

and practices of  indigenous and other com-

munities that contribute to the conservation 

and sustainable use [emphasis added] of  

biological diversity. 

4. The Parties also recognize the importance of  pub-

lic participation and consultations, as provided by 

domestic law, on matters concerning the conserva-

tion and sustainable use of  biological diversity.”88

These measures have been applauded by 

most reports available.  For instance, the 

Report of  the Trade and Environment Pol-

icy Advisory Committee (TEPAC) supports 

the “commitment the Parties have made to 

the maintenance of  biological diversity,”89

but it expresses concern by the “use of  

term ‘sustainable use’ in [the TPA, because] 

this phrase has recently been interpreted 

to allow for extensive harvesting and/or 

use of  diverse species [which clearly is] not 

the intent of  the parties,”90 who most likely 

“intend[ed] this phrase to have the same 

meaning as the term ‘sustainability.’”91

Opposition to these measures was only 

expressed by the Industry Trade Advisory 

Committee for Chemicals, Pharmaceuticals, 

Health/Science Products and Services report 

(ITAC-3), which stated that although “com-

mitted to promoting and encouraging the 

conservation and sustainable use of  biologi-

cal diversity, neither an FTA nor a TPA is the 

appropriate place for discussion or commit-

ments on this important subject.”92

C.  THE UNDERSTANDING REGARDING BIODIVERSITY 

AND TRADITIONAL KNOWLEDGE

The parties also signed a separate Un-

derstanding regarding Biodiversity and 

Traditional Knowledge, disconnected from 

the intellectual property, environment or any 

other chapter of  the agreement.  The text of  

the Understanding reads as follows:

“The Governments of  the Republic of  Peru 

and the United States have reached the follow-

ing understandings concerning biodiversity and 

traditional knowledge in connection with the 

United States of  America – Peru Trade Promotion 

Agreement signed this day: 

The Parties recognize the importance of  tradi-

tional knowledge and biodiversity, as well as the 

potential contribution of  traditional knowledge 

and biodiversity to cultural, economic, and 

social development. 

The Parties recognize the importance of  the 

following: (1) obtaining informed consent from 

the appropriate authority prior to accessing 

genetic resources under the control of  such 

authority; (2) equitably sharing the benefi ts 

arising from the use of  traditional knowledge 

and genetic resources; and (3) promoting qual-

ity patent examination to ensure the conditions 

of  patentability are satisfi ed. 

The Parties recognize that access to genetic 
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resources or traditional knowledge, as well as 

the equitable sharing of  benefi ts that may result 

from use of  those resources or that knowledge, 

can be adequately addressed through contracts 

that refl ect mutually agreed terms between us-

ers and providers. 

Each Party shall endeavor to seek ways to share 

information that may have a bearing on the 

patentability of  inventions based on traditional 

knowledge or genetic resources by providing: 

a) publicly accessible databases that contain 

relevant information; and 

b) an opportunity to cite, in writing, to the 

appropriate examining authority prior 

art that may have a bearing on patent-

ability.”93

As can be seen in the above quoted text, 

the Understanding recognizes the impor-

tance of  prior informed consent from the 

appropriate authority prior to accessing 

genetic resources, benefi t sharing from the 

use of  traditional knowledge and genetic 

resources, and appropriate examinations to 

ensure the quality and validity of  patents 

granted on inventions regarding biodiversity 

or traditional knowledge, particularly regard-

ing the full compliance with the conditions 

of  patentability.94  It then states that access 

to genetic resources or traditional knowl-

edge can be adequately addressed through 

contracts that refl ect mutually agreed terms 

between users and providers.95

These mechanisms of  recognition of  

rights of  the native communities seem to be 

a variation or derivation of  those included in 

the CBD.  Article 1 of  the CBD recognized 

as one of  its objectives “the fair and equitable 

sharing of  benefi ts arising from utilization 

of  genetic resources, including appropriate 

access to genetic resources and transfer of  

relevant technologies.”96
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However, the Understanding uses dif-

ferent language than the CBD, it also 

encompasses some different mechanisms 

and addresses the issues of  protection in 

a different manner.  To better understand 

the Understanding, we will analyze in some 

detail the particularities of  the document in 

comparison with the CBD and, when ap-

propriate, with TRIPS.

C.  THE PARTICULARITIES OF THE

UNDERSTANDING REGARDING

BIODIVERSITY AND TRADITIONAL

KNOWLEDGE

In order to fully realize the implications 

of  the Understanding, we need to explore 

how it responded to the traditional knowl-

edge dichotomy, why the parties chose to 

separate it from the rest of  the Agreement, 

its nature, and the possibilities of  enforce-

ment.

I.  THE OPTION TAKEN; PROPERTY, HERITAGE OR 

SOMETHING IN BETWEEN?

As we have seen, the traditional knowledge 

dichotomy permeates the legal fabric of  the 

international agreements, and fi res some of  

the most interesting academic discussions.

