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Worldwide, we grow over ... 10,000 crop species
These crops can be damaged by ... x 10 pest problems
IPM and trade require products with at least ...x 3 modes of action

Countries require national authorizations ... x 200 countries

That means worldwide we need ... = 60,000,000 approvals
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v 15 nautical miles for foods that sink

v 25 nautical miles for foods that float
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Worldwide, we grow over ...
These crops can be damaged by ...

IPM and trade require at least ...

Countries require national authorizations ...

That means worldwide ...

10,000 crop species

x 10 problems

X 3 products

x 200 countries

= 60,000,000 approvals




Worldwide, we grow over ...

These crops can be damaged by ...

IPM and trade require at least ...

200 countries require authorizations ...

That leads us 1o ...
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x 10 problems

x 3 products

x 200 countries
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Worldwide, we grow over ... —0,00Q. crop seecies
These crops can be damaged by ... x 10 problems
IPM and trade require at least ... ! x 3 products
200 countries require authorizations ... X2688-countries
That leads us to ... =-60,000,000-approvals

606,000
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Global Cooperation

ACross
Polltlcal porders

among and between growers, mdustry and governments




1. OECD dossier
2. OECD monograph

3. communication
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! ! New Upd. last week Regi: ( BELARUS, BELGIUM, ESTONIA) Mris (CANADA, EU-MRLS-HARMONIZED, ISRAEL)
- for more informati please click HERE !
Home/Login | About Homologa How to access ‘ Contacts ‘ Update Journal ‘
Home ‘
Login
Homologa"" Country coverage:

« frade
 MRLs
* registrations

The Global Crop Protection Database about
Plant Protection Products and their
Maximum Residue Limits (MRLs)

Detailed Information about:

- Approved plant protection products

National product name, registration number, company name, active
ingredients, concentration, formulation, product group, crop name,
crop group, pest name, method of application, time of application,
pest/problem, minimum dose rate, maximum dose rate, amount of
water, maximum number of treatments, pre-harvest-interval and for
some countries: risk phrases, symbols and environmental phrases
- Regisiration-Status of active ingredients on EU-level

= Actual status of registration (new, expired and /or last use date)

