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Executive Summary

Uruguay, a relatively small country located between Argentina and Brazil, now ranks 10" among
countries in the number of acres planted with biotech varieties.

In 1995 the Government of Uruguay (GOU) formdly endorsed the use of biotechnology and
took concrete steps towards the oversight and regulation of hotechnology products by cregting a
rsk assessment commission for geneticaly modified organisms (GMOs). In 2000, per Decree
249/00, a regulatory framework was edtablished to authorize the introduction, use and
manipulation of GMOs in the country. Labeling provisons are not yet in place. There is no law
or regulation governing the use of labds such as “non GMO” or “biotech free”. However, under
the current government, which just took office in March 2005, draft laws are being debated, and
the GOU may present new restrictive proposals to the Congress. So far, the new adminigtration
has not yet defined its biotech policy. It is possble that with the new government in place, the
gpprova process for biotech events could take more time than before. In addition, it seems that
consumer associations will have amore active role in the approval process.

Production

Uruguay Main Crop Area (has.) 2003-04

(Biotech and conventional crops)
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Note: Only Soybeans and Corn are authorized biotechnology crops

Authorized Biotech events for production and commercidization are:
Soybeans, event 40-3-2 (approved 1996)

Corn, event MON 810 (approved 2003)

Corn, event Bt 11 (approved 2004)

Soybeans

The influx of Argentina cgpitd into the Uruguayan countrysde has changed the face of
Uruguayan agriculture.  Similar to Argentina in cdimate, culture, infrastructure, and in some
indances, soil dructure, many Argentines view the Uruguayan production regions as an extenson
of the productive region of Argentina (the so-caled Pampa Humeda). Soybean harvested area,
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alone, increased from 77,000 has. in MY2002/03 to over 240,000 has. in MY2004/05.
Approximately 98 percent of total soybean areais planted with Round-up Ready soybeans.

The advantages of production in Uruguay are many. The mog attractive difference between the
two countries is the absence of agricultura export taxes. Soybean exports in Argentina are taxed
a 235 percent. Additiondly, a newly condructed bridge over the Argentine Delta area now
facilitates trandt between Argentina s main soybean port area, Rosario, and Uruguay.

Corn

Until August 2003, GMOs were only used in soybean production in Uruguay. In 2003, after
much uncertainty, the authorization for the importation and commercidization of Monsanto's
insect-resistant corn (variety MON 810) was released by the GOU. More recently in 2004, Bt 11
corn was gpproved arousing opposition among environmentalists and leftists,

Immediately following the controversad decison to dlow MON 810 maize, the oppogtion to the
ruling government drafted a bill proposng a sysem that would require a new law be passed for
each event and cdled for a one-year moratorium on the release and use of GMOs to dlow time
for a complete debate of the issue. At the request d the oppostion, a statement was issued by
Parliament urging the Presdent to hat the liberdization of GMO maize, based on the country’s
god of becoming a“natura country” and on the application of the precautionary principle.

While the battle between the oppodtion and the Presdent was developing, the Ministry of
Environment (MOE) unexpectedly entered the fray and issued drict regulations under which
MON 810 could be planted. Based on provisons dready edablished in the Generd
Environmenta Protection Act, the MOE clamed to be in charge of the prevention and control of
potentid environmentd hazards deriving from the creation, manipulation, use and relesse of
gendticaly modified organisms, in as much as they may dffect biodiversty and the environment
as a whole However, the presdent at the time, Jorge Batlle, pressured the MOE and the
regulaion was sgnificantly toned down.

To further complicate the issue, Parliament requested an interpdlation with then Minister of
Agriculture Martin Aguirrezebala concerning his approval of MON 810. The oppostion faction
who ingtigated this action made a rather emotiona presentation about GMOs, predicting that the
goprovd of this event would lead to the invason of Uruguay by multi-nationd companies, would
oust the smal producers, and in the end would ruin the image of “Uruguay: Natura Country”.
Miniger Aguirrezebaa tedtified before Paliament in a gruding eght-hour sesson, indicating thet
there is no evidence suggesting foods produced through biotechnology pose a threat to hedth. On
the contrary, he pointed to GMOs potential to ensure food safety, dramatically reduce hunger and
malnutrition, and raise agriculturd productivity. Miniser Aguirrezabda dso sad tha the use of
GMOs does not interfere with the “Uruguay, Naurd Country” theme, since the environmenta
and human hedth benefits of GMO technology include lower pedticide and insecticide use,
reduced spoilage, and greater nutritional value.