This dichotomy is of  course refl ected in 

the TPA.  The Understanding, read together 

with the relevant provisions of  chapters 

16 and 18, takes a mixed ad-hoc approach, 

where the parties recognize that intellectual 

property plays a role in defi ning the indig-

enous peoples’ interests, but also gives great 

deference to the fact that it is the community, 

not the state or the government, who owns 

the actual rights over the subject matter of  

traditional knowledge.97

issues and that in the ninth round the U.S. 

accepted for the fi rst time to include in the 

agreement the issues of  biodiversity and 

traditional knowledge.101  

The obvious purpose of  the Understand-

ing is the protection of  traditional knowledge 

and biodiversity from illegal appropriation, 

which is consistent with the purposes of  

Law No. 27811, which is aimed at “avoid[ing] 

situations where patents are granted for 

inventions made or developed on the basis 

of  collective knowledge of  the indigenous 

peoples of  Peru without any account being 

taken of  that knowledge as prior art in the 

examination of  the novelty and inventiveness 

of  the said inventions.”102

A.  CONSISTENCY WITH PERU’S PREVIOUS STANDS

Critics of  the agreement assert that the 

Understanding is contrary to everything Peru 

ever defended in multilateral forums;103 that 

Peru “caved-in” to positions long sought by 

the U.S. in these same forums.104  But, this 

is not entirely true.  Peru has advocated for 

the blending of  the patent system with the 

protection of  biodiversity and traditional 

knowledge for a very long time.

For instance, Peru in the Amazon Coop-

eration Treaty, signed in 1978,105 agreed with 

other Amazon basin countries to establish 

an appropriate system for the exchange of  

information on environmental conservation 

policies and measures in their respective ter-

ritories in order to preserve the ecological 

balance and conserve species through the 

rational use of  the Amazon’s flora and 

fauna.106  A similar agreement is contained 

in the Understanding.

In the 1987 Peruvian proposals during 

the negotiations for the adoption of  TRIPS, 

In this context, the Understanding recog-

nizes that contracts are the best mechanism 

to address the traditional knowledge prob-

lem, giving such knowledge proprietary sta-

tus;98 it also attempts to grant some collective 

heritage rights to the people by recognizing 

the importance of  informed consent and 

equitable sharing of  the economic benefi ts 

arising from the use and commercialization 

of  such knowledge.99

This ad-hoc approach seems to be in line 

with Peru’s prior statements and declarations 

regarding the applicability of  intellectual 

property rights to traditional knowledge, as 

well as with the idea that mutually agreed 

arrangements to grant access to genetic 

resources are very effective.

Therefore, the Understanding, although 

controversial, is a successful milestone in 

Peru’s foreign policy regarding traditional 

knowledge and biodiversity because it en-

compasses long fought measures that did 

not necessarily fi nd great acceptance in the 

international arena.

II.  PROBABLE PURPOSES FOR THE UNDERSTANDING

There are not readily available sources 

to ascertain what the purposes of  the Un-

derstanding are or to even try to imply its 

purposes.  Its existence is reported by the 

Industry Trade Advisory Committee on In-

tellectual Property Rights as early as February 

2006; though, it is not reported as such in any 

of  the thirteen negotiation rounds.  However, 

the negotiation reports acknowledge that in 

the seventh and ninth rounds the biodiversity 

and traditional knowledge issues were dealt 

with as part of  the intellectual property 

chapter.100  The reports recognize that the 

U.S. negotiators showed fl exibility with these 
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Peru suggested guidelines for a “balanced” 

approach to negotiations, based on the 

necessity of  third world countries to be 

able to adjust their legislation in order to 

create an equilibrium between the “restric-

tive and monopolistic nature of  intellectual 

property rights” and the “attainment of  

economic and social development,” as well 

as, transfer of  technology from developed 

countries to less developed countries.107

This is indirectly refl ected in the Under-

standing by means of  “equitably sharing 

[of] benefi ts arising from the use of  tradi-

tional knowledge and genetic resources.”108

This should defi nitely include transfers of  

technology and scientifi c knowledge, as 

well as, the use of  contracts as a means to 

guarantee “mutually agreed terms between 

users and providers” of  traditional knowl-

edge and biodiversity.109

Later in the 90’s, Peru, in an event related 

to the adoption of  the Andean Community 

Decision No. 391, formally proposed to 

“link the patent system with the regime of  

access to genetic resources and with the 

protection of  traditional knowledge.”110

More recently, in 2005, Peru manifested 

its position in the WTO, stating that “in-

ventions relating to plants conserved and 

traditionally used by indigenous commu-

nities do not stand up to more rigorous 

assessments regarding novelty and inven-

tiveness.”111  To this Peru added that the 

“intellectual property, and patent regime 

in particular can directly contribute to the 

fulfi llment of  the objectives of  the CBD 

(in respect of  access and benefi t-sharing) 

by [ensuring that] processing of  patent 

applications [produce] ‘good’ [patents], not 

based on unauthorized or even unlawful 

acts.”112

Although it is clear that the Understanding 

(as well as agreements in the TPA relating 

to traditional knowledge and biodiversity) is 

not completely in-line with the mainstream 

proposals of  the CBD, it is consistent with 

Peru’s prior commitments, agreements, state-

ments and declarations defended for many 

years in multilateral forums.

