(e ERES erJg?, 2
DR R g

PRA5 45 B
HE AR

IR
FZ p

B

A 1

CERREELAAEFEFPREKRE S
DR

HABE P

106 £ 92 29p 210 7 p
:107 #1728 p






TR
AR -
S |
BT

| TEBRE R AR

BN

HEAR :

PRI *
S -
R

R

T ¢

T
aes il -

W -
WEBEN

RENEHE:

BEESSH

B2

BT -
SR -
BRAREL

REX

C10603173
e

ENINEEAS ISR R iR
EMIEAS IS E LR RIFY G aiE T &

4, B ‘ Hﬁgg ‘ g ‘ TS ‘ E-MAIL {278

TTEbEAT R T Y s
S TEERT RO A ®iE o= BREEA
K YiheERE FebH IEER) hungyt@mail baphiq.gov.tw

JilIE7iN

Dok R B e A B U M AAFC Saint-Tean-sur-Richelieu Research and

Development Centre)

e

fER | GRS | HORH £
1064 HATGE TBOTRETIRRTSRES 2442505

| | SR -
1066FE SRR (TRIRERMNBERBRECERY 2612467
Rl 062095 291 % RE1 06810407

EE1 07401 osH

BB DRI IR

. 25H

RFEAER/ VB FYFISERTE - SRR SEE - STEERRE IR B 200765 « 454
B x TR/ CREYREGEE | - BEESEBUTEN - BIETFTREA - B R RESEK
BATIEAR T RS - BESIRSERSESH T VRIED ) EERA
HYERE - TR EME R S U A AR M B RO U 2 A ~ B B DR
MZAEEEEFA RN EEFRAERR RIS ERETIEMa BRI » 3E
KRS R e R - AR Y200 TR BRI R
2 EEE - A TENESIR D REYSEESER | (The Third Global Minor Use Summit »
GMUS-3) g e i A& Ea S 4£ Y8 5 (Health Canada Pest Management
Regulatory Agency) ¥ » A-BESET IS - REMRFMHEIR-FESIE » R20174E10H1H
FESAEMNEAEI T HRTRTIE - HhARSEIL SR - FIRATRREEE -
R e e T RTCE R IR T - N BAER SR R AR LR SRR (R
BHEATERSEEGE LR 2% - Ui+ RESEHER Y 88  ToaLHER

P BB e -
EMEE ‘g‘ 08
B RACHIRIE - SR s
HE R T z
ﬁﬁﬂ&%ﬂﬁﬂ@!ﬁwﬂﬁﬁizmﬂﬁﬁﬁﬁ;%
SRR
o
-1 Codex BTRTZSEEE7E SEAVAH IR ﬁ SR R R R R T
f#

1 Cl0603173_01.pdf

C10603173_Apdf

=

AR



£ 2

RfEARIRCEEP T B FRREIN FRRFFE R4
3 p 2007 #4= > F 45 EByE1 T2t £ ivd Jégpij"*%pﬁpl??]
FRHM L EFTEC LA ¥ BREELPE LR - BFFHE R
Bl o it 2R LEE LR T RER | W R aniE o T3
HRERLERTRRZRE L2 P TR EF LA RE IS E
Eh2 ATX2FFRFTHLTRAMAZ L340 2 RBG R G2 0F

PaoEa N A LRFEEI S (- HaRFTETEE A

-

"% 3 E xR iEH %% €%, (The Third Global Minor Use Summit -
GMUS-3) ¢ & & d 4 £

A=
e
J =
4

"3 & 4 4 ¥ 125 (Health Canada Pest
Management Regulatory Agency) 2 %> ¥ &2 £ B ¥3% « £ ®WE F% &= R4
FEEE 20T E10" 1PE25P e &R FHLD P2
Bl Ap 3Bl gF TRBRETLEFRY LERATT 23 FER
B2 REAfeL A T EE e PEFIHLALEETH > G ]
AREEERGRZ2FERZ ST TR r2AREELZE FE 2R

MAREA S BERY T >

e



b

8,
'

L ISP 1
7 #2... 3
E= 32 SR 4
s 17 aE R 14

1 IR AR i ——————— 18
2 2 RFE AR LH Tl 24
3. The IESTI Equations and Minor Crops..........ccurureeernseresnsesennas 33

4. Overview of the GMUS-2 work plan / Purpose of the GMUS-3

and ObBjJeCtiVES........covveeinicrie s 43
5-1.Capacity Building Updates since the GMUS-2........................ 46
5-2. GLP Field Residue Studies Global Capacity Building........... 47

5-3.ASEAN countries’ experience in collaboration with IR-4 &

5-4.Colombian experiences in IR4 participation Spinetoram/

P2 VL0 Yo o o 53

5-5. Update of the STDF capacity building project in Africa
(Ghana, Kenya, Senegal, Tanzania & Uganda)....................... 54

3



6-1.Established Minor Use Programs: North American

Perspective........oceveiiiiii 56
6-2. Minor Use Program -European Union..........ccccocverricenne 57
6-3. Minor Uses in Brazil..............ccorrnninnnnnnnncccssss 59
6-4.Australian Minor Use............ccovinnnnnnnnnnnese s 62
7-1. CCPR eWG Minor Crops.......ccocvreemrsermssessssessssessssessssessssssessssens 63
7-2. CCPR eWorking Group on Priorities.........ccecrererererereressnsnsnsnass 65

7-3.Crop Classification and Grouping, Successes and

Challenges........ccocceinenmninncnsss s 67
7-4.Recent Work in the WTO SPS Committee on MRLs.............. 70
7-5. International MRL Harmonization Activities........c...coveniinnnes 72
8-1.EU Legal framework for pesticides..........c.corrrrmrnsererererersnsnnns 75
8-2. Minor Uses A North American Perspective.........ccccoevveernenne 79
8-3.ASEAN harmonized MRLs and Minor Use...........ccccoununsnnnnnnns 81

8-4.Emerging Challenges and opportunities for work in Minor

Crops iN AffiCa.....ccccerrrrrre e 82

8-5.A Regional Look at the Regulatory Landscape: Enabling
Current and Future Opportunities..........ccoeeeeririrrcrrnnscrernnnens 84

9-1. Introduction: From GMUS-2 to GMUS-3.........ccccevcrrvmrrcnrsiennns 87

4



9-2. Overview of Industry Considerations for Minor Crop

Registrations...........ccccovrnininnnnsss e 88

9-3. East African Community Efforts to Harmonization Pesticide

Regulatory Systems: A Model Approach for Regional

SOIULIONS......cr s ————— 89
9-4 Manufacturer’s Experience with Capacity Building..............91
9-5.BPG, Biocontrol Products and minor uses..........cceerrerirersennns 93
9-6.Minor Uses: A regional perspective. A global View................. 95

10-1.North America Perspective Facilitating Trade Through

(070 ToT o 1-T -1 £ [ 1O 98

10-2.Minor use pesticides—a view from the Canadian horticulture

SECION ... ————————— 100
10-3. The Journey of Dragonfruit and Difenoconazole............. 102

10-4.Regional look at growers challenges and engagement

enabling current and future opportunities...........cccecvrieennnas 104

10-5.A Regional Look at Grower Challenges and Engagement:
Enabling Current and Future Opportunities...........ccceceeenneee. 108

10-6. A Regional Look at Grower Challenges and Engagement:
Enabling Current and Future Opportunities Chilean fresh fruit

industry perspective........coccvicninncsnnns s, 110



10-7.A Regional Look at Grower Challenges and Engagement.

10-8. How Growers Face the MRL Challenge............................116

ey 3RZE FEAAMBR 116



ARG AT AT L - BE A
Wi E -5 FAp S BER AR L D IORE R R
ARy o (SRR AR LH LR (PSS R

Jenied s FEi it R E RN REFLFATPFRELH AN

RS PPLASG T > 1963 & 2 R 2 L £ 44 (SAES) 4
= IR-4 (Inter-Regional Research Project Number 4) 3+ 4 - #% & % B B % 3r

(USDA) - 5 8 (54 # BRIRL | 2.3 3 o

b SEELASFLIE D RETHEAZ EC RAE2 L
FAGHRETIX2FFREARAES 0 NERT A L TF R

AFHFELERG A EREIANESVRE > REALALT
LBEATE2ERE LR Yea PEREPESILAST 28
frox FIA RIS & B f%‘ii$igwwﬁwmmmimma

'7‘7/5;, Q‘E;T%@ﬁiﬂ +\‘m‘;€‘?"/§ iﬁié.’fﬁ’ ’ 1&%;‘,’%4';}\“*7_6/*9?&@7
EHAPSEF L WMALASBFLATHRE LS &RFFS

Codex 2. ¥ BB A 22 EAFL T R R 2 Wi T R i | 2
2 Tt iR apt TOF T | AR BEhigr Fie
FREATE2FFE (MRLS) v b 75 2 penvg o 2 & HT
LE e fRAT R OR A B A Rk e s 2R AR £ RREF
w2007 #1270 3P T P A~ JIREEATRSIEI2RCEFFA

H p# YT O B g R Fr M R EP T E e



g

LeE¥2BREEPEAR @@ d e ® s k7GR

\\\Xr
%

NiuS

XGRS F MRS TR A HNT R S% 0 TR
WRFRER RPN RFI T

MR RLZ RSP REBRAELS (MWTHEAL) tRES

FED ORI EET Y BERGEFEHK 0 0 2008 EATH 4L F £

%z‘/ﬁ_gfy 7t 7 lé?’r%@#’% s FAEE f#&\ﬁ% = k;}j%—’\

By > 2 k4o g BH > #0207 32 3 pgrige TR &

AR oo E 2 TREEY R PR R TR T

P

|

b 18

SN
m

\,Lz\r'},éﬂ*%@ﬁ %&—s}\JLFLLO_f,;\ﬁuig,;‘g,“i_,;;ﬁ—gsﬁ,
VRIS RET R LASHFELL 2 [V FoorfRAL R
BET Y AL o o FPANFFRG L ERY > B AR THFEE

B ERY BE

‘%&‘&

W

LIRS EBAFEY R e H

F_&

'Tii FFH ’?}E

|

R%F s Ll -

"H2E 2Tk R PRG3R 02012 E B A LIRS FAO
Byrs fiirs R TIL P E FAO F0% Aoz ¥ R4 B HAFE T 0 &
R EE R WK SR 2 TREEHGIR 6 R R
FAs% Ak o™ A B 2014 #Rle < B I IR42HF 2 B3 Y ,f*ﬁ“
dFEFE IR IRA e r B R GF YV APM 0 BFERRE

i ﬁ B 3 2 m%fﬁ\w%@ﬁ%ﬂaﬁw%ggiﬁﬁ



’E\‘

Summit- GMUS-3) & d 4c £ % G2 385 £ 2 4§ 1 & (Health Canada Pest
Management Regulatory Agency) - 7% & 2 R R £33 Rk %% & IR4
FHEEN20MTEI0P 1 PpISP s g FHELT P

(¢ 313 S A FETSHFhe T4 A2 FR)AHhp FRe 571 %
BT 5 ERLRSHS RIS DR R REFAGRE L TN
4t

RELF RS ~ ERF T 108 D RFENRAH T
o Fee R LE BB RT X 2R Bk A

fef o 5 LR R T E

~ TAR
- ~HEF106#97" 29p2106F102 7p » 239X o

I AR T

PR 7 f N F

fef (24—t £ FHLT)
BB RS %%%%a+ % 2 P54 (BR
10) » 5 4e £ < BB & (Vancouver) # 3k 4 £ % 4
PN (AC 308) I g FEL
(Montreal) » & p 7o fL¥z & o

09 * 29 p -
09 * 30 p

108" 01 p- |*c&£*FFEL

10 ® 04 p SR 3EXHCERLBERE-INER
e d A F L
10 # 05 p LB b s 1k a1 .
S F 3B CEFFBEBE-0 B 5P o
EAR (A FHELI D)
'4E§4f~?»31ﬁ;¢*»4c§<’m*2551 AC
00 06 p FRELT R #

M) B4 £ LB EH L s BRI
EWw LA e




2= = & pF

10 * 07 p ERFFREPRT -

5~ RARZE P F

AT ERWHELAFHLT 2 T*“j’jn 8 Z4<Ji.. (Hotel The Queen
Elizabeth) #7% (B 1)> ¢ 3 4 X 238 &R % 1 20 FF 43 (748 ik
R sy E Al S A 3 20 Fokp WA REL EBMN
FPEREFAERAVAABMEE (W2 -F3 KB4 FHEE2) T
73RS ERRIEE P FH AT
Ogs ¥ Fd - "E T 2RNEFF P HE =717 (The IESTI

Equations and Minor Crops) : International Estimated Short Term Intake (IESTI)
(i 3)

B IASE G RRITE VR ITE A RS § F L R YRR
gnmEEILEF AL E T2 NERF e HEe &5 (International
Estimated Short-Term Intake > #§ £ [ESTIE) o d > & L #24 F hh %% %
Fo S B RIE R S e~ JN R &Y 3 TR
Ful 4 Hap % o £ %4 #E (Acute Reference Dose - ARD) »
GEARERFEN e EnEr DR FT I RIACEEF T D
HE - ARD &l ¥ <3 ADl & -CCPR f# R e L B s £

