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¢Who we are?

We are a nonprofit trade association that represents
the Plant Science Industry.

Our members are nine R&D oriented companies and a
network based in eighteen Latin American countries.
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The Plant Science Industry

Improves the efficiency in production to feed the world.

Researches, develops, manufactures and markets
technological solutions that help farmers protect their crops
against pests, yield abundant harvests and improve the quality
of food in a sustainable way.

The industry invests 6.3 billion dollars per year to develop new
agrochemical, biotechnology and seed products, which are
iInnovate for agriculture to meet global food demand.

cropLiteY
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The Plant Science Industry

Works to improve the efficiency in production to feed the world.
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Our network
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We are part of a global network

Croplife Canada @ @ European Crop Protection Association

EuropaBio

Croplife America

Bio Production Agriculture

Japan Crop Protection Association

CBI Japan

CroplLife Latin America is
part of 16 regional
associations that make
the Croplife International
network, the Global
Federation of the |

industry. g A @ Croplife Asia

Croplife Latin America

-ll --l ll . . @1Israel Crop Protection Association
AgroBio Mexico
ArgenBio Croplife Africa / Middle East
CIB Brazil e
Africa Bio

AgroBio Brazil @
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Overview Latin America: Increasing population vs.
available arable land

Latin America has 41% of world’s available land

for agricultural expansion; thus potential to Available arable land or
enhance agricultural exports globally agricultural expansion
World population growth Arable land per capita Asia Pacific NAFTA
G Mrd. - S000m | %
SMrd -
THrd - . 4000 m® |
T O o |
4 Mrd. -
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Source: FAQ
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Overview CAFTA: Annual U.S. trade balance

* As aregion, DR-CAFTA countries combined are the 12th largest
trading partner of the US with $38.8 billion in total (two way)
goods trade during 2009*

* Exports totaled $20.0 billion

* Imports totaled $18.8 billion

 DR-CAFTA provided better overview
e USITC consolidated figures

e Before CBI & MFN
e Factor in different entry into force times

Source: www.ustr.gov*

CropLifeY
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Overview CAFTA: Annual U.S. trade balance

Imports from DR-CAFTA

 U.S.imports of agricultural products from DR-CAFTA countries totaled
$3.6 billion in 2009

* Edible Fruit and Nuts (bananas and plantains) accounted for S1.5
billion in 2009

 Leading categories include:

* bananas and plantains (5831 million)

» coffee (unroasted) (5762 million)

» other fresh fruit (5630 million)

* raw beet and cane sugar (5231 million)

» processed fruit and vegetables (5183 million)
* fresh vegetables (5180 million)

cropLiteY
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Overview CAFTA: Annual U.S. trade balance

Exports to DR-CAFTA

e U.S. goods exports to DR-CAFTA countries in 2009 were $20.0 billion
 Down 21.3% (S5.4 billion) from 2008
e Up 145% from 1994 (year before Uruguay Round)

* DR-CAFTA countries combined would have been the United States'
14th largest goods export market in 2009. Markets:
* Dominican Republic ($5.3 billion)
* Costa Rica (54.7 billion)
e Guatemala ($3.9 billion
* Honduras ($3.4 billion)
e El Salvador ($2.0 billion)
* Nicaragua (S715 million)

e Balance
The U.S. goods trade surplus with DR-CAFTA was $1.2 billion in 2009

cropLiteY
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Overview CAFTA: Trade agenda

EU FTA
CR looking into Asia through TPP
CR application to OECD accession by 2015
Interest in exploiting energy sources will shape trade
relationships

* President Obama visit to promote trade in gas

* Chinese President visit for funding refinery

* Nicaragua exploring opportunities to open its own canal
Weakened dollar changes trade dynamics

* Planting migrating to NIC, HON

* Push to “added value” industries (computer processors,

medical devices, call centers)

Textile industries under pressure by SE Asia

CropLifeY
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CA: CLLA MRL Regulation Survey

Acceptance of

Acceptance of MRLs residues

studies from o
. Guidelines In
other Requires

COUNTRY REGULATION Manufactur countries for  Local residue ¢ o1 106
CODEX EU USA  er proposed same crop studies sinilies
MRL upder _S|m|Iar
climatic
conditions.
Not
compulsory,
only if no EPA,
: RTCR 424- EU or CODEX .
Costa Rica 2008 YES YES YES YES YES MRL or residue Not established
trial in not
available under
GLP
Central
(IS YES YES YES YES YES NO Not established
Countries
(other)

* No indication of domestic MRL requirements

* Limited capacity to perform dietary risk assessment

cropLiteY
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Regulatory challenges that impact MRLs & trade

Trade barriers Wi

Predictability Harmonization

2N
Ko

\M

Investment

R&D costs . Risk/benefit
e X -
;_ CropL ,fe analysis
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Crop Protection product policies & regulations should...