B.  CLUES FROM WITHIN

The fi rst clue we ought to consider is the 

separate nature of  the Understanding.  Why 

is this a separate document?  Why were 

these provisions not included in the intel-

lectual property chapter?  The information 

available suggests that the Understanding 

was going to be a part of  the intellectual 

property chapter.113  We do not know for 

sure when the position was changed from 

the incorporation of  the issues in the intel-

lectual property chapter to the adoption of  

the Understanding.

However, this fact suggests that after the 

thirteenth round, when Peru broke lines with 

Ecuador and Colombia, there was a loss in 

the Peruvian strategic bargaining position 

and a probable withdrawal of  the U.S. con-

cession; in this likely situation, the Peruvian 

negotiators, scrambling to close the negotia-

tions, may have conceded the separation of  

these agreements and the incorporation of  

the Understanding to the treaty as a separate 

document.114

On the other hand, some argued that 

the mere recognition by the U.S. of  the 

“importance of  traditional knowledge and 

biodiversity … to cultural, economic, and so-

cial development” is a victory for Peru, who 

in the past had to struggle with U.S. patent 

authorities to procure the reversal or denial 
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of  patents which clearly confl icted with prior 

traditional art and knowledge.115

Also, the language of  the Understanding 

suggests that the Parties by recognizing the 

importance of  informed consent, benefi t 

sharing, and quality patent examination as 

well as the use of  contractual arrangements 

between users and providers of  traditional 

knowledge, have set the basis for future legal 

developments either by treaties, national 

law or other arrangements.116  It seems like 

“recognition[s] of  importance,” such as 

these, must have some future effect in the 

bilateral relations of  the parties.  It must 

have an effect, or it would be dead letter 

and that could not have been the intent of  

the parties.117

III.  THE PROTECTIVE MECHANISMS

As mentioned before, the Understanding 

and the CBD are similar in the fact that they 

both recognize, as mechanism to gain access 

to genetic resources, the principles of  prior 

informed consent and equitable sharing of  

the benefi ts.118  However, the Understanding 

goes beyond the CBD.

In reference to informed consent, the 

CBD grants the authorization to provide 

consent to the contracting parties, most 

likely to the member States and their govern-

ment.119  The Understanding removes this 

prerogative from the government and gives 

it to “the appropriate authority.”120  Under 

Peruvian legislation, an appropriate authority 

could be an indigenous community or farm-

ers’ or fi eld workers’ community [comunidad 

campesina], duly organized according to 

national laws, which “controls” the desired 

genetic resource.121  This provision may have 

a negative effect in the administration of  
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whatever system is developed between the 

parties to control access to genetic resources; 

but it is still better than the alternative 

given by the CBD, because it respects and 

guarantees the people’s independence and 

sovereignty to decide how and when to deal 

with third parties.122

With regards to benefi t sharing, the CBD 

contemplates the possibility of  benefit 

sharing by contributions from developed 

countries to developing countries based on 

mutually agreed terms.123  The Understand-

ing provides that the sharing of  benefi ts 

from the use of  biodiversity or traditional 

knowledge should be directly “addressed [by 

users and providers] through contracts that 

refl ect mutually agreed terms.”124  This ben-

efi t sharing mechanism is again more direct. 

It aims at benefi ting precisely the communi-

ties who control the resource or knowledge, 

through contractual arrangements.

Although this system is potentially more 

benefi cial for the communities, because it 

will put the profi ts directly in their hands, it 

is not hard to foresee the kind of  problems 

that will arise from its application.  Cor-

ruption, agency and authority problems, 

and fraud, among other issues, are some 

of  the potential problems that immediately 

come to mind when talking about contracts 

between large communities of  unorganized 

and uneducated people and, most likely, large 

corporations interested in their knowledge 

or biodiversity.

The promotion of  “quality patent ex-

amination” based on “the appropriate 

examin[ation] of  prior art that may have a 

bearing on patentability” is a novel and very 

important covenant.125  The required “quality 

examination” allows the Parties to submit to 

the counterpart’s patent authority, “in writ-

for our purposes, means either “knowledge 

of  the meaning, importance, or cause” of  

something or the “ability to show insight or 

tolerance; sympathetic awareness.”128 This 

word can also be interpreted as a “compact 

(agreement) implicit between two or more 

persons or groups.”129  The use of  such word 

and its meaning within the document would 

suggest that it is a non-binding agreement 

which implies a Party’s knowledge of  the 

other Party’s concerns and expresses “sym-

pathetic awareness” to the issues.