- Approved parallel imports

= Maximum Residue Levels (Mris) in foodstuffs

= New or modified Mris

« Export-/import statistics of food and ornamentals

Countries Product Registration




solution

Export Country Value in 000 euros PCT value Erofile
—_ —_
) | ARGENTINA 12073635 01.30% IMPORT COUNTRY %) . .
G) AUSTRALIA 1586515 0020% IMPORT COUNTRY q) Req |S1TO TIOﬂS
o— | AUSTRIA 16961946  01.80% IMPORT COUNTRY o—
: AZERBALIAN 1452976 00.20% IMPORT GOUNTRY _t 6 'l , 624 en ‘I'ries
C | s 10824298 0120% IMPORT COUNTRY -
BELGIUM 19377299 0210% IMPORT GOUNTRY .
2 BOSNIA HERZEGOVENA 750265  00.10% IMPORT COUNTRY 2 6 9 C oun Trl e S
O BRAZIL 6216399 0070% IMPORT COUNTRY O
U BULGARIA 110117 00.10% IMPORT COUNTRY o 28[ 638 prod U C-I-S
CANADA 7450979 0080% IMPORT COUNTRY
O\ | cHE 63588368 0680 % IMPORT COUNTRY w .
L) | o 144356289 1540 % IMPORT COUNTRY O ] 4, 743 m IXeS
~— | CROATIA 1461597 0020% IMPORT COUNTRY —
CZECH REP. 3248412 0030% IMPORT COUNTRY — 4 83 5 1
.& DENMARK 5141642 0050% IMPORT COUNTRY 4 C O m p O ni es
S | ELSAVADOR 1039990  00.10% IMPORT GOUNTRY _& .
O | esvonn mas® s wpontcoutay - 1,430 active substances
Q_ FINLAND 1282973 00.10% IMPORT COUNTRY O
FOR J REP MAC 17487.84  0020% IMPORT COUNTRY Q_ M R L d 'ff .I. 3 f | d
x FRANCE 61896953 0660 % IMPORT COUNTRY Imrerences u p (@) O
G.) GERMANY 30979105  0330% IMPORT COUNTRY E .
GREECE 4024284 0040 % IMPORT COUNTRY o— ] 22 d O no‘l’ req U |re O N M R L
GUATEMALA 834325 0010% IMPORT GOUNTRY
HONDURAS 1420124 0020% IMPORT COUNTRY
HONGKONG 5050484  0050% IMPORT COUNTRY
HUNGARY 7439507 0080% IMPORT COUNTRY . ..
INDIA 636311 00.10% IMPORT COUNTRY B p ‘I' d
IRAN 12372200 0130% IMPORT GOUNTRY lI0pesTICIdes
IRELAND 6985452  00.70% IMPORT COUNTRY .
ITALY 100492182 1070% IMPORT COUNTRY 3,535 e nTrleS
JAPAN 20886536 0220% IMPORT COUNTRY
KOREA-SOUTH 13043669 0140% IMPORT COUNTRY 6 'l coun 'I'r'i es
LATVIA 703377 0040% IMPORT COUNTRY
LEBANON 1106429 0010 % IMPORT COUNTRY
LITHUANIA 12334444 0130% IMPORT COUNTRY ] ,4 73 p rod ucC TS
MALAYSIA 532541 00.10% IMPORT COUNTRY
MEXICO 626613  0040% IMPORT COUNTRY 325 mixes
MOLDOVA 4806923 0050% IMPORT COUNTRY
NAMIBIA 2524742 0030% IMPORT COUNTRY .
NETHERLANDS 27675052 0290 % IMPORT COUNTRY 606 com p anles
NEW ZEALAND 39295349 04.20% IMPORT COUNTRY
POLAND 55771096 0580 % IMPORT COUNTRY.
PORTUGAL 3000518 0030% IMPORT COUNTRY
ROMANIA 846330  00.10% IMPORT COUNTRY . . . .
RUSSIAN FED. 1346903 00.10% IMPORT COUNTRY. Mlcroblol I nSeCTICIdeS
SERBIA REP. 10636735 01.10% IMPORT COUNTRY
SINGAPORE 1300495  00.10% IMPORT COUNTRY. 'l 'l 8 1. .
SLOVAKIA 1630496 00.20% IMPORT COUNTRY. ’ 6 entries
SLOVENIA 2271335 0020% IMPORT COUNTRY .
SOUTH-AFRICA 386,89830 0380% IMPORT COUNTRY 52 C O U n ‘I'r'l e S
SPAIN 12785174 014D% IMPORT COUNTRY
SWEDEN 15965633 01.70% IMPORT GOUNTRY
vz 429 products
THAILAND 3356789 0040% IMPORT COUNTRY .
N TURKEY 11046546 01.20% IMPORT COUNTRY 60 mixes
; UKINGDOM 9708062 01.00% IMPORT COUNTRY
4 UKRAINE 9709845 01.00% IMPORT COUNTRY

308 companies

usA 105289747  1120% IMPORT COUNTRY

I D RG VIETNAM 921181 0010% IMPORT COUNTRY




acetamiprid
139,949 entries
79 countries
1,171 companies
1,260 products
76 mixes

1,202 crops

899 pests
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acetamiprid on apples 7

e\ o
. | R 5 1 A B G | D [ E [ F [ G | H 1 e
51 countries b\ 1 | AUSTRALIA  BRAZIL CANADA = CHINA CODEX EUROPE  SOUTH-AFRICA USA L/
1Y C 2 02 0.5 1 0.8 0.8 0.8 0.5 1
39 of those export apples ‘i 3 | \ | \ |

AN
.