Aguirrezebda further argued that the proposed bill requiring a law for each event would be
neither convenient nor reasonable, snce GMO evduation is an activity of a technicd nature. He
noted that the current lega framework of the country is sufficient and includes dl the necessary
safeguards to preserve the commercid viability of Uruguayan products. The Miniger's
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explanations were considered satisfactory and the testimony ended without any cals for follow-
up.
Transgenic maize (MON 810) was commercidly planted in 2003 for the first time. In 2004, Bt 11

maize was gpproved for production and commercidization. At the moment, totd Bt corn area is
30,000 has.

Rice
Uruguay is traditiondly a rice exporter. Thus, the adoption in Uruguay of rice varigties containing
biotech events will depend, dmost exclusvey, on the acceptance of these events in Uruguay's

export markets. Rice producers are very open to the idea of biotechnology but they are unlikey
to adopt new technologies that may jeopardize their export markets.

However, there is one event under research. Rice lines LLRICEO6 and LLRICEG2, which are
geneticdly engineered to express tolerance to glufosnate ammonium, the active ingredient in
phosphinothricin herbicides, are currently under research in Uruguay.

Other Crops Under Development

In generd, approva of new events in Uruguay is linked to gpprovas granted in Argentina Al
studies and research done in the neighbor country are taken into account.

Corn
There are severd corn varieties currently under research:
NK603

The NK603 line of maize was developed to dlow the use of glyphosate, the active ingredient in
the herbicide Roundup, as aweed control option.

NK 603 x MON 810

NK603 x MON 810-hybrid maize condgs in the combination of two geneticdly modified
parentd inbred lines, derived from maze transformation events NK603 and MON 810,
respectively, by traditiona breeding,. No additiona genetic modification isinvolved.

NK603 x MON 810 maize results from a single conventiona cross of the inbred parentd lines
NK603 maize and MON 810 maze, homozygous in ther respective inserted sequences.
By crossing NK603 and MON 810 maize, NK603 x MON 810 maize inherits the inserted DNA
fragments from both its parentd lines.

Herculex: DAS-01507-1 (TC 1507)
The GMO maize line TC1507 was genetically engineered to resst European corn borer (ECB),

Southwestern corn borer, fal armyworm, and black cutworm by producing its own insecticide.
Herculex has been recently gpproved in Argentinaand is under investigation in Uruguay.
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White Clover

Recently approved for research, this variety, the first forage event under sudy in Uruguay, was
developed in Audrdia by Professor German Spangenberg, an Uruguayan botanist currently a La
Trobe University.

Numerous biotechnology drategies are being considered with respect to the improvement of
nutritiond  quadity through dtering the biosynthess of lignin, soluble carbohydrates, and
protoantocianas and the regulated expression of proteins rich in essentid amino acids, resgtant to
rumen. Attempts are dso being made to increase resstance to pathogens and pests and to
manipulate growth and development in order to increase perssence and delay senescence,
impede flowering and negatively regulate pollen dlergens.

Policy

Domedticaly, the GOU has st up guidelines and procedures to oversee and regulate the
introduction of biotechnology products into the environment and market.  Oversight and
regulatory respongbilities are vested in the Rik Assessment Commisson of Geneticdly
Modified Plants, which is headed by the Minisry of Livestock, Agriculture and Fisheries
(MGAP) Member organizations aso include the Minigtry of Housing, Land Management and the
Environment, the Ministry of Public Hedth, the Nationd Seed Inditue; and the Nationd
Agricultura Research Inditute. The Commisson is respongble for consdering, on a case-by-
case basis, the potentid risks and benefits of each new biotech product.