Second, the document does not require 

the Parties to do anything; it is only a series 

of  recognitions of  various issues and an in-

vitation to the Party’s governments to work 

together in an “endeavor to seek ways to 

share information that may have a bearing on 

the patentability of  inventions based on tra-

ditional knowledge or genetic resources.”130

This language is most likely non-binding.

V.  THE LIKELIHOOD OF COMPLIANCE

Given the previous conclusion, the Under-

standing is a non-binding document.  What 

can the Parties do, particularly Peru, to en-

force the terms of  the document and actually 

obtain support and cooperation in the “pat-

entability of  inventions based on traditional 

knowledge or genetic resources?”131

The answer is elusive; however, an expec-

tation of  compliance, reciprocity or even 

principles of  international law as broad as 

pacta sunt servanda could stimulate compliance pacta sunt servanda could stimulate compliance pacta sunt servanda

with this so called “soft law.”132  The Ameri-

can Society of  International Law (hereinafter 

ASIL), citing Sir Joseph Gold, stated that 

“the essential ingredient [of  a non-binding 

instrument] is an expectation that the states 

accepting these instruments will take their 

ing, … prior art that may have a bearing on 

patentability.”126  Literally interpreted, this 

provision would allow Peru to intervene, pos-

sibly as amicus, in processes for the granting 

of  patents in the U.S. as long as the “prior 

art” cited has a “bearing on patentability” 

or is relevant to the determination of  the 

novelty or usefulness of  the invention under 

examination.127

—————————————————

Corruption, agency and 
authority problems, and fraud, 
among other issues, are some of 
the potential problems...
—————————————————

This is the provision that may hold the key 

to the achievement of  real protection against 

unfair appropriation of  traditional knowl-

edge; this could be the teeth of  a seemingly 

harmless Understanding.  However, it may be 

necessary to enact legislation implementing 

the agreement.

IV.  THE NATURE OF THE DOCUMENT;

BINDING OR NON-BINDING?

A determination of  the binding or non-

binding nature of  the document is pertinent 

to the extent that it helps the Parties and 

the nationals of  those parties to know, with 

certainty, what their rights and duties are 

under the document and whether they can 

derive clear and substantial privilege from 

this document, e.g. a cause of  action.

From the language of  the Understanding 

itself, we can infer that this document refl ects 

the Parties aspirations more than actual bind-

ing rules of  law that both countries would 

have to follow.  First, the name of  the docu-

ment reveals that it is only a clarifying state-

ment.  The word “understanding,” as relevant 
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contents seriously and will give them some 

measure of  respect.”133

ASIL maintains that Governments 

normally negotiate soft law agreements, 

among other reasons, for flexibility and 

ability to respond to changing situations.134

Additionally, they do not have to ensure 

that their national laws fully comply with 

those agreements, which sometimes saves 

resources.135

Although ASIL recognizes that soft law 

instruments cannot be enforced in courts 

or through “other methods of  adjudica-

tions,”136 other studies suggest that soft law 

could be enforced based on estoppel.137

Drawing an analogy to principles of  contract 

law, estoppel could create a cause of  action 

under the Understanding.  Of  course, estop-

pel is a doctrine which rests in reliance and 

not any reliance but one reasonably expected 

under the circumstances.138  Normally in 

contract law, this statement means that “it is 

clearly reasonable for the promisor that the 

promisee will take the action on which the 

promise is conditioned.”139

Therefore, if  Peru were to act against 

the U.S. based on the Understanding it 

would have to show that it relied on the 

Understanding and took action based on 

the document.  How could this be done if  

the only statement in the document that 

resembles a promise is an “endeavor to seek 

ways to share information?”140  It would be 

very hard to do.  Perhaps the only way would 

be a showing that Peru started taking action 

to create a common, “publicly accessible 

[database of] information”141 on traditional 

knowledge and that Peru tried to “cite, in 

writing, to the [Patent Offi ce] prior art”142 re-

lated to a patent application and the U.S. did 

not take any action in order to share infor-

mation or its submission was clearly 

ignored by the patent office.  These 

showings imply a very high burden of  

proof.  Moreover, there are scholars who 

support the theory that the application of  

“estoppel to a non-binding instrument is 

doubtful.”143

—————————————————

Drawing an analogy to 
principles of contract law, 
estoppel could create a 
cause of action under the 
Understanding.
—————————————————

In conclusion, as Fitzmaurice stated, “the 

legal character of  ‘soft law’ remains ambigu-

ous,” and that ambiguity makes the practical 

applicability of  the document doubtful.  

Nevertheless, their compliance rests almost 

completely on the parties “word,” honesty, 

good reputation, etc., and there could be 

incentives for compliance derived from 

those values, as well as from principles of  

international law, such as reciprocity or pact 

sunt servanda.