Bh%: T E Y ADI =G BB EA M » &2 ARD k& k3
LR STESTANE FUE SR NI N R = s
g 0 i @Fﬁ%%ﬂ°

TR 0 P A A 2 AT

S

ﬂw
t&



¢ ¢ rd CCPR T+ 1 i% /] 24 % Codex MRLs 37 % 2. &g 22
F2I3% 1) e & ESE G A-GTE FH - IMPR (S e B ap BT AL
TR ITRRL > TR RS R L8 CCPR ik JMPR B
IR SRR G E ITE R CAC “To TR PR S F o
tei® iz B 2 F K o JMPR (Joint Meeting of Pesticides Residue 4 #- JMPR)
= FAO %2 WHO p 1963 # =2 &ERAEH ¢ > H e mi FAO 2
WHO #iehs MEABAREZ R T2 & 70 3 E 72 4T3
EHREFHFH oWHO Ao diri®in2 $ RFHRT p 7Lk
® (ADl) 2 & 44 ®E (ARD);FAO~ e g FF AR Fit* )

~N

M=

PRILCEEE CBBPE BRSPS 0 PR IR%R AT
AR I RERTRA IR EA T T (MRLs 2 33FR)-
MRLs 2=8p 2 E o b 'k > 1% 2 MRLs iz # F B R ¥ 3%
R w BA T 9%y B OECOMRL: 5 1 & > F ik

71 MRLs #73% % & & <3t ADI 2 ARMD -

OR %1% :

® Pest Management Centre (PMC » v £ ~ 5 £ 2 4= 4 3 ¢ &) Executive
Director — Marcos Alvarez
® Agriculture and Agri-Food Canada (AAFC » 4c £ < B %2 B ¥ 5 &

>

1) —Christiane Deslauriers, Director General, Coastal Region, Science and

\

Technology Branch
® United States Department of Agriculture (# & B % %) — Robert Macke,
Deputy Administrator, Office of Agreements and Scientific Affairs, Foreign

Agricultural Services (USDA-FAS)



® CropLife Canada/CroplLife International —Pierre Petelle
® FAO Opening Remarks — Baogen Gu (g 3> % ¥ B < F£ B &5 77
K )
® |R-4 Opening Remarks — Jerry Baron
OWAS 2 Bgk21 13§ %2 25 §&2 1L 8 - Dan Kunkel -
Marcos Alvarez ("« i+ 4)
©O% 2 E ¢€:kishit 4+ &4 -Jason Sandahl (USDA-ARS) / Michael
Braverman (IR-4) (& #* 5-1 ~ 5-2) :
® - d HRETFTLIFEWELE SIDF) s F g B e
A 1 (Progress and outputs from the three Standards Trade Development
Facility (STDF) capacity building projects) :
» ASEAN - Ngan Chai Keong — Malaysia (¥ i 5-3)
» Latin America — Adriana Castafieda —Colombia (*# i* 5-4)
> Africa - Paul Osei-Fosu — Ghana (% i+ 5-5)
[7£:STDF fad & F 5 % sk (WTO)~ 2 & Bl it e (FAO) ~ 2 Jt
s (WHO) ~ & R &4 w2 i (OE) 2 & f #47 (WB) »*
2002 # X iERS 2P AR RE M 0 AEEERKE 2B
184 17 % ¥ # #; %% (Sanitary and Phytosanitary Measures, SPS ) 7 i 4~ %
T oo T E R SPS AR M 2 HREE PG et o R MA R B R R
EEREY BT A4 o]
©OMinorUse :* % % H # 3 % MinorUse3+ 32 B3 (¢ 833
PR o £) ¢

® <<= MnorUse 323 — N ifdeimiE & a9?



> A F AR & - Jerry Baron (IR-4) / Marcos Alvarez (AAFC) (¥4 6-1)

>  FR AR & - Jeroen Meeussen (EU Minor Uses Coordination Facility)
(*i 1% 6-2)

#72 Minor Use 3% - Which paths are being taken?

» Minor Uses % ¥ & - Carlos Alexander Gomes (Brazilian Health
Regulatory Agency) (*# i+ 6-3)

» 27 Minor Use — Kevin Bodnaruk (Grains Research & Development

Corporation) (*4 #* 6-4)

© 233 o= & - Dan Kunkel (IR-4)

=

Codex % OECD ;= { #7 — Xavier Sarda (& + 1 ¥/ %22

(electric Working Group » eWG)) (*« i+ 7-1)

> REAFLFO T ) et 205 8 Rl LR ¢ RE
7% % R ¢ (Codex Committee on Pesticide Residue - CCPR) =**
Minor Use 2. & % 3F £

> OECD RZEAYE 7o iF | mdpf~ 22 {ATHEER

B &R T % 7€k (Joint FAO/WHO Meeting of Pesticide Residue >

JMPR) 2 i¥2+F - lan Reichstein (Australian Government Department

of Agriculture) (¢ 7-2)

Codex ®4 4~ #F 3% - Bill Barney (IR-4) (*d i+ 7-3)

WTO SPS £ f ¢ " R &EA T 7 F 2 HF 2 & 471 iF - Julia

Doherty (USTR for Agricultural Affairs) (*« i+ 7-4)

HZhAS-SRRERETCLERTFFEHRE2ZY 4 - Gord

Kurbis (Market Access and Trade Policy, Pulse Canada) (*« i+ 7-9)



O % B AR & ;2 3 ehIp ik ¥r & k- Janet Collins and Rebecca Lee

@)y

% B : Klaus Berend (Health and Food Safety, European Commission) and
Jeroen Meeussen (EU Minor Uses Coordination Facility) (*« i+ 8-1)

#* % : Peter Chan and Rick Keigwin (PMRA Health Canada) (*# i+ 8-2)

47 7+ Panpilad Saikaew (National Bureau of Agricultural Commodity and
Food Standards, Thailand) (¥4 8-3)

27+ Lucy Namu (Kenya Plant Health Inspectorate Service) (*« i+ 8-4)
7 % ' Daniel Mazzarella (National Animal Health and Agri-food Quality
Service, Argentina) (*& i+ 8-5)

WX -%7 ARk R PR o8 - Luc Peeters and Alan Norden
7 GMUS-2 3] GMUS-3 - Philip Brindle (CropLife International) (* i+
9-1)

ER LR TP 2 F e w — Jessica Christiansen (CropLife
International) (*& * 9-2)

AZEE PRI B2 00 k24 DR el
= ;% -Jason Sandahl (USDA-FAS) (*+ i* 9-3)

B # 4l ¥ enir 4 24 0% - Carmen Tiu (Dow AgroScience) (¥t
% 9-4)

45 R & EERREICF LEf2 — Nina Wilson (Biological Products
Industry Alliance > BPIA) (¥« i* 9-5)

P g B P ehd P EZ E{otp i ¥ 5 hd % - David Cary
(International Biocontrol Manufactures Association > IBMA) (*# i 9-5)

SRR R B & kg 23 ELER - David Wright (EngageAgro)



(*i i 9-6)
OFBAIEFH 16 ThP Ric 2 FRY o frk ki - Peter

Chan and Javier Fernandez

® North America: Jim Cranney (California Citrus Quality Council) / Rebecca
Lee (Canadian Horticultural Council) (*# i+ 10-1 ~ 10-2)

® Asia: Amy Nguyen ( Dragonberry Produce) (*« * 10-3)

® FEurope: Luc Peeters (COPA-COGECA, BelOrta) (¥ i+ 10-4)

® Africa: Kelvin Remen Swai (Tanzania Horticultural Association - TAHA) (%
£ 10-5)

® Latin America: Chilean Grower perspectives — Eduardo Aylwin (Chilean
Food Safety and Quality Agency) (*+ # 10-6)

® Oceania: Jodi Pedrana (Hort Innovation Australia) (*4 i 10-7)

® Grower consultants perspective: How Growers Face the MRL Challenge -
Matt Lantz (Bryant Christie INC.) / Caroline Harris (Exponent International

Ltd.) (4 & 10-8)

O& itk . g:lﬁ—*gs%c FLRAL 6 B2 & B 2t
Fendidg 4+ ¢ R A MH) (R D)
® Fl=idwmER (WEREEHER k)

MEETCH S R REATETH  EF 5 o1 Fauep
#};"%/&'ﬁ“iﬁ ChERF A TR S TR ot~ 2 A—FL?
W E K ERE il F S 0

® i 2313 ‘é‘%(uﬁi&‘-ﬂ.&m@&j\ﬁ)

Y RAd  Sen2R R EAGE TR H R A £



l’if%

i -

v 2R R EA TR TR RGN 4 2

BAHH LR (12 AK PER KF):
BERTRL B R REATFERE R pAT

7oA

B 2 Y I T

B eyt i O ik e

#ork FHRER
I e | LEEKRp £+ % MnorUse & » %2 & & €3k

At g o A 2 aE R o TR T e ¢
2 o
2. b AE kY RAETL AT 0 B sk enip A
FPuR 2 R hE R
(1)7’1&@1?«1%2%:‘153"%@51}’5%%50
() £ 3 B o B eoRedy o =i 0 1 A T

CES S S N AR T A 1
i -

LEATH |1 %4526 L fMRLs ey [ 8 (42 4 B # e

FE AR AAPFit£4)-
(MRLs) 2. fad >3k APEC #2 5 > 1wk = ¢ 42 Codex &p
7 MRLs -
B H | B e o

w o

B ed e B s 0 X R H
BRI HEET SR

T4 o +F

;%_ FAO 4-%t#5 & e e dplena dg 0 LR (T 2 H
wﬂ%whaﬁdﬁﬁiuﬁﬂ’uﬁéﬁﬁﬁﬁ°

1. F £27% MRL i B 7 i 2 B EB~ i 4] o
2. AR ERAFE R foEE L & o
3. %ﬁﬁ #% ~ EUMinor Use #cdp 2 (EUMUDA) > 2 sa 2

BAFE ARG F 2 L RE R -

10




4.3 = MinorUse 123+ £ f ¢ o
5. M4 £ G ¥e i 6 (dodht DI ERE B
#) o

A | 4995 GMUS3 § 3k ¥ SRR RN P o ] R R
VREER R A

ZAREE |14 " OECD e 2 2 £ 4734 FAO g * i o

2. £ ¥R S (Th B2 R Y Bk 0 BER
M TR S K o

3.3% OECD R & ¢ -8 % 7] = (Expert Group
on. Pesticide Residue Chemistry > RCEG) ¥ R B-1TP
A BRI r BRE D FE%kdpe o

4 AR R IFP i B E T RET S FErL R -

O # % 4 it «Going Forward» ; 1 i¥3+34 - Marcos Alvarez, Dan
Kunkel
O2zk > E &% P & TEE RS BEBLER K 2 workshop - Jim Chaput
O%# 4kt g %4 & -LucUrbain
® Ferme hotte et van winden inc. ( & 3%)
> A RBCE I KAEPF 4 2 s ('
AR MA ARG EF L A 3 E
FAM 2z PR FTREAIHMAE LN e (LRI
F)e VEBF 200 chad AR < 2 fEthg REELE X 0 F
R ARG 2 AR F AT ¢ IRl
E I EPE S AL R Tt B RS R WA
5% (R6-B7)-
> A RH R 2 E g /s (Deliaantiqua) 2 B isa iF

/i?@%?fﬁ_i&éﬁziﬂﬂ.l‘fb ;u/ -szﬂ'-'&?fi’ll,{_{_

11



SR ERETRP L RFEF AR Rk AR E ES
AR PTURFE NG RSP R s s (B 8~ B
9 w2 AL B Y P FAA S KRR KT
FBREAREP > A DB VA e B oo LI BN
d 72 g > W20 ER4f % 22 689F > Biswm
Fd 1402 ER 426302 F & E @12+ g LB AY o
AT 5 E K]S A ER PR M 2 BB ik
R 0% ¥ 0 RTINSk M e a) (1€ 2006
EoRREY B ER S 22ugll "2 1 2014 & 0.05uglL) -
> oAtz S RERFELLF ORES BT

e B R S D RRE PR RRAR R RG
RIFRIP I GTHRE > L g0 Bpdadhz 2z e
B G U F S E DY BB F B
TR A ¥ k% (Decision Support System > DSS) » %k &L d
Botrytis squamosa #7514z« & i o Frd ek 27 R F
FFAORRE RGBT E L TR BERE Y 8 5% £ F
BRI HEFERTRY (@ Fp* stemphylum leaf
blight) (%] 10) -

TR EF ERI I 0T

A4
\\\Xr

FPEC L RIE Bk B EE
ﬁ’ﬂ%Tﬁﬁﬁﬁﬁ%ﬁ%&@’ﬁ%ﬂ#ﬁaﬂ(@é
THEA) R pEeite KD (B B12) o

® AAFC Saint-Jean-sur-Richelieu Research and Development Centre (4: £

12



<~ B ¥z B ¥ 3 538 Saint-Jean-sur-Richelieu v & :E5% ¢ <) :
» % IR4GLP v Figsk A2 % & &
g X B EZ2 PR ¥ G RAr 2 Saint-Jean-sur-Richelieu

0 REY T EFEY ORI 1912 E AR A g 2 2
GoARiE 245 2 o pp e £ X FETR L R REL T
5 %8 MinorUse++ 3 » 8 v Fgs%ad & A2 - > 4phd
kIO & 49 % 7 4 it (Good Laboratory Practice » GLP)
# o (W13)

IRDA - Research Center De Saint-Bruno (IRDA #= 3 # ) :

IRDA % - e 1= 7 =& > * 1988 £ d the Ministere de
I'Agriculture, des Pécheries et de I'Alimentation (MAPAQ) ~ the Union of
Agricultural Producers (UPA - L'Union des producteurs agricoles) ~ the
Ministére du Développement durable, de I’ Environnement et de la Lutte
aux changements climatiques (MDDELCC) %  the ministere de
'Economie, de I'lnnovation et des Exportations (MEIE) % 4 i ¥ = |
FEHR HRGEANTEFERNERFELERETL R

FAeRR B G L ELIAT o IRDA & £ 2 805 hfl FAL % o

Q.