Biosafety regulations were edtablished following the mandate of the Convention of Biologica
Diverdty. At the 1992 Earth Summit in Rio de Janeiro, world leaders agreed on a comprehensive
drategy for "sugtainable development” -- meeting our needs while ensuring that we leave a
hedthy and viable world for future generations. One of the key agreements adopted a Rio was
the Convention on Biologicad Diversty. This pact among the vast mgority of the world's
governments sets  out commitments for maintaining the world's ecologicad underpinnings
economic development ensures. The Convention edtablishes three main gods the conservation
of biologicd diversty, the susainable use of its components, and the fair and equitable sharing
of the benefits from the use of genetic resources. Uruguay (dong with Chile and Costa Rica)
adapted this existing legidation for seeds and plant health inspection sarvices.

The regulatory procedure, which does not cover laboratory research, includes risk assessment and
rsk management. It includes consultation with a broad range of specidists ad stakeholders
(socid scientists and  representatives of civil society) gpat from those usudly included
(toxicologigts, nutritionists, molecular biologists, and plant breeders). However, the find decison
on the release of GMOs fdls within the scope d both the MGAP and the Ministry of Economics
and Finance.

Main duties of the Risk Assessment Commisson include:
1. To create the rules to peform the risk assessment for the introduction, use, and

manipulation of GMOs and their parts,
2. Toandyze case by case, using sound science, the risk inherent in each product,
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3. To provide advice to the competent authorities (Ministry of Livestock, Agriculture, and
Fisheries, and the Ministry of Economy and Finance) regarding authorizations,

4. To advise the competent authorities about risk management and communication messures
to be adopted in each case; and,

5. To advise the Uruguayan Government (GOU) about plant GMO biosAfety.

The Risk Assessment Commisson will aso create working groups for specific tasks when
necessary and will request technicd advice from universties and public or private research
centers, aswell as of independent specidists recognized by their technica proficiency.

The commission indudes representatives of the following ministries:

1. Minigry of Livestock, Agriculture and Fisheries (this representative occupies the
presidency of the Commission),

2. Minigry of Environment (this representative occupies the vicepresdency of the
Commission),

3. Minigry of Public Hedlth,

4. Nationa Seed Indtitute (INASE); and,

5. Nationa Agricultura Research Indtitute (INIA).

Approvas from Argenting, United States and Canada are taken into account as a precedent in the
approva evauation process.

Cartagena Biosafety Protocol

Uruguay has yet to raify the Cartagena Biosafety Protocol to the 1992 Convention on Biologica
Diversty (CBD). Up until the Protocol’s entry into force (September 2003) Uruguay operated
within the framework of the GRULAC Group (Group of Latin American and the Caribbean
Countries) in pursuing the implementation of the biosafety principles outlined in the Cartagena
Protocol.

Uruguay, a member of the former Miami Group, has strongly concurred with USG positions on
biotech at internationd for g, in the past, and is highly likely to continue to do so.

Traceability and labeling

Related biotechnology issues such as tracesbility and labeling (T&L) of GMOs are currently the
focus of an internd debate that is being carried out a the governmentd level.

As to the European Union's T&L regulaions, MGAP contacts have told us that tracesbility would
be a difficult issue in Uruguay snce there are commercid, not only scientific, issues a play. They
believe that snce Uruguay is very dependent on the European market as an outlet for its
agricultural products, some kind of traceability sysem will probably be imposed on Uruguay.
However, they have repeatedly made it very clear that the GOU would not support the EU in its
effortsto force the issue in internationd fora

With regard to labeling of biotech products, contects at the GOU working level indicate that the
GOU does not have a clear podtion on the issue.  Reportedly, however, the MGAP's own
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postion is that labeling should be mandatory for products that are subgantidly different from
their origind verson, and for those products with alowered safety threshold.

Meanwhile, there are currently severd draft bills enforcing the mandatory labding of products
containing geneticaly modified components.

Stacked genes

No policy. A stack evert is consdered to be awhole new event, and it must undergo afull review.

Coexistence
No policy. The European Union’'s norm was used as a base, but adapted to Uruguay.
Refuges

It is mandatory that 10% of the planted area is kept as a refuge. Uruguay is a smdl country;
therefore, the Seed Ingtitute (INASE) visits the producers in person.

Royalties

All seeds pay extended roydties and the seed law makes a provison for the use of seed at the
following year. The company requests the producer to sSign a contract promising to pay royaties
the next year, therefore they sign a contract between parts.