—————————————————

IV.  THE TPA’S EFFECT ON 
PERU’S BIODIVERSITY AND

TRADITIONAL KNOWLEDGE 
LEGISLATION

—————————————————

A treaty is an agreement between two na-

tions, legally binding in international law, 

which creates legally binding rights and 

obligations.144  In this regard, the adoption 

of  a treaty directly affects national legislation 

under its scope.  The Peruvian Constitution 

gives a treaty the effect of  national law, which 

immediately affects the legal landscape to 

accommodate the changes brought by the 

treaty.145
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This section will assess those changes 

emphasizing any potential discrepancy with 

the current legislation –at Andean as well 

as national level- and the possible ways to 

harmonize the terms of  the treaty with those 

of  national and Andean legislation.

A.  EFFECTS AT THE ANDEAN COMMUNITY 

LEVEL

The Andean Community146 has compre-

hensive legislation regarding the protection 

and exploitation of  traditional knowledge 

and biodiversity.  However, given the inter-

national nature of  this legislation and the 

fact that for that reason its requirements 

and principles should be contemplated by 

and incorporated in Peruvian national law, 

we will not analyze it extensively.

The main corpus of  the Andean legislation corpus of  the Andean legislation corpus

rests in three main decisions, binding on the 

member states, which address the issue; these 

are Decisions No. 391, 486 and 524.147

I.  ANDEAN COMMUNITY DECISIONS

Andean Community Decision No. 391 

on access to genetic resources, adopted in 

1996, became the fi rst law in the world to 

establish general principles for the protection 

of  traditional knowledge.148  It establishes 

that biodiversity is a “national and regional 

heritage” and recognizes the traditional 

knowledge of  indigenous peoples related to 

the use of  local genetic resources.149

The second decision, Andean Community 

Decision No. 486 on industrial property, 

adopted in 2000, prohibits the issuance of  

patents affecting plants and animals in any 

member state.150  The Decision states that the 

granting of  patents “shall be subordinated to 
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the acquisition of  that material in accordance 

with international, Andean Community, and 

national law.”151

Furthermore, it asserts that if  any such 

patent is granted in violation of  its provisions 

it shall be declared null or void, particularly 

if  the applicant fails to submit a copy of  the 

access permit or the certifi cate of  authoriza-

tion for the use of  traditional knowledge 

belonging to indigenous communities in a 

member state. 152

Finally, the Andean Community Decision 

No. 524 on the Rights of  Indigenous Peoples, 

had as its main objective, the creation of  a 

working group as a counseling entity aimed 

at promoting the participation of  indigenous 

people in the economic, social, cultural and po-

litical sphere of  sub-regional integration.153  

II.  ANDEAN DECISIONS VS. TPA; ARE THERE REAL 

CONFLICTS?

As recognize by Peru in a 2001 W.T.O. docu-

ment, Andean Community legislation regard-

ing traditional knowledge and biodiversity has 

the following main objectives:

“(a) to create the conditions for just and equitable 

sharing of  the benefi ts derived from access;

(b) to lay down the bases for recognition and uti-

lization of  genetic resources, their by-products 

and their intangible components, especially in 

relation to indigenous, Afro-American or local 

communities;

(c) to promote the conservation of  biodiversity and 

the sustainable use of  genetic resources;

(d) to promote the strengthening and develop-

ment of  scientifi c, technological and technical 

capacity at the local, national and sub-regional 

levels; and,

(e) to reinforce the negotiating capacity of  the 

member countries.”154

likely that the Commission, under its powers 

granted by Article 22 (e) and (f) of  the An-

dean Sub-regional Integration Agreement or 

“Cartagena Agreement,”158 would be amena-

ble to revision of  the confl icting provisions 

of  the Decision in order to accommodate 

the needs of  Peru and Colombia.159

This is a likely scenario given the fact that 

the Andean Community has in the past few 

years undergone constant criticism due to its 

lack of  capacity to adapt to the fast changing 

reality in Latin-America and because of  the 

political effect that Venezuela’s President, 

Mr. Hugo Chavez, has had in the institution, 

particularly after he announced Venezuela’s 

withdrawal from the Community.160

B.  EFFECTS AT THE NATIONAL LEVEL

The more relevant aspects of  the TPA’s ef-

fects are at a Peruvian national level.  During 

the past ten years or so, Peru has developed a 

comprehensible body of  law protecting tra-

ditional knowledge.  Congress has dealt with 

a large number of  proposals and passed the 

ones better suited to fulfi ll national policies.  