Py Lty Leir 100 BFETER - (B 14)
> ﬁgu&i%ﬁﬁﬁﬁ%@ﬁgipf:
FEIRPHTORET NG R " S EART 2 A
T A o 22 PR KNL L2 %P ORF o (B 15)
> AR L EBL ULk TR RER Y BEAC

B g RS FEHOT RO LERY UE G NLE



10 &% > 4L FAO %4 % 1 Benxzp > £ 1735 % %hiH (GMUS) )
o b BRSO MW ST IR B ER G R4 3 E e g
R NUERR S SR PR L £ 4§ EE
o iz 10 #/F > AFp 2009 EAzdnd TR B * R

pub
i
3
XY
fa
Y
N
R

FIRTE UL R T C BN RN s R R R TR b
AR AL o G W3 5 BRI EH T RAP M i 0 3 A
FHRERES i T e e W AR (LY

3EWRT) 5L LT A R R T R 2

AR 2 AP e RS 0 L RSRIER BB s & k4
A2 ip e

AT E A > d FRIR4 L HE > I d 4 £+ AAFC ~ PMRA %
B2 4232 Mnor Use 3% > 5P p % 2 =X 230 8 iF
YBEAE (GMUS-2) 212 > 2014 222 d P2 A ¢ = B 1

7 e Minor Use fb > 34 Jf;‘ﬁ# od B o ¢ 4 R p_?k
(European and Mediterranean Plant Protection Organization- EPPO) 2 #% »

i BE e R RRfrR i FFe o B i 3 £ 5 4

3% 5 € A WAt Minor Use shf® 4872 # 4 e 3 # 2 27> 7
My e BT ARSI EE o P AT BE R F

HES CBREEF Y S AT A 2GR E o V3

Wofpe &z k2 FALE (http//www.eumudaeu/) o d xR S B

14



i

ARz - s NPT FEFMEIESEE o
YREZIBEASN TR GEFHRA LN > 2T P RE
MR B R LA ERATEET Y > K4 N2
B %3 A —"%Kffgﬁéa}/&tﬁ% Minor Use ¢t 5 & # %7332 & ¥ B
FoRr%4 Codex -2 » rijp b 2Lpd fLf & Hisk o STDF # 1 22 %
R2FIRRRELF T b F o e R K dan i
FaRFEE A1 Nz Codex 2% o @ d 3 H & (ThR

7S LARBRE BB Rt Codex & fo 2t F e

ROt

M

Wi 2 i & GLP Rgeenn 2 F ok g4 (v

i

ﬁhu//f-ﬁ B
Bt H AR R A ST B o ARG LA HFRT p R s B EA

G MR SRERFEL R IR S G TR

p

l_)_r
B

EEAGHRPIZLT VAR g e % F i

SIS

U & A RRF AP BAERE > & 7 F 295 Codex #7372 R -

RN AR L EAT R

_L‘}W
i
lm}
ﬂ..
Oy
o
o
i
S
A

g2t agflen (0T JAEFEN) &R EnmE 2 g2

PRI B R

i\
N
s:\\
>

By
A

4
Kl
.‘Tﬂ'
& W
W

;7—.‘\
T
R
2
-
+
i
\ﬁﬁ
}iﬂ
o
i
il
G SF
&~
i}
.
1_\
I
=
ety
Nt
JfW
it
\
‘..\
&
Sy
{59

15



}=4

FEPGRGE RARE LA FERELTR A0 B
LR/ 5 KMo

R
FAFEREREG > TR IR FARERZL L RIFFHIE

ERa n«f #Z 5% > & (Ministry of Food and Drog Safety, MFDS) #
Gp 2017 #1091 pABEASHT MBI EE BT RS EITH
FHREATLEEFFEL S A 7041& (PLS) > xFE3- 2019 &
PP AL F s PLS 2t et B A s 0 3 SR 3 (T e
BORaA L R EAGIREDE 0 EEHIRERTE R k4 0
PAREN LR FR R FEF AR B R IFRRF A

NERH o AT ERFE AR LB RRER > WG

«

i
FIA B ke~ 3R AT4cH § iRl A - AT
3 f j

MR NP A G AERAE R R AR AAE =2 6 S 4R
SRV L NEEEE R R T 8

CREHFRATIA FRLGE R ERERG R A A

HRATVIE R PARS Y % 2o LERTIOAN I RIT

PSR R A 0 R Fie 3V LR (S B % MRL 32 47
BERAL - A TR R FRZFELITFAF I 2SR
%‘%zﬂ%?%ﬁiﬁ%w%&&,_ﬂ*ﬁﬁiﬁﬁ%ﬁﬁ

1
7

AN

o
> T

“&.r

£ 5 fRARS B2 BRI R P FEFA L ¥
o ARE AP MER o REE PR L K RE R R
AR R 5 2 RATR L RARA

ERRNG R IR £ T £ RIS (Fh SRR (8



FHRGONA FHRAEL A Fe- HEWLEALT S

i

i 2
FR AR AT LREP ZCRFRRLF %2275
AR- RO ARRCTEE Y R F G SN AT 2 R 3 o
B AKEHRARTHEF L RELRNEN LRSS LTS o %
WHEEAARHFLEN A SRR T BT HERRP R
FEmd S RERAG LT 2 THRELAST

17



T~ % =

it 1| 2 mik AR

The Fairmont Queen Elizabeth Hotel
Montreal, Quebec, Canada
October 1-4, 2017

PROGRAMME

Filling the Tool Box for Growers:
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Septemher 30™ 2017

16:00-18:00 Registration

DAY 1-Sunday, October 1%, 2017

8:00-17:00 Registration

8:30-11:00 Pre-meeting on |[ESTI— Av.
VYan-Horne Room

11:30-12:45 Lunch {buffet) — Square
Dorchester Room

13:00-14:10 Place du Canada
Boardroom

Welcome and Opening Remarks by the

following:

CHAIR: Marcos Alvarez

e Pest Manageament Centre (PMC) Executive
Director —Marcos Alvarez

® Agriculture and Agri-Food Canada (AAFC) —
Christiane Deslauriers, Directar General,
Coastal Region, Science and Technology
Branch

* United States Department of Agriculture —
Raobert Macke, Deputy Administrator, Office
of Agreements and Scientific Affairs,
Foreign Agricultural Services (USDA-FAS)

e Croplife Canada/CropLife International —
Pierre Petelle

¢ FAQ Opening Remarks —Baogen Gu

* |R-4 Opening Remarks — Jerry Baron

Overview of the GMUS-2
work plan — Dan Kunkel

14:10-14:15

14:15-14:20 Purpose of the GMUS-3
and Objectives —Marcos

Alvarez

14:20-14:45 Capacity Building Updates

since the GMUS-2

MODERATORS: Jason Sandahl / Michael
Braverman

Progress and outputs from the three Standards

Trade Development Facility (STDF) capacity

building projects

e ASEAN — Ngan Chai Keong— Malaysia

e Latin America — Adriana Castafieda -
Colombia

e Africa - Paul Osei-Fosu —Ghana

14:45-15:15 Minor Use Programs,
Development of dedicated
minor use programs
{including models &
funding to establish such
programs)

MODERATOR: Marcos Alvarez

Established Minor Use Programs — How did we
get here?

* North American Perspective — Jerry Baron

e EU Coordination Facility - leroen Meeussen

Emerging Minor Use Programs — Which paths
are beingtaken?

e Brazil — Carlos Alexander Gomes

e Australia —Kevin Bodnaruk

15:15-15:45 Health Break

15:45-17:30 Global Harmonization
Efforts

MODERATOR: Dan Kunkel

15:45-16:15 Codex and OECD updates —
Xavier Sarda (Chair of
eWG)

e Brief averview of the Committee on
Pesticide Residues eWG on Minor Uses final
report from 2015 CCPR

e OECD Residue Expert WG Update including
Guidance documents, new and updated

Link to Day | Presentations
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16:15-16:30 JMPR work plan —lan
Reichstein

16:30 —-16:45 Codex Crop Group Update
Bill Barney

16:45-17:00 WTO SPS Committee:
Recent work on Pesticides
MRLs —Julia Doherty

17:00-17:15 International Agri-Food
Network’s MRL efforts —
Gord Kurbis

17:15-17:30 Wrap-up Day 1 and Review
Day 2 Schedule — Dan
Kunkel

18:00-20:00 Reception offered by Crop
Life Canada and CroplLife
International — Terrace or
Square Victoria
Room

DAY 2 —Monday, October 2™, 2017
Place du Canada Boardroom

MODERATORS: Janet Collins and Rebecca Lee

0830-10:00 A Regional Look at the
Regulatory Landscape:
Enabling Current and
Future Opportunities

08:30-09:00 Eurcpe: Klaus Berend and
Jeroen Meeussen

09:00-09:15 North America: Peter Chan
and Rick Keigwin

09:15-09:30 Asia: Panpilad Saikaew

09:30-09:45 Africa: Lucy Namu

09:45-10:00 Latin America : Daniel
Mazzarella

e PBrief Information on BOGs:
Moderators

10:00-10:30 Health Break

10:30-12:00 Breakout session #1 to
discuss:
Key policy considerations, global data sets,
incentives for industry and harmonization,
communication. What are some of the key
science and policy considerations of working
cooperatively on regulatory reviews? Capacity
needs for Regulatory, Industry and other data
generators.

Breakout Group Meeting rooms: Rue McGill,
Rue Sherbrooke, Rue Mansfield, Rue Saint-
Denis, Rue Notre-Dame, Rue Sainte-Catherine

Leads for the Breakout Groups

Kevin Bodnaruk (AU}

Lois Rossi (US)

Jeroen Meeussen (EU)
Carlos Alexander Gomes (BR)
Sheridawn Schoeman {(UK)
Magda Gonzalez Arroyo (LA)

12:00-13:30 Lunch Break —Square
Dorchester Room

MODERATORS: Luc Peeters and Alan Norden

13:30-15:00 Plant Protection Industry
Perspective: Successes,
Challenges and Enabling
Opportunities

13:30-13:35 Introduction: From
GMUS-2 to GMUS-3
— Philip Brindle

Link to Day 2 Presentations




13:35-13:55 Overview of Industry
Considerations for Minor
Crop Registrations —

Jessica Christiansen

East African Community
Efforts to Harmonize
Pesticide Regulatory
Systems: A Model
Approach for Regional
Solutions - Jason Sandahl

A Manufacturer’s
experience with Capacity
Building — Carmen Tiu

13:55-14:15

14:15-14:35 Biopesticides: Regulatory
Hurdles and Common
Misperceptions — Nina

Wilson

Dynamics of a Rapidly
growing BioProducts
Industry and Trade
Association — David Cary

14:35-14:45 Minor Uses: A regional
perspective. A global View
—David Wright, Engage

Agro
14:45-15:00 Questions and Answers
15:00-15:30 Health Break

Breakout session #2 to
discuss:

15:30-17:00

Considerations for greater implementation of
global data sets, other incentives for industry
that add value to minor uses. Global data
generation and capacity building for prospects
for global data generation hubs.