Trade Barriers / Pending legislation

The current government, favors full “end-product” and “process-based” labeling. In that respect,
a bill has been drafted advocating the enforcement of an authorization by-law system for GMOs,
while cdling for a one-year moratorium on the release and use of GMOs to dlow time for a
complete debate on the issue. On severd occasions during the past administration the opposition
publicly urged the former presdent to hat the liberdization of transgenic crops, based on the
country’s goa of becoming a “naurad country” and on the gpplicaion of the precautionary
principle.

Marketing

There is gill misunderstanding and misperception about the safety of GMO plants and foods on
human hedth or in the environment. NGOs have opposed the introduction of GMO crop planting
and strongly request 1abeling on GMO products.

The oppostion is based mainly on the controversy between GMO crops and the concept of
“Uruguay Naturd” and on the lack of scientific evidence regarding the innocuousness for human
hedith.

Consumer associations raised concerns about possible negative impacts on human hedth and the

environment. They mainly advocate labeling and traceability and locd field trids of GMOs prior
to approva. They dso question the potentid for toxicity and alergenicity of biotech products.
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There is some resstance in the meat industry to the approva of White Clover. Clover is used in
pastures, and for this reason “naturd meats’ will cease to be rdiably “natural” according to ther
arguments. But the problems for the beef industry won't be as serious as the problems for the
dairy industry, because clover is used more often in dairy production. Additiondly this is a threat
to the sheep industry. More than anything, clover is used to feed sheep exported to Arab countries
that want absolutely nothing to do with GMOs.

Uruguayan meat comes from animds that don't consume GMOs’, A study prepared by the
Nationd Mesat Inditute (INAC) concludes that based on the existence of control systems for the
entry and use of GMOs in Uruguay, the use of padures of geneticdly modified origin in anima
feed in pasture production systems is conddered to be highly unlikely.

There are no rdevant, specific sudies on the marketing of biotechnology products in the country.
Capacity Building and Outreach

2002

A. FAS Buenos Aires organized a biotechnology seminar in Uruguay that was successful in
terms of attendance (over 300 participants).

B. Through Cochran funds, FAS Buenos Aires sponsored two-week biotechnology training in
the United States for 3 Uruguayan Government officias, organized by ICD and Michigan
State Universty.

2004

A. FAS Buenos Aires sdected 2 Uruguayan journdids that participated in a US Grans
Council activity in Hawaii, where they learnt about the papaya indugtry.

B. The Agriculturd Counsdor accompanied State€'s Biotech Negotiator to Uruguay to
participate in a series of round tables on biotechnology organized by Embassy
Montevideo.

C. Through Cochran funds, FAS Buenos Aires sponsored two-week biotechnology training in
the United States for 1 representative of the Uruguayan Seed Chamber, organized by 1CD
and Michigan State University.

D. Two Uruguayan producers atended the Farmer-to-Farmer workshop at the Univerdty of
Zamorano in Honduras.

E. FAS Buenos Aires sponsored the trip of an Argentine Expert to participate in a seminar in
Santiago, Chile, directed to the Chilean Parliamert.
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2005

A. The Agricultural Counsdor accompanied State€'s Biotech Negotiator to Uruguay to
round tables on biotechnology organized by Embassy

paticipae in a series of

Montevideo.

B. FAS Buenos Aires in concert with FAS Santiago organized and accompanied a Southern
Cone CODEL to the United States, to demonstrate how the United Sates uses and
regulates agricultura biotechnology.

Proposed Activities

FAS Buenos Aires proposes a continuation of education and outreach as well as a more targeted
information campaign. Specific activities may indude

- Workshops in different cities to target audiences around the country,

- A two-day conference directed mainly to Congressmen, but also to media, academia and government officials

among others,

- Coordination with loca universties to demondrate the benefits of Biotechnology in Uruguay,

- Continue Cooperator, Cochran and Internationa Visitor program activities,

- Specid activities designed for Consumer Association leaders and consumersin generd,

- Workshop especidly directed to medicad doctors and nutritionists, explaining the innocuousness
of biotech products; and,

-Workshop in risk assessment that will be directed to Argentine, Paraguayan and Uruguayan

experts.