This legislation may also confl ict with the 

TPA’s provisions.  As stated in the introduc-

tion to this part, the Peruvian Constitution 

gives a treaty the effect of  national law, 

immediately modifying any legislation that 

opposes its terms.161

The main bodies of  law regarding biodi-

versity and traditional knowledge in Peru are 

the following:

• Legislative Decree No. 823, Industrial Prop-

erty Law162;

• Law No. 26839, Law for the Conservation 

and Sustainable Use of  Biodiversity163;

• Law No. 27811, Regime for the Protection 

of  Indigenous Peoples' Collective Knowl-

These policy goals are all satisfi ed by the 

TPA.  As shown above in Section III, the 

TPA provides in Chapters 16, 18, and in 

the Understanding, for informed consent 

to access, which would satisfy the “recogni-

tion and utilization” requirement; equitable 

sharing of  benefi ts; and, freedom of  con-

tract, both of  which are relevant for the 

“strengthening” of  “technical capacity” and 

“negotiating capacity” of  the local commu-

nities.  All aimed at the goal of  promoting 

the “conservation of  biodiversity and the 

sustainable use of  genetic resources.”155

—————————————————

Th e Decisions set forth above, 
which confl ict with the 
TPA, are regulations of the 
Commission of the Andean 
Community.
—————————————————

There is, however, one main point of  

divergence:  patents of  plants.  Andean 

Community Decision No. 486 expressly 

prohibits the issuance of  patents affecting 

plants while the TPA provides for this kind 

of  protection and forces the parties to join 

the UPOV.156

GRAIN criticizes this, stating that the 

Andean countries cannot sign anything 

confl icting with Andean law until there is a 

collectively agreed repeal of  the confl icted 

Andean laws.  Also, GRAIN contends, the 

rights of  the local communities would be 

“decimated” by such modifi cation in Andean 

legislation, and accuses the Toledo adminis-

tration of  “sacrifi c[ing] much more than the 

interests of  Peru’s citizens.”

Nevertheless, there is hope.  The Deci-

sions set forth above, which confl ict with the 

TPA,157 are regulations of  the Commission 

of  the Andean Community.  At present it is 
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edge Associated with Biodiversity164;

• Law No. 28216, Law for the Protection 

of  Access to Peruvian Biological Diversity 

and Collective Knowledge of  Indigenous 

People165.

The most important of  these laws is 

Law No. 27811. It is Peru’s only com-

plete, comprehensive, regulatory scheme 

designed to protect traditional knowl-

edge and related biodiversity.  The other 

legislation is also relevant but to a lesser 

extent.

I.  THE REGIME FOR THE PROTECTION OF INDIGENOUS 

PEOPLES’ COLLECTIVE KNOWLEDGE ASSOCIATED WITH 

BIODIVERSITY - LAW NO. 27811

Law No. 27811, Regime for the Protec-

tion of  Indigenous Peoples’ Collective 

Knowledge Associated with Biodiversity 

(hereinafter the Law or the Regime) is the 

“fi rst law protecting traditional knowledge 

in the world.”166  This statute identifi es 

traditional knowledge as “Collective 

Knowledge;”167 and states as its primary 

objectives (a) the protection, preservation, 

and development of  collective knowledge; 

(b) the fair and equitable distribution of  

benefi ts derived from the use of  collective 

knowledge; (c) the use of  collective knowl-

edge to benefi t indigenous peoples and 

mankind in general; (d) the assurance that 

any use of  collective knowledge is condi-

tioned on receipt of  the prior informed 

consent of  indigenous peoples; (e) the 

promotion of  indigenous capacity to share 

and distribute collectively generated ben-

efi ts; and (f) the prevention of  patents for 

inventions based on collective knowledge 

of  Peruvian indigenous peoples without 

proper acknowledgement.168

The Law created a regime by which exist-

ing legal tools and mechanisms were adapted  

to satisfy the needs of  traditional knowledge 

holders.  The statute provides for registry, 

license agreements, trade secret regulations, 

and also relies in competition law principles 

and structures to control the access to and 

use of  traditional knowledge and related 

biodiversity.169

It is not within the scope of  this note to 

analyze the particular details of  this statute, 

but to evaluate whether the adoption of  the 

TPA will affect it.170

—————————————————

Th e Law created a regime by 
which existing legal tools and 
mechanisms were adapted to 
satisfy the needs of traditional 
knowledge holders.
—————————————————

As shown above in Section III, parts 

2 and 3, the TPA seems to follow the 

general premises of  the Law.  With the 

exception of  the patents on plants pro-

visions, which are not addressed in the 

Law, all other described aspects of  the 

TPA, namely the sustainable exploitation 

of  biological resources and biodiversity, 

the prior informed consent on access to 

collective knowledge, the sharing of  the 

benefi ts of  the scientifi c, commercial or 

industrial utilization of  the knowledge, 

seem to fall squarely within the scope of  

the Regime.

This comparison warrants the infer-

ence that the Law will not confl ict with 

the TPA and that they will coexist within 

the Peruvian legal system; the former giv-

ing content and applicability to the latter.  

With appropriate negotiation and lobby-

ing practices, the fundamental premises 
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of  the Regime could be “imported” to the 

U.S. as part of  the possible benefi ts that 

could stem from the application and en-

forcement, voluntary or otherwise, of  the 

Understanding.