Breakout Group Meeting rooms: Rue McGill,
Rue Sherbrooke, Rue Mansfield, Rue Saint-
Denis, Rue Notre-Dame, Rue Sainte-Catherine

Leads for the Breakout Groups:

Andreza Fantine Martinez (BR)

Patty Vandierendonck (CND)

Eduardo Aylwin {Chile)

Sheridawn Schoeman /Angel Saavedra (UK /
MX)

Michael Braverman {US)

David Cary (BPG-IBMA}

17:00-17:30 Report back of Breakout

sessions #1 — BOG Leads

17:30-18:00 Report back of Breakout

sessions #2 — BOG Leads

18:00-18:15 Wrap-up of Day 2 —

Moderators

DAY 3 —Tuesday, October 3rd, 2017
Place du Canada Boardroom

MODERATORS: Peter Chan and Javier
Fernandez

08:00-10:00 A Regional Look at Grower
Challenges and Engagement: Enabling
Current and Future Opportunities

08:00 - 08:25 North America: Jim Cranney
/ Rebecca Lee

08:25 — 08:40 Asia: Amy Nguyen,
Dragonberry Produce

08:40 - 09:00 Europe: Luc Peeters, COPA-
COGECA, BelOrta

09:00-09:15 Africa: Kelvin Remen Swai,
TAHA, Tanzania

Link to Day 3 Presentations
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09:15-09:30 Latin America: Eduardo
Aylwin — Chilean Grower
perspectives

09:30 -09:45 Oceania: Jodi Pedrana, Hort
Innovation Australia

09:45-10:00 Grower consultants
perspective: Matt Lantz /
Caroline Harris

10:00-10:30 Health Break

10:30-12:00 Breakout session #3 to
discuss:

Databases, grower challenges, MRLs and access
to pest control products, secondary standards,
communication

Breakout Group Meeting rooms: Rue McGill,
Rue Sherbrooke, Rue Mansfield, Rue Saint-
Denis, Rue Notre-Dame, Rue Sainte-Catherine

Leads for the Breakout Groups:

Rebecca Fisher (NZ)
Cary Gates (CND)
Kevin Bodnaruk (AU)
Tom Prado (BR)
Matt Lantz (US)
Vivian Powell (UK)

12:00-13:30 Lunch Break — Square
Dorchester Room

13:30-14:00 Report back from Breakout
sassion #3: BOG Leads

14:00-17:30
MODERATORS: Lois Rossi, Alan Norden

Overview of the Recommendations from
the Breakout Sessions

e Discuss and refine conclusions and
recommendations with breakout groups

e Circulation of each group’s draft conclusions
to all participants

Identification of key actions items from all
Breakout sessions

15:30—16:00 Health Break

16:00—17:30 Development of the “Going
Forward” Work-plan

17:30 Wrap-up of Day 3 and Review of
Day 4 Schedule

DAY 4 - Wednesday, October 4", 2017
Place du Canada Boardroom

MODERATORS: Co-chairs of the Summit
(Marcos Alvarez, Dan Kunkel)

08:30—09:15 Presentation on the «Going
Forward» Work-plan
e Wrap-up of Conclusions and
Recommendations

Global Minor Use Priority Setting
Workshop

MODERATOR: Jim Chaput

09:15-10:00

s Introduction to the 2™ Global Minor
Use Priority Setting Workshop —
Jim Chaput

Link to Workshop Presentations
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s Introductions —ALL

» Priorities from the first Global Minor
Use Priority Setting Workshop and
progress to date — Dan Kunkel

e Guidelines and process for the 23
Workshop —Jim Chaput / Mario
Wick

+ Update of Global minor use priority
database; explaining how we narrow
down the list —Mario Wick /Jim
Chaput

10:00-10:30 Health Break

10:30-12:00 Discussion and refinement
of priorities

12:00-13:30 Lunch Break —Square
Dorchester Room

13:30-15:30 Final discussions,
refinement of priorities (as
required), next steps and
wrap-up —Jim Chaput /
ALL

15:30-15:45 Heath Break

15:45-16:15 Closure of the Second
Global Minor Use Priority
Closure of the Third Global
Minor Use Summit —
Marcos Alvarez and
Dan Kunkel

Information for the Field Tour
particinants - Luc Urbain

GMUS-3
SMUM-3
CMUM-3

23




e 9 )
2 | AREEAR LETH
First Name |Last Name Job Title Association Address City Prov |Postal Country Telephone Fax Email Sector
States |Code
John Abbott Federal Regulatory Team Lead |Syngenta Crop Protection LLC 410 Swing Read S. Greensboro  |NC 27410 USA 336-253-9666 john.abbott ngenta.com Registrant
Mohammad |Abdul Rahim Department of Agriculture Malaysia - |Level 4, Wisma Tani, Jalan Kuala Lumpur 50632 Malaysia 60123163242 nazrulfahmif doa.gov.my Govermment
MNazrul Fahmi Pesticide Control Division Sultan Salahuddin
Frederico Abrego Agronomy Engineer Ministerio de Desarrollo Tocumen, Sector Sur A, Casa |Panama City Republica |(507) 220- fabregofdmida.gob.pa Government
Agropecuario L-56, Republic of Panama de Panama |0733, 6682-
7861
Eric Acquah Grower Ghana Cassavan Union Adolf-Reichwein-Str.30 Bremen 28329 Germany  [00491521717 ericf@acqguahmeyer.de Grower
6291
Michael Aerts Director Florida Fruit and Vegetable P.O. Box 548153 Maitland FL 32794 USA 321-214-5200 |321-214-0210 |mike.aerisgDffva.com National
Association
Mohammed |Akalach Chef d'étude / Study Lead AAFC - Pest Management Centre CRDH, 430 Boul. Gouin St-Jean-sur- |QC J3B ZE6 |Canada 450-515-2003 |450-346-7740 |rnohammed.akalach@agr.gc.ca Government
Richelieu
Jennifer Allen A/Section Head Entomology AAFC - Pest Management Centre 420-4321 Still Creek Drive Bumaby BC V5C 657 |Canada 604-292-5884 |204-292-5891 |jennifer.allen@agr.gc.ca Government
Leticia Altafin Federal Inspector Ministry of Agriculture, Livestock and |Avenida Dois Cérregos, 3292 |Piracicaba 13423-100 |Brazil 55-19- leticia.altafin@agricultura.gov.br |Government
Food Suppy 999450494 |
Marcos Alvarez Executive Director AAFC - Pest Management Centre 960 Carling Ave., Building 57 [Ottawa ON K1A 0OC6 |Canada 613-759-7431 |613-759-1400 |marcos.a|varez@aqr.uc.ca Government
Maria Alvarez De La Cruz Ministry of Public Health and Social |KM 22 Carretera Al Pacifico Barcela Villa Guatemala |50255693870 alvarez.gabriela@ins gob.gt Government
Gabriela de Morales Assistance Nueva
Douglas Anspaugh BASF Corporation 26 Davis Drive Research 27708 USA 973-870-7687 douglas.anspaugh@basf.com Registrant
Triangle Park
Gonzalo Aranda Alvarez Professional of the Department |Agricultural and Livestock Service Av, Presidente Bulnes 140 Santiago Chile 56977872114 onzalo.arandai®sag.gob.cl Government
of International Negotiations (SAG)
Shirley Archambault Mational and International AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1AQCE |Canada 613-759-7714 |613-694-2525 |shirey.archambault@agr.gc.ca |Government
Relations Officer
lakeli Arias Mendez Engineer Ecuadorian Agency for Quality Av. Eloy Alfaro y Av. Ecuador 59395885721 jakeline arias@@agrocalidad. gob.e | Government
Fernanda Assurance in Agriculture Amazonas 5] c
(AGROCALIDAD)
Eduardo Aylwin ACHIPIA Calle Mueva York N* 17, 4to  |Santiago Chile 56962370146 eduardo.aylwin@achipia.geb.cl |Government
piso
Jennifer Ballantine A/Research Sites Manager AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1A OCE |Canada 613-759-7953 |613-759-1400 |jenniferballantinef@aqgr.gc.ca Government
Edwin Samir |Barbosa Angel Quimico MSC., Investigator Corporacién Colombiana de Km 14 via Bogota Mosquera, |Cundinamarca 110831 Colombia |57 14227300 esharbosaf@corpoica.org Government
Master Investigacion Agropecuaria Centro de investigacién % 1330
CORPOICA Tibaitata
William Barmney Associate Coordinator, Crop IR-4 Project Headquarters, Rutgers |500 College Road East, Suite |Princeton MNJ 08540 USA 732-932-9575 |609-514-2612 |bamey@njaes.rutgers.edu Other
Grouping University 201 W ext. 4603
Jerry Baron IR-4 Executive Director IR-4 Project Headquarters, Rutgers |500 College Road East, Suite |Princeton NJ 08540 UsA 732-932-9575 [609-514-2612 rbaron njaes.rutgers.edu Other
University 201 W ext. 4605
Isha Isahu Barrie Women's Cooperative CoordinatdSierra Leonean Youth Agricultural 2 Salt Pond, Portor, Juba Hill |Freetown 23222 Sierra Leong| 23279998778 slyacdof@gmail.com NGO
and Community Development
Organization
Karen Bedford Study Lead, Pathology AAFC - Pest Management Centre PARC-Summeriand, 4200 Summerland |BC VOH 120 |Canada 250-484-6370 |250-494-0755 |karen.bedford@@aar.ge.ca Government
Hwy. 97, Box 5000
Miki Bennett Science Coordinator Ontario Greenhouse Vegetable 32 Seneca Road Leamington (o] MNEH 5H7 |Canada 519-326-2604 [519-326-7842 |nbennett .com Grower
Growers
Kimberly Berry Director, Regulatory Data Bryant Christie Inc. 500 Union Street, Suite 701 Seattle WA 98101 UsA 206-292-6340 kimberly.ber| bryantchristie.co |Other
m
Iris Bitterlich Consultant Camas Agri Consulting, representing |8406 Gala Crescent Osoyoos BC VOH 1V2 |Canada 778-836-1963 iris bitterlich@telus net Grower
BCGGA and OGVG
Kevin Bodnaruk Consultant Horticulture Innovation Australia Ltd. |26/12 Philip West Pymble 2073 Australia 61 284993833 kevinakci@bigpond.net au National
Daniel Botts Vice-President Industry Florida Fruit and Vegetable P.O. Box 948153 Maintland FL 32794- USA 321-214-5222 |321-214-2010 |daniel boits@@ffva.com MNational
Resources Association 8153
Susan Botts Florida Fruit and Vegetable P.O. Box 948153 Maintland FL 32794- UsA 321-214-5222 daniel. bolts@ ffva.com Mational
Association 8153
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Corporation (GRDC)