APPENDIX A: Status of Products Approval

Crop Trait Category Event/ Trait Status
Applicant Description
Soybean Herbicide Tolerant | 40-3-2 Glyphosate  Herbicide | Approved Feed
M onsanto Tolerant and/or Food
Maize Insect Resistant MON 810 Resistant Approved Feed
Monsanto European Corn Borer and/or Food
Maize Insect and Bt11 Resistant EuropeanCorn | Approved Feed
Herbicide SyngentaSeeds | Borer and Glufosinate | and/or Food
Tolerance) Ammonium
Maize Herbicide NK 603 Gliphosate Herbicide Research
Tolerance M onsanto Tolerant
Rice Herbicide LLRice 06 Glufosinate resistance Research
Tolerance Bayer
White Clover Virus Resistance LXR AlfalfaMosaic Virus Research
Phytogene
Maize Insect and | TC 1507 Resistant to European | Research
Herbicide Herculex Corn  Borer and to
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APPENDIX B: Relevant Current Laws and Regulations
Law 16.466: Environmental I mpact Evaluation Law — 1994

This law dates that it is of generd and nationd interest to protect the environment againg any
type of degradation, destruction or contamination, as well the prevention of the negdive or
noxious environmenta impacts.

Law 17283: Environmental Protection Law — 2000

Art. 23 Biosafety. The Minigry of Environment will apply the measures needed to prevent and
control environmentd risks from the creation, manipulation, use or environmentd reease of
GMOs until acompetent authority is designated.

Law 9202: Public Health Law — 1934

This law edablishes the Ministry of Hedth as the regulatory organization in dl the issues eated
to public hedth.

Law 16811; Seed Law: 1997

This law regulates the production, certification and trade of seeds the National Register of
Production Fields and the protection of plant crestions.
INASE, among other duties must:
-Control the seed production and trade, overseeing for the compliance of the rules
established by the law.
-Control the nationd regidration of cultivars.

Law 3921: Plant Protection Law — 1911

This law prevents the introduction and dissemination of plant pests.

The MAGRP is respongble for the deveopment and organization of the plant hedth protection in
Uruguay, and for the adminidration and supervison of the nationd system for plant protection
and phytosanitary surveillance.

Decree 249/00 - August 2000

The objective of Decree 249/00 is to promote the safe use of biotechnology by cresting an
adequate level of protection for GMOs, preventing adverse effects on agriculturd production and
consarvation and sugtaining biodiversty.

The introduction, use and manipulation of plants and ther geneticdly modified parts,
independently from the manner or regime under which this operation is performed, will only be
alowed with previous authorization, granted by the competent authorities.

Applications of Decree 249700

The development of events under contained use.
-Development of tests and field trid's under specific biosafety conditions.
-The evauation of trids according to law 16811
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-Seed multiplication
-Initid production or importation (with the intended use of food, feed or processing).

APPENDIX C: Process to Obtain Approval from GOU

The process to obtain gpprova from GOU involves a forma application (form SOL-OGM- 1) that
includes the following data:
A. Applicant: name, address and regidration number in the generd register of seed producers and
traders.
B. Legd responsible: name and address
C. Technicd responsible
D. Specie:
Regular name
Botanicd name
E. Event
F. Cultivar, if goplicable
G. Origin of materid
H. Proposed use
1. Development of experiments under contained use
2. Development of tests and field trids under protection or under specific Biotech conditions.
3. Evaluation of Nationa Production Cultivars
4. Seed multiplication
5. Production or firgt time importation with the intended use (food or feed processing)
6. Other:
|. Countries where agpplication has been submitted (if any) indicating which dates and date of
submission
J. Countries where authorization has been granted (if any) indicating states and date of approvd.

Once the applicant has complied with this requed, the risk andyss commisson will perform the
risk analyss evauation on the following bass:
- Caseby case
- Adherence to sound science
- The impact on the environment, biologicd diversty and the eventud effects on human,
animd, and plant hedth.
- Compliance with international guiddlines

After the rik andyds evdudion is peaformed, the Commisson will advise the competent
authorities about risk management and communication measures.

Before adopting a resolution, the Competent Authority will publish in nationd newspapers the
name of the GMO, name of the applicant, requested use as wel as a summary of the risk analyss
evauation. During a 20 days period after publication, the public has the opportunity to voice

oppostion.

Falure to comply with al conditions of a granted authorization may lead to cancdlation of the
permit and to lega actions.
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