* Provide clear protection goals
e Offer transparency

* Be science-based

* Allow access to technology

* Be integrated to a country’s agriclultural policy

CropLifeY
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CA Regulatory Issues: Framework

= Authority turnover in all CA countries except GT

= New regulators face steep learning curve

Difficulties to entertain science-based discussions

Political appointees?

Risk of double standards, red tape & radical decisions

= MOA, MOH & ENV involved in ag chem
evaluation in CR ‘

= ENV uses cut-offs for evaluation

= No registrations affects GAP certification &
impacts exports

CropLifeY
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CA Regulatory Issues: Regulatory Requirements

= No harmonization
= CACU draft harmonized pesticide regulation stalled
= SIECA is weak
= CA: 5 countries =5 authorities = 5 regulations!!
» |mpacts food chain & retailers = labelling

= For crop protection products = checklist
evaluation for formulated products in HON,
SAL & NIC

» Tiered evaluation (ai + formulation) based on Harmonization

comprehensive requirements in CR & GT

cropLiteY
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CA Regulatory Issues: External influence
Campaigns to reduce pesticide inventory

* (Deliberate?) misinterpretation of Intl Conventions = PICs
— Despite GT, HON intervention in PIC COP 6 re. SHPF listing
* Local/Intl anti-pesticide NGO pressure

 HHP initiatives (FAO - CoC revision)

SIGWATCH

Chart 2: NGO activity by reglon, Feb 2011 - Nowv 2012 y % Annual Review — Latin America

H Bigtech B Crop protection M Nan-speacific
¥-Axis: NGO activity score

30

- . | | | Latin America still surfs crest of
» - | supercycle wave in 2012

35 Latin America continued to ride the commodities wave in 2012, The key concern in 2012 for Brazil was also unchanged: the lack
carrying on from where it had left off in recent years. The industry of new active ingredient approvals. Industry blamed the splitin
started the year reporting a 30% rise in sales across Scuth and competencies among three regulatory bodies. The main target of

/ \ Central America for 2011, and took advantage of the further industry complaints was the toxicclogy authority, the Anvisa. It

opportunities presented by poor harvests from extreme weather proposed changes to registrations, requiring companies to bring
in the US.

toxicolegical evaluations “up to date”, such as listing any
T ——_ S

g-smrochemical market for Soutiraswd
Central America rosein 2011 to awer
510,800 million on preliminary
figures, and separate national
surveys later suggesting an
even greater rise.

The dominant market,
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CA Regulatory Issues: Media/NGO Activities

Costa Rica: Drinking water

sIETsA e e N AP ESAasE ST e I D SN TETE IO TET] L‘
° ° ; v |1 |X €| cansumersinkernational.arg D 2 b
p I n ea p p I e g rOWI ng a rea Edt View Favortes Tools  Help
vorites ‘@Cmsumers Inkernational - Fineapples Case Study ‘ '& A S IR Lé; v Page v Safety~ Tools~ @' I B (‘:3

— Offi Cia I mon ito ri ] g id e ntifi ed (Pﬁgun&% LOWRES oFF | coNTAGTUS | EMAILALERTS | Loai | eveush eseaiol @) NN ©
pesticide residues in ground water *A%\oi THE GLOBAL VOICE FOR CONSUMERS

WHO WE ARE OUR WORK OUR MEMBERS NEWS AND MEDIA

— Consumer International lobbies

programmes

an d Ia unc h esm Ed |a cam pa |g N i N HOWE = OUR WORK » SOCIALRESPONSISILITY - KEY PROJECTS » SUPERNARKET C3R » PNEAPPLES CASE STUDY

UK to taint pineapple production SCoLFERONSEL @ e i oo

ABOUT THE I83UE
. . Three quarters of pineapples soldin Europe come from Costa Rica, But while the
KEY PROJECTS price of this exotic fruit is cut in Europe, new research anda film carried out by
I n C 0 St a R I C a Banana Link for Consumers International (CI) in collaboration with The Guardian
AR AETEES investigates working conditions in the pineapple industry and its impactaon
KEY INFORMATION communities and the environment in CostaRica.
— CR MOH threats to ban certain VBl LB |
OUR ACTIMITY : SOCIAL REPONSIBILITY
pesticides as a political reaction 2 MR wemenas

CropLif

ATIN AMERIC A s




RILE (RLNE N e Y

CA Regulatory Issues: External Influence

* Crop Proteciton & MRL regulations harmonized &

applicable to all 27 member States, but
v’ ...if no EU A.l. registration, need to apply for import
tolerance pursuant to Regulation EC 396/2005
v’ ...if there is no import tolerance, a default value of 0,01
mg/kg (detection) is considered
v ...if an A.l. is not candidate for Annex | inclusion, import
tolerance could be permitted

e Cut-off criteria & hazard-based approach hinder

MRL establishment
« 1107/2009
* EDs
* Pollinators

CropLifeY
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CA Regulatory Issues: External Influence