First Name |[Last Name Job Title Association Address City Prov |Postal Country Telephone Fax Email Sector
States  |Code
Michael Braverman Manager, Biopesticide & Organic |IR-4 Project Headquarters, Rutgers |500 College Road East, Suite |Princeton MNJ 08540 Usa 732-932-9575 |609-514-2612 |mbrave@@njaes rutgers edu Other
Support Program University 201 W ext. 4610
Philip Brindle 8r Manager Global MRLs & BASF Agricultural Solutions 26 Davis Drive Durham NC 27705 UsA 919-547-2654 |919-547-2850 |philip.brindlef@basf.com Registrant
Import Tolerances
Patrick Bulman Bayer CropScience Inc. Suite 200, 1st Floor, 160 Calgary AB T2C 3G3 |Canada 403-723-7452 |403-723-T486 |patrick bulmanf@bayer com Registrant
CQuarry Park Blvd,, S.E.
Stefan Bussmann PMC Communications AAFC - Pest Management Centre 966 Carling Ave, Bldg 57 Ottawa ON K1AOCE |Canada 613-759-7583 |613-694-2525 |stefan bussmann@agr.ge.ca Government
Eric Candanedo Study Director Instituto De Investigacion Urbanizacion Miraflores, Calle | Panama Repuiblica |(507) 6672 emcandanedo@amail.com Government
Agropecuaria de Panama (IDIAP) 79 B Qeste de Panama |3420 (Mobile)
David Cary Execitive Director IEMA Rue de Treves 61 Brussels 1040 Belgium 44777551484 david.cary@@ibma-aglobal.or Registrant
Biocontrol / biopesticide industry 0
Adriana Castaneda Director of Analysis and Instituto Colombiano Agropecuario  |Av. El Dorado No.1 858 09 Bogota D.C. 110931 Colombia  |3132865873 luz castaneda@ica.gov.co Government
Diagnosis Piso 10
Rene Castro Professional Especializado Instituto Colombiano Agropecuario  |Av. El Dorado No. 42-42 ICA  |Bogota D.C 111321142|Colombia  |57-236686827 rene.castrofica.gov.co Government
X 5273
Jose Luis Causadias Ingeniero Agronomo Fitotecnista |IDIAP Instituto de Investigacion Arraijan, Republica de Panam |Arraijan Repiblica |67265557 ﬁcausadiasm mail.com Government
Samaniego Agropecuaria de Panama é de Panama
Pranjib Chakrabarty Assistant Director General (Plant |ICAR, Krishi Bhawan Dr Rajendra Prasad Road New Delhi 110001 India 91-11- adgpp.icar@nic.in Government
Protection and Biosafety) 23384414 i >
Peter Chan Director General, Health Health Canada, Pest Management 2720 Riverside Drive Ottawa ON K1A OKS |Canada 613-736-3510 |613-736-3908 |peter.chan@@canada.ca Government
Evaluation Directorate Regulatory Agency
Julie Chao Senior Technical Advisor USDA, Foreign Agricultural Service |1400 Independence Ave. SW |Washington DC 20250 USA 202-378-1058 julie.chaogdfas.usda.gov Government
Jim Chaput Provincial Minor Use Coordinator |Ontario Ministry of Agriculture, Food |1 Stone Reoad West Guelph ON N1G 4Y2 |Canada 5919-826-3539 |519-826-4964  |lim.chaput@ontario.ca Provincial
and Rural Affairs
Paulina Chavez del Despd |Technical Advisor of the Ministry of Health Menjitas 565, Piso 10, Oficina |Santiago Chile 562-25740619 pchavez@dminsal.cl Government
sito Department of Nutrition and 1012
Foods
Brenda Itzel |Checa Crrego Ministerio de Desarrollo Villa Lucre Street 17, home 50 |san Miguelito Republica |507 5241316 bechecaf@mida.gob.pa Government
Agropecuario de Panama
Audrey Chen Pr. Research Associate FMC Corpporation 701 Princeton South Corporate|Ewing NJ 19067 USA 609-963-6757 audrey.chen@fme.com Registrant
Center
Zhongxiao  |Chen Michigan State University - IR-4 3900 Collins Rd. Suite 1031B |Lansing M 48910 USA 517-336-4673 |517-432-2098 |chenzho@msu.edu University
Michael
Jessica Christiansen North America Regional Crops  |Monsanto Company 800 North Lindbergh Blvd. St-Louis MO 63167 USA 314-694-2321 lessica.christianseng@monsanto.c|Registrant
Revenue and Product lom.
Optimization Lead
Cheryl Cleveland Global Consumer Safety BASF Corporation 26 Davis Drive Research NC 27709- UsA 919-547-2407 cheryl.clevelandi@basf.com Registrant
Triangle Park 3528
Jason Cochran International Program Specialist |USDA, Foreign Agricultural Service 1400 Independence Ave, SW |Washingten DC 20250 USA 202-720-2974 jason.cochranifas. usda gov Government
Janet Collins Executive Vice President, CropLife America 1156 15th St. NW, Ste 400 Washington DC 20005 UsA 703-868-3280 jcollins@ croplifeamerica.org Registrant
Science and Regulatory Affairs
Beth Connor Registration & Development Valent Canada, Inc. 56-124 Gosling Gardens Guelph ON N1G 5K6 |Canada 519-767-9262 beth.cennor@valent.com Registrant
Manager
Mathieu Cote Agent de développement pour ' |Ministére de I'Agriculture, des Pé 200, chemin Sainte-Foy, 10e & |Québec Qc G1P 2v3 |Canada 418-380-2100 |418-380-2181 |mathieu.cote@mapaa.gouv.gc.c |Government
homologation des pesticides et |cheries et de I'Alimentation du Qué  |tage % 35577 EX
des biopesticides bec
James Coupland Director Farm Forest Research Inc. 196 Parkview Drive, Box 910 |Almonte ON KOA 1AD |Canada 613-286-2644 couplandjg@hotmail.com Cther/CRO
David Courcelles Study Lead AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1A OCE |Canada 613-759-1302 |613-758-1400 |david.courcellesfagr.ge.ca Government
Friedel Cramer Head of Division Plant Protection |Federal Ministry of Food and Rochusstraiie 1 Bonn 53123 Germany  |49228995294 4922899529426/ friedel.cramer@bmel.bund.de |Government
Agriculture 66 2 S12@bmel bund.de
|James Cranney President California Citrus Quality Council 853 Lincoln Way, Suite 206 Auburn 95603 USA 530-885-1894 |'|cranne1@ccuc.oru National
Gordon Cumming Manager Crop Regulation Grain Research and Development PO Box 5367 Kingston 2604 Australia 61472832502 (gorden.cumming@@grde.com.au  |Research
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First Name |Last Name Job Title Association Address City Prov Postal Country Telephone Fax Email Sector
States  |Code
Lesley P. Czochor Senior Product Registration DuPont Crop Protection USA Stine-Haskell Research MNewark DE 19711|USA 302-366-5268 lesley.p czochorf@dupont.com Registrant
Manager Centre, 5315/1363, 1080
Elkton Road
Joe DeFrancesco Oregon State University 3135 NW Lynwood Circle Corvallis OR 97330[USA 541-829-4950 defrancif science.oregonstate.ed|Government
Courtney DeMarco CroplLife America 1156 15th St. NW, Ste 400 Washington DC 20005 USA 703-868-3280 cdemarcof@eroplifeamerica.org |Registrant
Todd Denefro Federal Regulatory Manager ADAMA US 3120 Highwoods Blvd,, Suite |Raleigh NC 27604 USA 919-256-9317 todd. denofrec@@adama.com Registrant
100
Christiane Deslauriers Director General, Coastal Region|Science and Technology Branch, 32 Main Street Kentville NS B4M 1J5 |Canada 902-365-8514 |902-365-8455 |Christiane Deslauriers@aar.ge.c |Government
Agriculture and Agri-Food Canada a
Samba Diac Ba Ingénieur agronome, Comite National du CODEX, Ministeé |Direction Protection des Vegé |Dakar 20 034 Senegal 22177546319 Government
Coordonnateur du Comité re de 'Agriculture et de 'Equipement |taux - KM 15, Route de 0 sambadiaa2001 hoo.fr
CODEX sur les fruits et Iégumes [rural Rufisque -
frais
MNar Diene Bictoxicologue, Coodonnateur  |Comité Mational CODEX Centre Anti-Poison CHU Dakar 10 700 Seénégal 22177649615 Snardiene@yahoo.fr Government
National Comité CODEX sur les |Alimentarius, Ministére de la Santé |FANN / Dakar Sénegal 6
contaminants
Carl Dion Laplante Consortium PRISME 291 de la Coopérative Sherrington  |QC JOL 2NO  [Canada 450-454-3992 cdion@prisme.ca Other
Julia Doherty Deputy Assistant USTR for Office of the U.S. Trade 1847 California St NW Washington DC 20009 UsA 202-395-9559 Jdohel usir.ecp.gov Government
Agricultural Affairs Representative
Nathalie Doré Senior Trade Policy Analyst Agriculture and Agri-Food Canada 1305 Baseline Road Ottawa ON K1A 0OC5 |Canada 613-773-1634 |613-773-1855 |nathalie doref@agr.ge.ca Government
Dirk Drost Head, North America R&D Syngenta Crop Protection, LLC 410 Swing Rd Greensboro  |NC 27409 USA 336-632-7510 dirk drost@@syngenta.com Registrant
Project Management
Claude Dubois Product Development & AEF Global Inc. 925 rue Calfats Lévis QcC G6Y 9E8 |Canada 581-994-3117 |418-835-2112 |cdubocisi@@aefglobal.com Registrant
Technical Services Director
Mark Ddungu Lukaga Managing Director ADAS AND ARK P.O. Box 25765 Kampala, Plot [Kampala 256 Uganda 256-414-669 |256-414 695 markdunguS@gmail.com Naticnal
60 Kampala Road 312 713
Jean-Frang |Dubuc Biclogiste, Responsable d'étude |AAC - Centre de la lutte 430 Bivd Gouin St-Jean-sur- |QC JAB 3E6 |Canada 579-224-3124 |579-224-3199 |[ean-francois.dubuc@@agr.gc.ca |Government
0is adjoint antiparasitaire Richelieu
Frank Englert International Program Specialist |USDA, Foreign Agricultural Service [1400 Independence Ave, SW [Washington DC 20250 USA 202-720-2974 frank englerti@fas usda.gov Government
Paul Enwerekowe Senior Policy Analyst Health Canada, Pest Management |2720 Riverside Drive Ottawa ON K1AOK9 |[Canada 613-736-3389 paul.enwerekowef@canada.ca |Government
Regulatory Agency
Julius Fajardo Senior Plant Pathologist USDA Office of Pest Management  [1400 Independence Ave, SW. |Washington |DC 20250- USA 202-720-3186 |202-720-3191  |julius fajardo@ars.usda.gov Government
Policy Room 3871-South Building 0314
Leslie Farmer Manager, Pesticide Risk AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1AQCE |Canada 613-694-2438 |613-759-1400 |leslie farmer@®aar.gc.ca Government
Reduction Program
Dereck Ferguson Grower Vegetable Research & Innovation 140 Pukekura Settlement Hastings 4178 New 64 027 807 dereckf@brownrigg.co.nz Grower
Board C/O Brownrigg Agriculture Road, Poukawa Zealand 4575
Javier Fernandez LLM CroplLife Latin America Oficentro Trilogia Oficina 112 |Escazu Qoooo Costa Rica |506 83154012 jffemandez{@ croplifela.orn Registrant
torre 1
Jessica Fernandez Registration Manager Bayer CropScience Inc. USA 2 T.W. Alexander Drive Durham NC 27708 USA 919-475-1100 jessica fernandez@bayer.com Registrant
Adam Finch BASF Corporation 26 Davis Drive Durham NC 27709 USA 919-547-2275 adam finch{@basf.com Registrant
Rebecca Fisher Consultant for NZ Horticulture Market Access Solutionz ‘Wellington Wellington 6021 New 04 917 7163 Rebeccaf@ Solutionz.co.nz Other
Industry Zealand
Laura Forbes Registration Officer Sylvar Technologies Inc. 1350 Regent Street, P.O. Box |Fredericton NBE E3B 5PY |Canada 506-452-3818 |506-452-4178 |lforbes@sylvar.ca Registrant
4000
Elizabeth Fortier Agente de projet Association des Producteurs Marai  |905, rue du Marché Central Montreal Qc G1T 2K8 |Canada 514-387-8319 |514-387-1406  |efortier@apmguebec.com Grower
chers du Québec
Christine Gagnon Project Coordinator AAFC - Pest Management Centre  [980 Carling Ave., Building 57 |Ottawa ON K1A OCE |Canada £13-759-7393 |613-759-7400 |christine gagnonf@agr.ge.ca Government
lan Gardiner Submission Manager AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1AQCE |Canada 613-759-1581 |613-694-2323 |jan.gardiner@agr.gc.ca Government
Cary Gates Pest Management Director Flowers Canada Growers 45 Speedvale Ave E., Unit 7 |Guelph ON N1iH 1J2 |Canada 519-836-5495 |519-836-7529 |caryf@fco.on.ca National
Christopher |Gee Field Development Rep Il |ISK BioSciences 7470 Auburn Road, Suite A Concord OH 44077 USA 440-357-4644 |440-357-4661 eeciiskbc.com Registrant
Mark D. Gelin Manager, International ISK Biosciences Corporation 7470 Auburn Road, Suite A Concord OH 44077 UsA 440-357-4644 |440-357-4661 |gelinm@iskbe.com Registrant