20 export but no acetamiprid on”:élpgles
5 export and have acetamiprid but not on apples

« first approval on applesin 1985
« since 1997 new approvals on apples every year

W
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EUMUDA Data Base e aes Tab of s

: 20 expor’r but iqo acetamiprid on apples
 5export and have acetamipridepeles e

Minor Uses Table of Needs

Ty e g gy || Jrese o] e G S
AUSTRALIA  BRAZL  CANADA  CHINA  CODEX  EUROPE  SOUTH-AFRICA  USA
02 05 1 0.8 08 08 05 1




solution

problems
farmers

A
& § / registrants
oz U \f products

opftions needs

IR4 (USA)
PMC (CAN)
EMUCF (EU)
... (AUS)

o« ()
GMUPSM

v 2015



problems

farmers =

N Y
&' \} ~ registrants

\\ / j
= 0 products

options needs '
cooperation

S

h \S

PRESUBMISSION CONSULTATION REQUEST FORM

Abiiod Uity b it d )

presubmission
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MICROBIALS

copE TILE MPCA REQUREMENT TYPE SOURCE DATE

presubmission
consultation

ictentity of the Active Substance / Plant Protection Product

| Appicant [name, adchess, contact, felephone and felelax numbers)

12 | Procucer [name, oddress, contact, telepnone and teiefax numbers)

scientiic rame of micoonganism o speces level or a level sufficient 1o show foxenomic relafion fe known microowganisms, especialy pofhogens
- accession no. ef sampie in o recognized culture collection

- test precedures and crerc, using best avaliabie fechnology, fo chararerze fhe sihain or serotype:

- for mutant or genefieaty modiied strains, ingicate all inewn differences between fhe modilied microorganism and the porent wid sitin(s|

- include any irade names. cemmon names, developmental cade names

- indigenaus or non-ingigenous of fhe species level fe e inended areo of oppicaion [reauired i the EU)

1.4 |Compasition of Technical Grade of MPCAZACVe Substance

Concentration of microorganism (ona melabolte, f cpproprate) in ferms of g7k, of g/ for US and Canada aisa n % wjw] and chu's/mL or Gppropiiate patency units: includs occeplobie rangs for
T4 coen term, 1id be expr [ sofency or an approprate exprassian of bidiegicel oetiily per unit weighfvoime:
Comassilon of micetial malenal wsed for monulaciure of end use praducls I lerms of grig o i {far US and Canada asa in % wiw] for eoch aciive ngredien incliding
= MPCA
1azs | adciives oreservaves, stablzers. aiuents)
+ microbial impuriles, clasiied/dentifed fe o taxoncric level reauired by aualty Crieria o suppor ihe hyglenic siafe of he productian prace:
-otialimpuriies (eg. melabolic praducls, imguriies in sioriing materiab. femenialion residues, exiraneows hes residues]. Tris infarmaiion s nal recufed I Techrical Grade of MFCA k a
nypatmticalstage in @ conlinuous production pracess of on end-use praduct
Comacstion in tems. of % g/kg or QUL whw for each ingrecient
1,422 | ne ientity and masmum content of al microbial mpriies must be reperted, f po expressed in apprcanane units, o5 outined in paint 13,1 in emms of e 'siml or
apgrapiiate sxpression of biakagical activty 1 viabilty)
Qualty critena for the prochuction and storage of the MPCA, including: erifen lor cansistency and infegrty of tha moster an warking seed stock, Typicaly, measures of biciagical acthy and phenatypic
o genatypic properies
1.4 | "accentatie range tor content of MPCA, in apropriate terms
oresence of humand mammakan pafagens:
aresence o maximum accented level of inawn mammalan toxins, f their resence s suspected at any stage i process, or | MPCA i clossly reiated 1o & faxigenic human pathogen
maimum accented level lor microbicl impuriies, using suifoble indieatars of an unhygienic oracess
| 44| @ity Cana) aara (meciures of qualty citera] ram 3 - 5 prouclion BatChes, including Horage H1aBilTy Ga1a. 1 e TeChNCal Grad of MPCA 53 3105 I & Confinuous pIacton process of an

enduse praduct, this infarmation should be provided for e enfire produchion process.