Food chain « no risk » or « clean food agenda » though secondary
standards

* Increasing restrictions from German Supermarkets (ALDI,LIDL),
Tesco lists, Morrison, Sainsbury, Waitrose, et. al.

i ey f YR

e Residue value reduction requires more complex data

- (50% MRL, 25% MRL and then...?)
- 3-5 metabolites in the residue and then...?
- Formulations with 2 or more actives become problematic

- Who bears the cost?

- Pressure for cheap pesticides in all LATAM

CropLifeY
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CA Regulatory Issues: External Influence

The Fairtrade is influential in key Latin American agricultural products (e.g. coffee, cocoa, banana, etc). Not only
imposes, ethical and social standards, but also regulations for pesticide use:
. Prohibits substances

" . Promotes pesticide use reduction
[ . Integrated Pest Management (IPM)

FAIRTRADE

Sustainable Agriculture Network (SAN) -

Rainforest Alliance is a coalition of NGOs that promote social and environmental sustainability of agriculture
through standard establishment:

. Prohibited substances

. Sustainable agriculture standard

The mission of the Forest Stewardship Council is to support environmentally appropriate, socially beneficial,
and economically viable management of the world's forests. FSC develops,
supports and promotes international, national and provincial standards in line with its mission; evaluates,
accredits and monitors certification bodies which verify the use of FSC standards;

FSC provides training and information; and promotes the use of products that carry the FSC logo.
. FSC certified paper and wood
. List of prohibited pesticides

Q;‘ppLif

AMER o A
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CA Regulatory Issues: MRL
compliance/harmonization

[ MRLs / Import tolerances ]

A A
v

Domes.tlc M_RL fo.r MRL — Import tolerance
, Domestic registration CODEX CXL |
) Registration in ) Countries with no I Where there is a registration in the

country or region. regulation for MRL setting importing country

Ej. BR, US, EU ] Adopted to establish ] When the crop is not produced in the
import tolerances exporting company

() Domestic MRL very conservative for
imported product

CroplL.ife )'3
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CA Regulatory Issues: MRL
compliance/harmonization

Differences in MRLs at a global level
0,01 0,1

) Different GAPs between countries or regions

] Different definitions of residue
(a.i. vs a.i. + metabolite)

(J Different tox end-points

] Different ways to perform dietary risk
assessment

) Different procedures to calculate MRLs

CropLifeY
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Summary

* MRL acceptance is not an issue in CA
e Other factors impact trade
— Deficient or no regulatory harmonization in CA
— Domestic regulatory red tape (crop protection, food chain, retail)
— Global MRL harmonization for compliance
— Pressure to reduce crop protection product availability & use
 EU
* NGO campaigns
* Intl Conventions

* Secondary standards

£ oplL (e
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Visit us:
www.croplifela.org

Follow us in Facebook
www.facebook.com/CropLifeLatinAmerica?ref=hl

_ cropLifeY



http://www.croplifela.org/
http://www.facebook.com/CropLifeLatinAmerica?ref=hl

AU LRI L N L e
BACKUP SLIDES




RILE (RLNE N e Y

Food chain & MRLs

* Farming and food trade went global

* Agricultural products may contain
pesticide residues subject to regulations:
MRLs, tolerances, et.al.

*  MRLs are trading, not safety standards

* Used to establish monitoring programs

CropLifeq:!




LI (IR Y
MRLs in trade

* MRL exceedances are legal violations that lead to:

products not allowed to be marketed
* rejections

* breach of contracts

* administrative sanctions

* bad reputation

* ... however, exceedences are not a safety issue:

* very high residue concentration is required to
jeopardize ADI

CropLifeY
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MRL setting

* Definition based on critical GAP
*  Maximum recommended dosis
* Time of application
*  Number of applications

*  Minimum interval between
applications

* PHls

_ cropLifeY
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MRL setting

Must undergo dietary risk assessment

N 4

4 )

Toxicology Consumption
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MRL setting

Exposition

Residues Consumption

Real intake

Where: R = Residue concentration in food (mg/kg);

EXPOSU R E C = Food consumption (kg/day)

BW = Body weight(kg)

[ Daily intake: 2 (R; X Ci)]

bw
CropLife r
34 | _' “_ R o
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MRL setting

Acceptable
Daily Intake

Exposition

How: muchiis actually eaten?

How much can be eaten?

S

Exposition < ADI M MRL is acceptable
oS
Exposition z nD) Refinement or change of GAP

cropLifeY
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