Registrations
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Nicole Gentner Regulatory and Minor Use Bayer CropScience Inc. 1125 Colonel By Drive, CTTC, |Ottawa ON K1S5R1 |Canada 613-784-4002 |613-722-1407 |picole gentneri@bayer.com Registrant
Coordinator Bldg 29, Ste. 3800
Magda Gonzalez Arroyo Servicio Fitosanitario del Estado, Sabana Sur, Contiguo al San Jose Costa Rica |(508) mgonzalez{lsfe qgo.cr Government
Ministerio de Agricultura Edificio del Ministerio de 25493600
Agricultura
Anna Gore International Trade Specialist USDA Foreign Agriculture Service 1400 Independence Ave SW |Washington DC 201250 UsA 202-720-5620 anna.goregfas.usda gov Government
International Regulations and
Standards Division
Baogen Gu Head of Pest and Pesticide Food and Agriculture Organization, |Viale delle Terme di Caracalla |Rome 00153 Italy 0039 06570 International
Team, Plant Production and United Mations Baogen.quifac.or
Protection Division
Papa Sam |[Gueye Administrateur général, Directeur|Centre Régional de Recherches en  |Km 15 Route de Rufisque villa | Thiaroye Azur- Séneégal 22177563116 Other
Ecotoxicologie et Securité N° 53 cité Sepco 2 Dakar 3 :
; : psamaueyve@hotmail.com
Environnementale, Fondation
CERES Locustox
Mingcheng |Guo Institute for the Control of Room 512, 22 Maizidian Beijing P.R. China |086-10-5919- [guomcI0ED 163.com Government
(Agroechermicals, Ministry of Street, Chaoyang District 50786
Agriculture (ICAMA)
Gabriel Gutierrez APEAM Ave Tlaxcala 1675 Uruapan 801680 Mexico 01524523300 (ggutiemrezfdapeamac.com Grower
Michoacan 0
MNohel Guzman Engineer Aneberies 4795 San Juan Bosco Guadalajara 4038 Mexico 52 inspectorinocuidadi@aneberries. |Grower
3511458837 mx
Chris Hartfield Acting Chief Science and MNational Farmers" Union Agriculture House, Stoneleigh |Warwickshire CVa 2TZ |United chris.hartfield@nfu.org.uk Grower
Regulatory Affairs Adviser Park Kingdom 01144247685
8851
Dennis Hattermann Director of Research, Regulatory |Landis Internaticnal, Inc. 3185 Madison Highway, P.O. |Valdosta GA 31602 Usa 229-247-6472 |229-242-1562 |dhattermann@landisintl.com Registrant
and Marketing Box 5126
Mary Hausbeck Michigan State University, Dept of 612 Wilson Rd, 140 PBL East Lansing |MI 48824- UsA 517-355-4534 hausbeci @msu_ edu University
Plant, Soil & Microbial Sciences 1312
Melissa Hewitt Manager of Regulatory Affairs Monsanto Canada Inc. 180 Kent Street, suite 810 Ottawa ON Ki1P 0OBE8 |Canada 613-369-4463 |613-234-2063 |melissa.a.m hewitt@monsanto.c |Registrant
o
Peter Home Global Regulatory Affairs DuPont Crop Protection USA Stine-Haskell Research Newark DE 19810 UsA 302-290-9033 peter.home-1f@ dupont.com Registrant
Manager Centre, 1090 Elkton Road
Yu-Ting Huang Bureau of Animal and Plant Health  |11F., No. 100, Sec. 2, Heping |Taipei 10070 Taiwan 886-2- dearyuting@mail baphig.gov.tw |Government
Inspection and Quarantine, Council |W. Rd., Zhongzheng Dist, 23431483
of Agriculture
|Warren Hughes Principal Adviser ACVM Ministry for Primary Industries P.O. Box 2526 Wellington 6140 New 6448942560 warren.hughes@mpi. govt.nz National
Zealand
Yu-Tang Hung Bureau of Animal and Plant Health  [11F., No. 100, Sec. 2, Heping |Taipel 10070 Taiwan 886-2- hun mail baphig.gov.tw Government
Inspection and Quarantine, Council |W. Rd., Zhongzheng Dist. 23431487
of Agriculture
Craig Hunter Expert Advisor - Pesticides Ontario Fruit and Vegetable Growers'|105-355 Elmira Road N. Guelph ON N1K 155 |Canada 519-763-6160 |519-763-6604 |research@ofvga.org MNational
Association X118
Caleigh Irwin Crop Protection Manager Canadian Horticultural Council 2200 Prince of Wales Dr. Suite |Ottawa ON K2E6Z9 |[Canada 613-226-4880 |613-226-4497  |cirwin@hortcouncil.ca National
102
Peter Isaacson Mational IPM Coordinator Canadian Nursery Landscape 6733 - 12%9th Street Surrey BC VAW 8HE [Canada 604-376-6050 peterf@canadanursery.com Mational
Association
Sesh lyengar Director, Regulatory Science Bayer CropScience Inc. Ste 2800 , 1125 Colonel By Ottawa ON K1S 5R1 |[Canada 613-219-2863 seshadri.iyengar@bayer.com Registrant
Drive
Amelia Jackson-Gheissan |[International Regulatory Affairs  |Monsanto Company 1300 | Street, MW, Suite 450 |Washington Do 20005 UsA 202-383-2847 amelia.elizabeth jackson.- Registrant
Manager East -gheissari@monsanto.com
Megan James |R-4 MER [ University of Maryland 27664 Nanticoke Rd. Salisbury MD 21801 USA 410-742-8788 |410-742-1922 |mjamesidfdumd.edu Government
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Katherine Jennings Weed Scientist NC State University Box 7609 Raleigh NC 27518 USA 919-740-4500 katie jennin: nesu.edu University
Wayne Jiang Michigan State University 3815 Technology Bivd., Suite |Lansing M 48310 USA 517-336-4672 Jian msu_edu Other
1031B
N"sirah Haja |Kabia Agricultural Extension Officer Sierra Leonean Youth Agricultural 2 Salt Pond, Portor, Juba Hill |Freetown 23222 Sierra 23279998778 slyacdo@amail.com NGO
and Community Development Leone
Organizatim
Alhajie Kamara Field Officer Sierra Leonean Youth Agricultural 2 Salt Pond, Portor, Juba Hill |Freetown 23222 Sierra 23279998778 slyacdof@gmail.com NGO
and Community Development Leone
Organization
Bakari Salim |Kaoneka Independent Researcher Consultant BOX 15321 Arusha Arusha 255 Tanzania  |25575447634 Bkaoneka2012f gmail.com Registrant
Kiondo ]
Kepher Kateu Director Directorate of Government Analytical |Plot 2 Lourdel Road Kampala Uganda 25641425047 kekuka 18, hoo.com Government
Kuchana Laboratory Wandegeya P.O. Box 2174 4
Richard Keigwin Director, Office of Pesticides US Environmental Protection Agency|1200 Pennsylvania Avenue Washington DC 20460 UsA 703-305-7090 keigwin.richard@epa.qov Government
Program
Ngan Chai |Keong Malaysian Agricultural Research and |Persiaran MARDI-UPM 43400 |Selangor Malaysia 603-8953- ckngan@mardi.gov.my Government
Development Institute (MARDI) Serdang 6695
Ramadhan |Kilewa Research Officer Tropical Pesticides Research P.O. Box 3024 Arusha Arusha |255 Tanzania 25575547684 rkilewag@amail.com Government
Ally Institute &
Craig Kleppe Product Registration Manager BASF Corporation 26 Davis Drive Research NC 27709 LUSA 919-547-2615 craig kleppe@basf.com Reagistrant
Triangle Park
Cezarina Kora Senior Strategy Coordinater AAFC - Pest Management Centre 966 Carling Ave, Bldg 57 Ottawa ON K1A0C6 |Canada 613-759-7458 |613-759-1400 |cezarina kora@agr.gc.ca Government
Mazar Koronchevskyy Regulatory and Trials Specialist |Koppert Canada Limited 40 Ironside Cr., Unit 3 Scarborough  JON M1X 1G4 |Canada 416-291-0040 NKoronchevskyy@koppert.ca Registrant
Daniel Kunkel IR-4 Associate Director IR-4 Project Headquarters, Rutgers |500 College Road East, Suite |Princeton NJ 08540 USA 732-932-9575 |609-514-2612  |kunkel@niaes.rutgers.edu Other
University 201 W ext. 4616
Gord Kurbis Director of Market Access and Pulse Canada 1212-220 Portage Ave Winnipeg MB R3C 0AS |Canada 204-925-4455 gkurbisf@pulsecanada.com MNaticnal
Trade Pelicy
Matthew Lantz Vice President, Global Access Bryant Christie Inc. 1418 3rd Avenue, Suite 300 Seattle WA 98101 usa 206-292-6340 matthew lantz@bryantchristie.co |Intemational
m Trade and
MRL
Consultant
Anabel LeGood Regulatory Manager FMC 24 Guelph Street Kitchener ON N2H 5W8& |Canada 519-827-7150 |anabel legoodf®fme.com Reqgistrant
Rebecca Lee Executive Director Canadian Horticultural Council 2200 Prince of Wales Dr. Suite |Ottawa ON K2E GZ9 |Canada 613-226-4880 |613-226-4497  |ree@hortcouncil.ca Naticnal
102 x 211
Flora Limache EU Minor Use Coordination Facility |21 boulevard Richard Lenoir  |Paris 75011|France 33184791438 flora.limache@minoruses.eu Government
Carolyn Link Marrone Bio Innovations 1540 Drew Ave Davis CA 95618{USA 702-241-0835 | clink@marronebio.com Reagistrant
Shuhua Liu Section Head, Weeds AAFC - Pest Management Centre 960 Carling Ave., Building 57 |Ottawa ON K1AOCE |Canada 613-715-5421 |613-694-2323 |shuhualiu@agr.ge.ca Government
Pamela Livingston Registration Product Manager  |E.l. du Pont Canada Company P.O, Box 2300 Streetsville Missi iga_ |ON L5SM 2J4 |Canada 519-241-2615 |905-816-3064 |Pam jlivingston@dupont. com Registrant
Keith Lockhart Commercial Development Stockton Group 440 Dorland Road Qakville ON L6J BB1 Canada 647-960-4181 |289-837-4739  |keith lockhart@stockton-ag.com |Registrant
Manager
Laura Lombardo Ministerio de Ganaderia, Agricultura |Garcia de Zuniga 2358 Montevideo Uruguay 598 2 [Tombardog@mgap qub.u Government
¥ Pesca (MGAP) 3098410 x
190/223
Roberto Lopez Frausto Engineer Driscoll's Av. Moctezuma 144 E, Piso 1 |Zapopan 45050 Mexico 52 redolfo.lopez@@driscolls. com Grower
2411077188
Daniel Lopez Leon Manager, International CPS - Loveland Products, Inc. 3005 Rocky Mountain Ave Loveland 80538|USA 970-685-3764 daniel. lopezleon@cpsagu.com  |Registrant
Registrations
Gabriel Ludwig Director, Sustainability and (Almond Board of California 1150, 9th Street, Suite 1500 |Modesto CA 95354|UBA 209-765-0578 ludwigg@almondboard.com MNational
Environmental Affairs
Evelyn Lusenaka Chief Executive Officer Agrochemicals Association of Kenya |P.O. Box 13808-00800 Nairobi 800|Kenya 254722814327] evelynf@agrochem.co.ke Registrant
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Robert Macke Deputy Administrator of the USDA, Foreign Agricultural Service |1400 Independence Ave, SW |Washington DC 20250 UsSA 202-720-4434 Robert Mackegfas.usda.gov Government
Office of Agreements and
Scientific Affairs
Tiia Makinen-Toykka |Senior Officer Finnish Food Safety Authority Mustialankatu 3 Helsinki 00790 Finland 35840552185 tila.makinengevira.fi Government
9
Jean-Claude |Malet Expert Ministry of Agriculture SRAL PACA - Quartier Mentfavet 84143 France 003360854 jean-claude. malet@aagriculture gof Government
Cantarel - B.P. 70095 Chemin 32 67
de la Castellette
Andreza Martinez Brazilian Crop Protection SINDIVEG 393, Irai St., Moema Sdo Paulo/SP |04082- Brazil 55 11 andrezag@sindiveqg.org.br Reagistrant
Industry Union 001 976817363
Daniel Mazzarella Agricultural Engineer MNational Service fro AgriFood Health |Avenida Paseo Colon, 439 4to |Buenos Aires Argentina  |00541141215 mdmazzaSE gmail.com Government
and Quality - SENASA Floor 335
Ray MecAllister Senior Director, Regulatory Croplife America 1156 15th St. NW, Suite 400 |Washington DC 20005 USA 202-577-6657 ray@@croplife.us Reagistrant
Palicy
Tyler McCann Canada Grains Council 6 Wharf Road Bristol Qc JOX1GO |Canada 819-629-6705 meccanngd canadagrainscouncil.c |Grower
a
Jeroen Meeussen EU MU Coordinator EU Minor Use Coordination Facility |21 boulevard Richard Lencir _ |Paris 75011|France 33760822236 [eroen.meeussenf@minoruses.eu [Government
Bruna Mengai Regulatory Affairs Analyst Sipcam Nichino Brasil S.A. Rua Jofio Moura, 875, S&o Paulo 5412002|Brazil 55-11- brunamengaif® gmail.com Registrant
apto.144 954930928
Wibke Meyer Regulatory Affairs Manager CroplLife International Avenue Louise 326, box 35 Brussels 1050|Belgium 3225411665 wibke meyerieroplife.org Registrant
Juan Miranda Consultant Palmira Inc. 4081 King St. Lincaln ON LOR 1B1 |Canada 289-566-8646 almiravine@amail.com Grower
Elhadji M. Moctar Niang Technical Manager Laboratoire de Contréle des Mé Sicap Amitié 1, NO2 Rue Dakar Sénégal 22177531625 elhmnian mail.com Government
dicaments Vétérinaires (LACOMEY) |Alioune DIOP 1
de I'Ecole Inter-Etats des Sciences
et Médecine Vélérinaires (EISMV) de
Dakar
David Monks Weed Scientist NC State University Box 7609 Raleigh NC 27518 USA 919-238-0040 david monks@ncsu edu University
Victor Monterroso Brocks Tropicals 13774 SW 124 Ave Road Miami FL 33186 USA 305-247-3544 armandof@brockstropicals.com |Grower
Joseph Morrall Senior Policy Officer Australian Department of Agriculture |18 Marcus Clarke St. Canberra City [ACT 2601 Australia 02 6272 4442 loseph.morrall@ agriculture gov.ayGovernment
and Water Resources
Blair Nameth Regulatory Portfolic Manager Syngenta Canada Inc. 140 Research Lane Guelph ON MN1G 423 [Canada 518-837-5397 |519-837-0504  |blairnameth{@syngenta com Registrant
Lucy Namu Head - Quality Assurance and  |Kenya Plant Health Inspectorate Oloolua Ridge, Off Ngeng MNairobi Kenya 254- 020 661 Inamugkephis.crg Government
Laboratory Accreditation Service (KEPHIS) Road, P.O. Box 49592-00100 8000
Anna Ndiaye Head of Water and Fertilizer CERES Locustox Km 13, Route de Rufisque, Peytavin 13000 Sénégal 22177655295 (ndeyeanna.ndiayeg@amail.com |Other
Cuality Laboratory BP. 11705 Dakar 7
Enrigue Negrete Engineer APEAM Ave Tlaxcala 1675 Uruapan 60160 Mexico 01524523300 ggutierez@apeanac.com Grower
Michoacan 0
Thilivhali Nepfumbada Department of Agriculture, Forestry |P. O. Box 163 Paarl ¥620 South Africa |027 12 319 elovisef@@hortaro.co.za Government
and Fisheries 6979
Eolette Neve Agriculture and Horticulture Stoneleigh Park Kenilworth Warwick |C8V 2TL |United 0044 bolette palle-nevegahdb.org.uk |Other
Development Board (AHDE) shire Kingdom 2476478884
Paul Mgaruiya Manager, Registration and Pest Control Products Board - Kenya |Waiyaki Way, (Loresho) P. O. |Westlands, Kenya 254 722 paul.ngaruiyal2i@yahoo.com Government
MNjuguna Analysis Box 13794-00800 Mairobi 894138
Amy Nguyen President Dragonberry Produce Inc. 386 South Sequoia Parkway |Canby Oregon  |97013 USA 503-263-8888 |503-655-73468 |amy@dragonberryproduce.com |Grower
Alan Norden Executive Director Australian Pesticides & Veterinary  |P.O. Box 6281 Kingston ACT 2604 Australia 6126210 alan.norden@apvma.gov.au Government
Medicines Authority 4769
Raymond Norman Assistant National Director Sierra Leonean Youth Agricultural 2 Salt Pond, Portor, Juba Hill |Freetown 23222 Sierra 23279998778 slyacdogdagmail.com NGO
Ndomahina and Community Development Leone
Organization
Laurent Oger Enviromental & Technical Affairs |European Crop Protection 6, Avenue E. Van Brussels 1180 Belgium 32498427604 laurent.ogerf@ecpa.eu Registrant
Manager Association (ECPA) Niguwenhuyse
Carlos Oliveira Gomes Agronomist Engineer Anvisa / Brazil SIA Trecho 5, Lote 200 - Bloco|Brasilia DF 71828000 |Brazil 55 61 55 61 34625726 |carlos.gomes@@@anvisa.gov.br Government
Alexandre "D", Subsolo 34626508
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Greg O'Neill IR-4 Field Center Director Oregon State University 15210 NE Miley Rd. Aurora OR S7002- UsSA 503-773-0506 re .oneill@ oregonstate edu |University
9543
Geofirey Onen Principal Government Analyst Directorate of Government Analytical |Plot 2 Lourdel Road Kampala Uganda 25677073708 Geoffrey.onenf@gmail.com Government
Laboratory Wandegeya P.C. Box 2174 S
Paul Osei-Fosu Head, Food and Agriculture Ghana Standards, Authority P.O. Box MB245 Accra Greater Ghana 23320815046 posei_fosu@yahoo.co.uk Government
Department Accra 9 pfosu@@gsa.gov.gh
Vasant L. Patil Director: Science & Regulatery |Croplife Asia, Singapore 150 Cantonment Road , Block |Singapore 089762 Singapore |6591501802 vasant.palil{@croplifeasia.org Registrant
Affairs B #01-07
Jodie Pedrana R & D Manager. Minor Use Horticulture Innovation Australia Ltd. |PO Box 12996 George Street |Brisbane QLD 4000{Australia 61 404314751 jodie pedrana@horticulture. com alGrower
Luc Peeters Relationship Manager BelOrta / Copa Cogeca Mechelsesteenweg 120 Sint Katelijne 2860 Belgium 0032 473 84 luc peeters@belorta be Grower
Waver 44 16
Pierre Petelle President & CEQ Croplife Canada 350 Sparks Street, Suite 202 |Ottawa ON K1R 758 |Canada 613-230-9881 |613-233-4913  |petellep@croplife.ca Registrant
X 3222
Veronica Picado Pomar Servicio Fitosanitario del Estado, Casa 92, Condominio Casas [Heredia Costa Rica |506 8848- vpicadof sfe. go.cr Government
Ministerio de Agricultura Vita Los Arcos, Ulloa 0234
Ron Pidskalny Minor Use Procurement Officer  |Praine Pesticide Minor Use 11312 - 57 Avenue NW Edmonton AB T6H 028 |Canada 587-983-9808 pidskaln@gmail.com Grower
Consortium
Jintana Poomongkutchai  |Senior Science Research Department of Agriculture 50 Phahonyothin Road, Bangkok 10800 Thailand kunjintana fyahoo.com Government
Specialist Ladyac, Chatujak
Vivian Powel Crop Protection Senior Scientist |Agriculture and Horticulture Stoneleigh Park Kenilworth Warwick [CE8V 2TL |United 7793042335 vivian powellf@ahdb. org.uk Other
Development Board (AHDE) shire Kingdem
Antonio Prado Coordinator of the phytosanitary |CNA - National Confederation of Av Rui Barbosa 475/102, FORTALEZAS 60115-220 |Braazil 55859098247 tomprado@@itaueira.com Grower
Marcos technical group Agriculture BAIRRO MEIRELES CE M
Ribiero
Andreja Preradov Regulatory Manager Loveland Products Canada Inc. P.O. Box 5234/64137 Hwy 543 |High River AB TV 1M4  |Canada 403-336-4747 andreja preradovii@lovelandprodu | Registrant
East cls.ca
John Pwamang Deputy Executive Director (Field |Environmental Protection Agency P.O. Box M.326 Accra GR Ghana 0302 664697- awepwamangfyahoo.com; Government
Operations) Ghana 8 awepwaman mail.com:
Al Ramputh Regulatory Affairs Manager Monsanto Canada Inc. 180 Kent Street, suite 810 Ottawa ON K1P(0B6 |Canada 613-369-4464 |613-234-2063  |aliramputh@monsanto com Registrant
Michael Ramsay Registrar Pesticides Control Authority - 50 Half Way Tree Road Kingston 5 Jamaica 876-562-0952 Ramsay@ caribpesticides.net Government
Ministry of Health
Danielle Reemst-Querreveld|Project Manager Board for the Authorisation of Plant |Bennekomseweg 41 Ede 6717 LL  [The 21 317 471810 danielle.reemst@ctgb.nl Government
Protection Products and Biocides in Netherlands
the Netherlands
lan Reichstein Director - Mational Residue Department of Agriculture and Water |M8.185 Marcus Clarke Canberra ACT 2601 |Australia 61 (0)2 8272 lan Reichstein@agriculture.gov.a [Government
Survey, Residues and Food Resources, Australia Building, 18 Marcus Clarke o668 u
Street, PO Box 858
Kelvin Remen Swai Policy and Advocacy Manager |Tanzania Horticultural Association P.O. Box 16520 Arusha Arusha |255 Tanzania 25575519180 kelvin.remeng@taha.or.tz Grower
1
Erlon Rigobelo Agronomist Professional 19 Russel Avenue Toronto ON MEGH 3M4 |Canada 6478714586 grlon rigobelof@yahoo com Registrant
Louise Roberge President Tea Association of Canada 233 Richmond Street West Toronto ON M5H 2L3 |Canada 416-510-8647 Louise robergeftes.ca MNational
suite 207
Marylee Ross IR-4 Northeast Region Field University of Maryland 27664 Nanticoke Rd. Salisbury MD 21801 USA 410-742-8788 |410-742-1922 |mross@umd.edu Government
Coordinator
Lois Rossi Regulatory Consuitant Rossi Regulatory Consulting Group  |1050 N Taylor Street, Unit 512 |Arlington VA 22201 USA 571-277-9657 Rivisal@aol.com Other
Janisse Routledge Regulatory Affairs Dow AgroSciences Canada Inc. 246018 20 Street East Foothills AB T1S 3M1  [Canada 403-819-5431 jroutledgefd dow com Registrant
Andrew Russell Regulatory Affairs Manager Monsanto Canada Inc. 180 Kent Street, suite §10 Ottawa ON K1P 0B6 |Canada 613-369-4466 |613-234-2063  |andrew.d.russell@monsanto.com | Registrant
Angel Saavedra Regulatoty Director LA Morth Dow Agrosciences de México Enrique Limén Diaz 210-60, Tlajomuleo de 45645 Mexico 523336782452 |saavedraf@@dow. com Registrant
Frac. el Camichin de Sta Anita |Zufiiga
Karen Sagan Regulatory Portfolio Manager Syngenta Canada Inc. 140 Research Lane Guelph ON N1G 423 |Canada 319-837-5331 karen.sagan@syngenta.com Registrant
Panpilad Saikaew Standards Officer National Bureau of Agricultural 50 Phahonyothin Road, Bangkok 10900 Thailand 66 2 561 2277 pls_pilad@hotmail.com Government