4 teceiica dscussion regording
fermotion andjer presence of unintentional ingreeients, Including impuriies of toxcological concer,

liely te cocur in e Techrical Grode of the MPCA,

1451 | e impoct of these ingrecients on product qudity, ond
-apprepiate qudlity criteric.
1452 | Frvsical ond chemicol praperties. if MPCA is praduced as @ manufacturing praduct that & sicred prior fo farmulation of end-use products: physical siate; density; viscosily or surfoce fension

expicsiviy, conosive cheracter, axgizng properfies: fechnical characterislics as approprate

1.4.53 | ntermationel regulsyioey stefus of microorganism

Comprenansive Data Summary / Tier l summeries in OECD fermat: “Guideines and Citeria far Industry for the Preparaicn and Prasentation of Complete Dossiers and of Summary Dossiers for Plant

1454 | provaction Prosucts ana teir Microbial ACTve Substances in Suppon af Reguiarary Decisions in OECD Countries, Appench 7 and B / Tier | fomat fequiied by Annex Ib of 91414/

1455 [ sampie of MPCA, anoytical siondar of metabaite [and refarence sUBSIGRCes for e relevant impUriies - E o). it laussted

1.5.3 |Patent Status

o

Froperies of the Active Suosiance.
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About = Contact Us * Alerts * Help n ﬁ m | C] My Marked List = Login
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You are here: Home / Books / OECD Guidelines for the Testing of Chemicals

OECD Guidelines for the Testing of Chemicals

Subscribe to the feed
Hide [ Show Abstract

The OECD Guidelines for the Testing of Chemicals are a unigue tool for assessing the potential effects of chemicals on human health and the
il . Accepted i i as standard methods for safety testing, the Guideli are used by p als in industry,

and government involved in the testing and assessment of (industrial personal care products, etc.). These
Guidelines are regularly updated with the assistance of thousands of national experts from OECD member countries. OECD Test Guidelines are
covered by the Mutual Acceptance of Data, implying that data generated in the testing of chemicals in an OECD member country, or a partner
country having adhered to the Decision, in accordance with OECD Test Guidelines and Principles of Good Laboratory Practice (GLP), be
accepted in other OECD countries and partner counties having adhered to the Decision, for the purposes of assessment and other uses relating
to the protection of human health and the environmant.

Also available in: French

List of Components Hide / Show all Abstracts
Mark Click to Access

(71 OECD Guidelines for the Testing of Chemicals, Section 1
) OECD Guidelines for the Testing of Chemicals, Section 2
1 OECD Guidelines for the Testing of Chemicals, Section 3
("] QECD Guidelines for the Testing of Chemicals, Section 4
) OECD Guidelines for the Testing of Chemicals, Section 5
OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring

& Add to Marked List

Tarms and Conditions | Copyright and Permissions | Educators and Students | Privacy Policy | Contact Us | Site powered by Publishing Technology
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presubmission
consultation

OECD Home About Countries
QECD Home » Environment Directorate » Ghemical safety and biosafety » Agricultural pesticides and biocides » Industry Data Submissions for Biological Pesticides
Agricultural pesticides and biocides
 Bodversiy waterens Iustry Data Submissions for Biological Pesticides

natural resource

management
Feizn = Sty DOSSIER GUIDANCE (FOR INDUSTRY)
Microbial
> Testing of chemicals OECD Guidance for Industry Data Submissions for Microbial Pest Control Products and their Microbial Pest Control Agents (Dossier ‘I‘O S k fo rC e
Guidance for Microbials), Series on Pesticides No. 23
> Asmsgsrant of Microbi r Main Document
chemicals Appendix 1
> Risk management of
chemicals Appendix 3
> Chemical accident
prevention,
preparedness and
response

> Pollutant release
and transfer register

> Safety of
manufactured
nanomaterials

> Aqnfu:um' OECH For Industry for and Other and their (Dossi
s Guidance for Pheromones and Other Semiochemicals)
OORIp. Series on Pesticides No. 16 (2003)
> Biosafety - BioTrack Pheremone Dossier Main Document
dix 1
s s fopenar)
> Consumption, innovation Aopendix 3
and the environment £
Appendix §
> Environment and trade
Appendix 6 Part 4
> Environment in emerging Appendix 6 Part 5
and wransition economies Appendix 7
> Environmental country Aopendix 0
roviews Appandix 10
> Environmental indicators, Appendix 11 Part 1
modeliing and outlooks Appendix 11 Part 2
Appendix 11 Part 3
- > Environmental policy tools  Appandix 11 Part 4
/ and evaluation Appendix 11 Part §
- > Greening transport TRAORERR IOV Isveny

wasto preparation of submissions by industry.