II.  OTHER NATIONAL EFFORTS TO PROTECT

TRADITIONAL KNOWLEDGE

The other pieces of  legislation, men-

tioned before, are relevant to the extent 

that they show a development in aware-

ness and consciousness about the reality 

of  indigenous people’s communities and 

knowledge.  They show how the Peruvian 

society and the legislator become con-

cerned with the creation of  a “special re-

gime for the protection of  the knowledge 

of  indigenous and native communities,”171

which could provide suffi cient protection 

and, at the same time, enough economic 

incentives to allow these communities to 

actively participate in their own develop-

ment.

The latest legislation, Law No. 28216, 

dating back to 2004, provides for the cre-

ation of  a National Commission devoted 

to complement the regime and, along with 

other objectives, identify and monitor pat-

ent requests related to Peruvian collective 

knowledge, analyze the grant or the basis 

for a future grant, start actions to op-

pose the concession of  patents based on 

Peruvian collective knowledge, or seek to 

render void patents already decided.172

Other efforts have also been refl ected by 

legislative initiatives designed to create siu 

generis rights where the intellectual property generis rights where the intellectual property generis

is not held directly by an individual, as 

is normal, but by the whole community.  

The proposed legislation would have been 
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applicable to knowledge which “had no au-

thor,” which was known by the whole com-

munity, and was used frequently; however, 

this initiative was never enacted.173

It is clear that Peru is committed to the 

continuation of  a policy in favor of  protec-

tion of  traditional knowledge and that the 

Understanding was an attempt to not forfeit 

such policy.  The results are yet to be seen, 

but Peru seems determined to continue 

providing and requiring that the provisions 

of  the Law be respected.

today to the [Peruvian] Departments of  

Junín and Cerro de Pasco at elevations 

above 3500 m [11,483 ft.] and often reach-

ing 4450 m [14,600 ft.] in the central Andes 

of  Peru.”175  Peruvians have long been using 

these edible roots as a source of  food.  Chro-

nists, or Spanish reporters of  the conquest, 

“mention that many natives did not have any 

other food but maca.”176

Maca is also thought to have anticarci-

nogenic and aphrodisiac properties, and 

has been used as such.177  Accounts of  its 

properties date back to the sixteen hundreds 

when the Spanish conquerors found “‘well 

fed babies and tall adults’ in the high Andes, 

which was attributed to their diet based on 

maca.” 178

C.  EFFECT THAT THE AGREEMENT 

WOULD HAVE HAD ON SOLVED CASES

There have been many cases where “bio-

prospectors” have appropriated, through the 

patent system, diverse biological resources 

which are then foreclosed for the indig-

enous people.174  The most signifi cant and 

illustrative is the maca case, which serves as 

a case study.

I.  THE MACA CASE

Maca or Lepidium meyenii has been grown in 

Peru for centuries.  It is typically an “Andean 

crop of  narrow distribution.  It is restricted 
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TABLE 1

     Number Date Requested Description Date Granted

     6,093,421 Aug. 31, 1999 Extract that can be used for treating cancer and sexual dysfunction July 25, 2000

     6,267,995 March 3, 1999 Extract that can be used for treating cancer and sexual dysfunction July 31, 2001

     6,428,824 Oct. 19, 2001 Extract that can be used for treating cancer and sexual dysfunction Aug. 6, 2002

     6,444,237 Sept. 13, 2001 Combination of  herbal ingredients designed to overcome natural 
inhibitors of  human sexual response

Sept 3, 2002

     6,552,206 May 2, 2002 Compositions isolated from Lepidium useful for treating and 
preventing cancer and sexual dysfunction

April 22, 2003

     6,878,731 Aug. 14, 2002 Imidazole alkaloid, and its use to treat proliferative diseases, such as 
but not limited to cancer

April 12, 2005

     7,214,390 Feb. 9, 2004 Topical composition which enhances sexual responsiveness of  a 
mammal

May 8, 2007

     7,303,772 Nov. 10, 2005 Compositions for the prevention and treatment of  circulatory 
disorders, feminine endocrine disorders, and dermal disorders

Dec. 4, 2007

Source: US Patent Offi ce, USPTO Patent Full-Text and Image Database



Inca legends tell that in “times of  the 

Tawantinsuyo,179 before going to war the In-

cas used maca to feed the warriors to increase 

their energy and vitality. However, after con-

quering a city the soldiers were prohibited to 

consume it as a measure to protect women 

from their sexual impulses.”180

In 1998, some “bioprospectors” took dry 

maca roots from Peru and using a purifi ed 

extract, they carried out trials on mice to 

confi rm the traditional use of  maca as a 

sexual drive booster, fertility enhancer and 

aphrodisiac.  They were successful.

Later, patents were granted in the U.S. for 

“inventions” related to maca extracts for 

pharmaceutical use; for treatment of  sexual 

disorders, etc.  Some of  those patents are 

listed in Table 1.