Commeodities and Food Standards

Ladyao, Chatujak
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Ibrahim Samasa Project Officer Sierra Leonean Youth Agricultural 2 Salt Pond, Portor, Juba Hill |Freetown 3222 Sierra 23279998778 slyacdo@@gmail.com NGO
and Community Development Leone
Organization
Pedro Sanchez Carballo |Ingeniero Agronomo Servicio Fitosanitario del Estado, Mata Redonda - San José San José Costa Rica |(506) psanchez@sfe.go.cr Government
Ministerio de Agricultura 88132065 -
25493512
Jason Sandahl Food Safety Technical Advisor  |USDA, Foreign Agricultural Service {1400 Independence Ave. SW |Washington DC 20250 USA 703-201-4108 ljason sandahlfifas usda.gov Government
Xavier Sarda Head of Residues and Food ANSES 14 rue Pierre et Marie Curie Maison-Alfort 91260 France 331 xavier. sarda@anses.fr Government
Safety Unit 49772166
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First Name |Last Name Job Title Association Address City Prov Postal Country Telephone Fax Email Sector
States  |Code
Beatrice Verdickt Regulatoty Consultant COLEACP Rue du Trone 130, lier etage |Brussels 1050 Belgium 3225081080 beatrice verdickt@utanet at Other
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SIDE EVENT

GMUS-3

Third Global Mimor Use Summiy
Falrmont Queen Elizabeth Hotel
Mortraal, Quebas, Canada

The IESTI Equations and Minor Crops

Sunday, | October 2017
£:30 = 11:00 am
Van-Horne Room

Crzmized by the Earem Pl Fealth Fepectorte Service o the IS, Department of Agritme s Foreign Agiruhm] Sermice

Why do the IESTI equations matter?

* Used by national and international bodies to
determine if an MRL can be established

+ Exposure is unacceptable
+ MRL may not be able to be
established

CCPR EWG on

the review of
the IESTI: aim
and process

Geaoffrey Onen
lan Reichstain |
Havier Sarda
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The IESTI Equations and Minor Crops

What ar¢ the IESTI equations?
* International Estimated Short-Term Intake

= Aset of equations used to estimate one-day
exposures to pesticides

* Individual commodity basis, not designed to
assess multi-commodity exposure

* Tntended to generate conservative/protective
acute dietary exposure estimates

Why do the IESTI equations matter?

* Used by national and international bodies to
determine if an MRL can be established

Direct and indirect
‘implications for
pesticide risk
‘management,
agricultural
production, and
international trade

+ Exposure is unacee ptabls
+ MRL maynothe dble tn
be establiched

Today’s Session

CCPR. EWG on the review of the IESTI  Geottiey,

equations: aim and process Tan, and
Xavier

Relevance of TESTI to minor crops:a  Lucy

developing country perspective

Proposed review of the IESTI equations Cheryl

and potential impact to minor crops

Group discussion and sharing of views  All

I

Food safety world-wide through Codex Alimentarius

FAQ!I WHO Food Standards.

CODEX alimentarius.

« Food 'law', United MNations 1962
+ 186 Member States, 216 Observer organisations
» Standards indirectly binding through treaties (WTO)




Risk Analysis Paradigm

Review of IESTI

Ecientific advice and
nfermation analysis .-

.v'
JMPR \RM Assessmd msk Managemant,

. Rlsk c::mmunlcaﬂon
Dialeg with

stakeholders . //

"

D —

|

I

Codex Committee on
Pesticide Residues- CCPR

History of IESTI
o 1897 FAO/WHO Geneva Consullation
o 1998 York International Conference on

Pesticide Resldues Variability and Acute
Dietary Risk Assessment [PSD, UK)

[] ?hd hoc E)(%Jeri teeting held before
[Anne)c Yin JMPR 1989 report)

o IMPR meetings 1999, 2000, 2002, &=
2003, 2005, 2006 r

o changes consolidated at FAQ fWHO e
‘Annapolis® workshop [WHO, 2008 = EHC 240 BEEEES

Reasons for reviewing IESTI

o Check against current science and
practicalities after 15 years of use

o Communicating that the legal stondards
(MELs] are asessed may contribute fo
building trust among the general cudience

o Amongst other factors, harmonizing the [ESTI
methodology may increcse the acceptakility
of Codex MR Ls and in turn help contribute to
alevel playing fieldin intemational frade.

— ¢

Reviewing the |ESTI

o Proposd by JMPR (2006, 2007, 2010). JMPR
recommended organising an
intemationa corsultation, including cll i.
releviont stakeholders.

o In response: Septemicer 2015 Z-day
Scientific Workshop in Geneva, organized
by the European Food Safety Authority
[EFSA) and the Dutch WHO Cellaborating
Centre on Chemicdal Food Safety
(@RNM). FAD and WHO cosporsarad this
event.

I

Reasons for reviewing IESTI-2

o Use of OECD MRL calculator and harmeonised MRL
classes:
- MRLs are derived in the same way everywhere
- using the MRL instead of the HR will no longer
lead to different conclusions in different couniries

Y

o HRis based on a small dalaset.
- In reality, residue lsvels may vary oulside the
dataset. The ‘OECD - MRL caleulation unrounded”
is a statistically more reliable estimate of the
highest residue. The OECD - MRL calculation in
many cases resulls in g level al approximalely 2x
the HR

2015 Geneva Workshop
main recommendations

o Replace the HR and STAR by the MREL in all
cores of the IESTI equation

o Use a o default variakility factor of 3

o Detive the P97.5 large porfion from the
distibution of consumption values expressed
e g/kg body weight

o Proposal to remowe the unitweight from the
ESTI equations

o opplicable to both MEL setting for individud
commodties and enforcement purposes

I
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o applicablEd
commodities and

Ent purposes



2016 CCPR

o 2 side events on IESTI, from Europe and from
Croplife
o Discussion paper by EU + Ausiralia l

o EWG [chalr ML co-chair AUS) with ToR:
To identify advantages and challenges that might
arise from the possible revision of the cumrent IESTI
equations and the impact on sk management,
sk communication, consumer protection godals,
and frade. The recommendations of the
infemational EFS A/R WA weorkshop cosponsored by
FAO and WHO and the discussions in CCPR48
should be taken into account.”