pr , who for testing any pesticide they want to register, usually have to present registration dOSSIer
I D R G > Resource productivity and  submissions In different formats for different OECD countries. The OECD common format should therefore reduce redundancies in the




problems
farmers

) OECD eI C0s2

BETTER POLICIES FOR BETTER LIVES

Globally Harmonised Submission and Transport Standard

Home

Introduction
GHSTS downloads

Documentation & Training

Fraquently asked questions

News

Roles & responsibilities

Archived version

options needs
cooperation

ENV GHSTS : Introduction

Introduction
» What is the Globally Harmonised Submission and Transport » Using the GHSTS

Standard (GHSTS)?
» Benefits of the GHSTS

» History of the development of the GHSTS
» Next steps in the GHSTS project

What Is the Giobally Harmonised Submission and Transport Standard (GHSTS)?

The Global Harmonised Submission Transport Standard (GHSTS) is a standardised set of technical specifications used to assemble
electronic files for any pesticide package in a predefined manner. Microseft Word and Excel, Adobe PDF, and XML data files are
just some of the file types which can be transferred using the GHSTS according to business needs. Once the files are assembled
according to the specifications, they can be transferred from one business entity to a regulatory authority with the receiving
regulatory autherity able to extract the files for use in a regulatory process. The GHSTS can potentially be used to create electronic
packages for other regulatory purposes as well.

Limited metadata are included in the GHSTS. Only enough information is included to identify who the submitting entity is, the
purpose of the files contained within the GHSTS, and how to handle the files once received. The GHSTS itself is not intended to
use the content of the files. It is not a standard for the information itself. The GHSTS is not a tool or software application.

Information Technology (IT) systems can be constructed to utilise the Standard and by doing so, would be able to easily transfer
data to each other.

For more information on the GHSTS, read the Dx and Training materials.
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Registration Decision RD2015-14

Pasteuria nishizawae
Pn1

task force

oo 30 July 2015
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l.  Growers/Processors/Traders: establish a global map
that shows which authorizations by crop/product/country
need to be processed to achieve global harmonization
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farmer / processor / frader

5: ——— ’ e Third Global Minor Use Summit (GMUS-3)

Homologa™ Country coverage:
‘The Global Crop Protection Database about
Plant Protection Products and their

Winor Uses Tabloof Noods. Qctober 14, 2017

Countios Fosuct Rgitaton

- Fairmont The Queen Bizabeth
Maximum Residue Limits (MRLS) ’F’ o ‘900 Rene Levesque Boulevard West

Detaled nformation about: T ‘O Montreal, Quebec, Canada H38 445

< pprone panprotcton prockets | N

Natorat procket rae, egstaton e, conpany e, acve = PO

Ingredints, concentraton, fomuiation,product gfoup, rop rame 4
crop group,pestrame, mefhod of appication, e of ppbcaton :
pestproiem, minmum dose ate, masimum dose ate, amount of
Walr, masimum numberof eatments, re-harvestnterval and o Counes s

e o vt sy et e ) > .

- Regitrabion Statusof actve mgredients on EU vl # N

- Achualsatus of egistalion (v, expied ad o fasluse dae) Y, Ay

[Ur——— { e ﬁ .
—_— -

REGISTRATION DEADLINE IS SEPTEMBER 4, 2017

of $249.00 CAD for single or double occupancy for 2
standard room, on a first-come, first-serve basis.
T " Toll Free: 1-800-441-14;
GMUS2017 or

Maimum Residue evels (i) i oodstuts
et or modtiea s
- ExportAmport talsics offood and ormamentals.

off date is August 31st, 2017,

Terms and condions




Growers/Processors/Traders: establish a global map
that shows which authorizations by crop/product/country
need to be processed to achieve global harmonization

Registrants and Confract Research Organizations:
conduct a global presubmission consultation, build a
global data package in cooperation with companies in
other countries and allow regulators to communicate
with each other
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Growers/Processors/Traders: establish a global map
that shows which authorizations by crop/product/country
need to be processed to achieve global harmonization

Registrantsand Contract Research Organizations:
conduct a global presubmission consultation, build a
global data package in cooperation with companies in
other countries and allow regulators to communicate
with each other

Regulators: exchange review reports and communicate
with each other to reach compatible decisions whenever
identical decisions can not be reached
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