An international patent application was 

also fi led for compositions, and methods of  

preparing them, from Lepidium.181

After learning of  the existence of  this 

patents and requests, INDECOPI (National 

Institute for Defense of  Competition and the 

Protection of  Intellectual Property, acronym 

in Spanish), gathered a group of  experts to 

prepare submissions to dispute the validity 

of  the patents granted in the U.S.  The group 

was also empowered to contact the patent 

offi ces of  the countries designated in the 

international application so that they could 

independently evaluate the prior uses and 

traditions.182

The INDECOPI group concluded that:

“• the patents granted in the United States did not, 

meet the requirement of  an ‘invention’,

• the international patent application did not, 

amongst other things, meet the requirements 

of  novelty and inventive step.”183

The Group also concluded that there was 

no evidence that:

“i) these materials were obtained legally, and

ii) that there was any provision for the equitable 

sharing of  profi ts resulting from the use of  

these patents with Peru.”184

Based on those conclusions and, mainly, 

on the text of  the Understanding, Peru could 

have cited, “in writing, to the U.S. Patent 

Offi ce prior art”185 which would have had 

a signifi cant bearing on the patentability of  

the alleged inventions.  Of  course, given the 

non-binding nature of  the Understanding, its 

enforceability will largely depend on the par-

ties will to deal in fairness or, as mentioned 

above, on reciprocity or the principle of  pacta 

sunt servanda.

The other question presented by this 

problem is, what effect would the U.S. Patent 

Offi ce give to the Peruvian written submis-

sion?  The answer is also uncertain.  The 

Patent Offi ce most likely has the discretion 

to disregard the submission without any 

further consequence or could also give the 

submission full persuasive power and decide 

based exclusively on it.

The main difference with the situation as 

it stood before the TPA, is that now Peru 

has a better chance to open the U.S. Patent 

Offi ce doors to demand review of  the pat-

entability of  inventions based on traditional 

knowledge. 

II.  OTHER IMPORTANT CASES

A.  THE AYAHUASCA CASE186

As previously explained, the U.S. patent 

system does not recognize or value the tra-

ditional knowledge of  indigenous groups 

regarding their regional biodiversity as prior 

art for the purposes of  the patentability 

analysis.187  Rather, researchers can obtain a 
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patent with no recognition for the indigenous 

knowledge upon which they relied.

This is the case of  a researcher, Mr. Loren 

Miller, who was granted a U.S. plant patent 

on a strain of  the ayahuasca vine.188  Several 

years after, tribal leaders learned of  the patent 

and were outraged.

They decided to challenge the patents and 

in 1999 requested a reexamination of  the 

patent.189  They succeeded.190  The arguments 

made hinged basically in the lack of  novelty 

of  the plant invention.  The communities 

contented that the patented ayahuasca was 

not, “in fact, distinct or new, thus failing the 

Patent Act’s requirement of  novelty; and it 

also described the ayahuasca as it was already 

illustrated in scientifi c literature and known 

by indigenous Amazonian peoples.”191

B.  THE CAT’S CLAW CASE

Cat’s claw or Uncaria Tomentosa is a vine, Uncaria Tomentosa is a vine, Uncaria Tomentosa

similar in aspect to the ayahuasca, but armed 

with spines which resemble cat’s claws; hence 

the name.  This vine has been used by indig-

enous Amazonian peoples for ages to cure 

different ailments.192  Now the vine is subject 

to at least 32 patents on extracts, methods of  

isolation of  the bioactive components, and 

methods of  increasing its anti-infl ammatory 

proprieties.

We have not found any cases related to 

a challenge or other opposition procedure 

based on the patentability requirements of  

the Cat’s Claw patents.  However, the effect 

of  the TPA in this situation could be the same 

as that described in the Maca case; although, 

this conclusion is highly speculative.
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—————————————————

V.  CONCLUSION

—————————————————

In its vast diversity, the U.S. is, so far, not 

very open to accept the legal importance of  

traditional knowledge.193  That could soon 

change.  The TPA could be the fi rst step 

for the U.S. in recognizing, protecting and 

embracing the world’s traditional knowledge, 

for its own benefi t and the benefi t of  those 

who, through the years, have created and 

developed this knowledge.

parties deal with each other and how will 

the agreement develop into national imple-

mentation laws.

The future looks bright for the indigenous 

communities in Peru, but to take full advan-

tage of  the new opportunities presented by 

the TPA, the Peruvian authorities will have 

to provide them with the tools and the legal 

advice necessary to exercise and defend their 

rights.  Only time will tell.

The effect of  such a new policy could be 

of  great importance for developing countries 

and could eventually create a change of  

paradigm in the U.S. patent system.

The particular case of  the TPA is still 

highly speculative.  Because of  its novelty, 

there are no actions by the parties trying to 

exercise their rights under the agreement.  

However, we contend that the effectiveness 

of  the traditional knowledge agreements 

contained in the TPA, given their non-bind-

ing nature, will largely depend on how the 
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