CCPR 2017 -2

ToR (chair ML, co-chairs AUS + Uganda)

To provide information on the history, background
and vse of the [ESTI equations,

To revdesy ancd provide illustrative comments on
advantoges and challenges that arse from the
current [ESTlequations and their impact on rsk
management, risk communication, consumer
protection goals and trade.

To gather relevant information on bulking and
blending. aswell as ofther information ordaofa as
oullined in Table 2 Appendix 2 of CHAPR 17492100
orderto feed into the risk assessors work through
the IMPR Secretariat.

On the basis of the above considerations dewvelo

o discussion papergroviding recommendatiors for
consideration at CCPR 50,

I

CCPR 2018 - preview

o Two grouos working in parallel: EWG and
FADYWHO working group

o CCPR 2018 will discuss the results from IJ
both groues and decide on a way
forward

|

&

Thank you for your attention!

2017 CCPR

o Insession WG meeting

o the EWG could not fully accomplishits
work because of the divergent views on I__
the need to revise the IESTI equatiors

o JMPR Secretcriat: the periodic review of
sclenfific methodologies is o normmal
process

CCPRZ2017 -3

RFequest to FACYWHO risk cesessors:

To revew the bceis and the parameters
of the [E3Tl equatiors;

To benchmark the outcormes of [ESTI
equctiors to a probakilistic dstrilbution
of actudl exposures; and

To present the ocutcome to CCPR.

Review of IESTI & minor crops

o The review s ongoing and no decision hcs
been made yet onwhether to revise the
[ESTI equatiors and if yas, how.

o Therefore, the impact on minor crop MRLs
is yet unknown.

o MN.B. minor crops are defined by CCPR -
bcsed on low corsumplion both world-
wide and locd. Large Portion will be smdl.
Because of reduced numioer of frials, MREL
may e relathvely high. Trade-off in IESTI
results

Understanding the

relevance of the IESTI
equations to minor
crops: A developing
country perspective

Lucy Namu
KENYA
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Importance of minor / specialty Minor / specialty crops

crops

* Changing Leading commodities by value in 2015 in Tropical Fruits {large) Spices & Herbs
consumer Kacva . T G T Al
demands > NUTS MAPS 5

5% % 4
product VEGETABLE " i
diversification 4 - '
FRUIS Ll

* Minor / specialty 3o
crops grown by
developing
countries
— High value /

i FLOWERS
R.O.| percapita b

Tropical Fruits (small)

Fruiting / Legume veg

BVEGETABLES ®FLOWERS M FRUITS ®ANUTS B MAPS

Progress in CCPR(49) — Vegetable groups Others adopted

* Tropical and subtropical fruits (Edible /

* Group 09 Bulb ve,
* Group 01 iting vegetables, other than cucurhi

Group 18: Edible fungi

Group 10: Brassica vegetables (except Brassica leafy
vegetables)

Group 137 Leafy vegetables

Group 17: Stalk and stem vegetables
Group 16 Roots and Tubers

Group 15: Pulses

Group 11: Fruiting vegetables, cucurbits

Group 142 Legume vegetables

i

Concerns

. Limited MRLs on minor / specialty crops

2. |ESTI equations used, however different

parameters used (residues, variability factors, unit
weights, large portions); hence different outcomes

inedible peel)
— Large

— Medium
—Small

Concerns.../2
Some MRLs established earlier have RL whose short
term dietary exposures > ARD.
Careful Examination of

— Trade impact
— Variahility factor, blending / bulking

Initial Proposals:
* Replaces data in current (HR and STMR) with

Using IESTI ‘ ESH@%@
W

Casel

[or HR-P)
MRL as exposure - URao)< 25g
= Vf =3, introduce new CF to use with MRL i @ STMR
* Projects use of LPbw data not yet available Case3 . - ' I STHR g
: y - Bulked /blended -

Ongoing initiatives Tools that aid review

» The TDS methodology is useful to assess Capacity m:“ &
dietary exposure to chemical contaminants. building of b Boriattons
— Benin, Cameroon, Mali, Nigeria (STDF/PG/303) ""‘““"""”
— Project still underway, pilot in region
* Regional harmonization in EAC .-
Development
e - ithin CCPR:
FAO/WHO bite |
data generation
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Thank you for your

Cropl_ife\r
kind attention L

IESTI Perspectives

October 2017

Chend Cleveland, Ph.0)
via Croplife International

NS

Outline of talk

[ 71 N 0 [N N T A

Cheryl B. Cleveland, Ph.D.

* Global Consumer Safety
* A vyears at BASF
@ 27 years in industry
* Chair of CLA Dietary
Assessment Work Group
* CARES NG Technical
Working Group

“ CLI focal point for CCPR
IESTI eWG

\.r

MRL= Maximum legal limit of a residue
(US Tolerance, CODEX CXL)

IESTI — International Estimate of
Short Term Intake

What it is What itis not

From residue studies of
maximized use pattern to set
upper bound for local goforcement
of GAP using OECD calculator

Stand alone walue, divorced from
supporting data

E——,

Spreadsheet with
consurption data from =
actoss the world Final 519‘;3 IfnhmEL

Set of Deterministic approvalo &
Equations (dvided into |If output <100% AR
4 cases) (Acute Reterance Doss )

An nherent propetty of active

Upper bound|
Lpoer boundite chiscl ingredient, it is dependent on use.

compliance with labeled use MR, EU, Australia,

Japan

X 3 Inputs differ such as

Commodties assessad | Changes in equation variability factor = v

one at atime Rnaé‘!mpaﬁ approval of
5

Stand-alone health standard; it is
Setin context of acceptable not & safety threshold
dietary riskisafety assessment

At Codexv=13
Conservative Screening Realistic measure of typical
exposure input in dietary safety exposure
assessment =

P
Used in acute risk assessments - 70% of newer Als get an ARD \ "

Foundations of an MRL Proposed Change for Future MRL

QECD IESTI

MRL Calculator Intake [HR, 5T hiR)
= 1003 aRfD) 2

QECD IESTI

MRL Calculatar htake (hiRL)
=100 R 7

Rezidue Defiition
for Enforcement

Rezidue Definition Rezidue Definition
far Enforcement

far
Risk Assessment
iF, W21

or
Risk Assessment
iP. M2)

p

VORI WO O WO V0TI A TN WA T [ VN0 Y U T O 070V N W W W VPN ) NIRRT UM [N ] R e
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What is the IESTI Issue?

IESTI Equations:
Proposal from EFSA /f WHO workshop, 2015

Many concerned that proposed change to
the IESTI equation may lead to a loss of
CODEX MRLs without international
justification.

There is also concern the proposal leads
to inflated dietary estimates for all
commodities at international level.

\f

g

Dietary exposure = consumption X residues
[case >
3 S
7 | -

e

U,..<0.025 kg
inclicing meat, eqgs
Uy.> 0025 kg
Single Units

i Blended and Bulked

The proposal . . .
Replaces all field data (HR and STMR) with MEL as exposure
Keeps vanability factor 3, hut applies itto the MRL
Rernoves unitweight from Case 2a
Introcuces new CF in order to use MRL
Projects use of LPy,, data not yet available

Y.

IESTI Equations:
Proposal from EFSA / WHO workshop, 2015

IESTI Equations:
Proposal from EFSA / WHO workshop, 2015

Dietary exposure = consumption X residues

Current IESTI

2 | (e xKURor HRD)x ve

Ue) x (HR or HR=P))

L0 IRDy< v« CF « PF

[l
2 (P xR or HR-Pv) ) fﬂ.@“"f'-""f‘-"
3 [T ) b::"’ u;_@(;r.pr

The proposal .

-+ Replaces all field data (HR and STMR) with MRL a5 exposure
Keeps variability factor 3, but applies it to the MRL
Remuoves urit weight from Case 2a
Introduces new CF in order io use MRL =
Projects use of LP,,, data not yet available w

D

Dietary exposure = consumption X residues

LB, # MRE«CF = PF

L« MR} CF « PF

20 Exvoes (1R or HR-Revd (L3 (HR or HR-F))

bW
2h ((LPx rHR'::R-W . -.l!h@(‘f‘  PF
3 {LP - STHRF) ‘5;:“"'] LB, « MRL#CF « PF

The proposal .. .
Replaces all fleld data (HR and STMR) with MRL a3 exposure
Keeps vanability factorv= 3, but applies itto the MRL
Remaves unit weight from Case 2a
Irtrocuces new CFin order to use MRL
Projects use of LPy,, data not yet available

IESTI Equations:
Proposal from EFSA / WHO workshop, 2015

The Variability Factor
Is V=1 appropriate when used with the WRL?

Case 2a - apples and oranges

Distary exposure = consumption X residues
_______ Current IESTI (mg/kg bw) Proposed IESTI (mg/kg bw] |

1 (LPX (K or HR=1)). FTyR S
@,lfm « v@ﬁ"

bw
28 | ((Ue x (HR or HR=P)x v+ (LP=Us) x (HR or HR-P))

bw
2b ((LP X% (HR or HR=P) X v) ) .
AT R TROr RN (EE:)._Q % (g:)
: - '!,ﬁrﬁ IRE <y FF
v STMRF
e LB )M PF
= DD

The proposal .
= Replaces all field data (HR and STMR) with MRL a5 exposure
Keeps wariability factor 3, but applies it to the MRL
Removes urit weight from Case 2a
Introduces new CF in order to use MRL
Projects use of LP,,, data not yet availakle

[N A7) WU 1NN ST ONEEND ) VOO UM NN, WOUNN G WOW | UUR RN TN O W 07 O A0 AR ] WO R COEURT WU R O 01 TR O] e aw m

|

Preliminary impact assessment -
Revision of the IESTI equation

i Increase of
Crops / commodities Calculated
exposure

- Meal portion < 0.025 kg
1 &' -& Including meat, eqas 17X
¥ - ion > 0.
2a J.d ﬂ Meal portion O?JZBSCIL(S 35X
Use of 3 x MRL for all food
2b Q ‘ja R veslP  2.3x
3 F ] Bulked and blended 52X

Prior to change: Investigations on the use of variability factor recommended

Prior to revision: Investigations on blending procedures recomm ended
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IESTI = MRL x % = LP

LF for children age 1-6: 5 1279 apples

MRL MRL MEL MEL MRL

e + o+ + +
37.5 %ile variability | | 37.5 Kile varia bility 97 5% variability 97 .5% warability 97 5% wriabiliy

Inthe proposed [ESTI equation EACH apple inthe large portion consumption has
BOTH an MREL-level residue AND p-87.5 [evel unit variability,

Smaller case 2a commodities like apricats, Kiwi, fig, garlic, carrot, mandarin are
even mare affectsd by this compounded consersatism.

The variability factor is SIGNIFICANTL Y over conservative for case 2a
commodities

Conversion Factors

E Toaccount for difference In residug definifion befwegn MRL for

1IN AT SO I D

gnforcement and risk assessmeni residus definfion

* MRL is the marker for use (and any misuse) for
compliance

+ Definition for risk assessment may contain additional
metabolites (based on metabolism and field data)

— Currently field data on measured metabolites are
added into exposure

— Proposal projected to add in a conservative worst
case CF from metabolism regardless of appearance

A survay of Codex residue definitions raveals that of comm odities have
differing residue definitions for enforcement and risk assessment



Part 2

Risk assessment — General
principle

Hazard Exposure ==> Risk

e

=> High!

on of the exposure!

B risk to al
‘Exposure to plant mteczeun m’aﬁmttfﬁ‘ﬁlﬂ ues is estimated via IEST] equations

Dietary Risk Assessment for
Pesticides

Risk assessment — Plant
protection residues

T e lll‘_rl RIS B Sl U FIRRREI BAR (e he) B PR ]

Risk = f (Exposure, Hazard->safety threshold)
Exposure = Consumption X Residue in Food
Hazard = f{Toxicological Endpoint, Residug Definition)

(aﬁ-‘?‘ b7

o

=> Risk?

EHazard + Exposure
ADI IEDI
Acceptable International
daily intake estirmated
= daily intake
i>>>
Mec<<
ARfD{ IESTI
Acute ﬁ International

reference dose

estimated
short-termirtake
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What do we know about
Dietary Exposure?

« The MRL is not a good measure of ACTUAL dietary
exposure because . . .

o nof all commadities are freated at the critical GAP and a varisty
of firmings and aclives are ussd

o residue levels decling significantly between harvest and
fransporation fo consumers

o reduction of residuss typically ocours in household preparalion,
cooking or ndusinal processing

« Most global dietary models use field data

(HR/STMR) - initial refinement in dietary exposure

« Dietary Monitoring data allows a realify check on
models

g o
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Overview — Exposure Components

and Acute Dietary Model OPTIONS

Unrefinsd * Food Balance
Less Resources Shests
Intermediste = HouseHold
Surveys
* Recipesfor RACs
Refined = Inclividual Dist
Dataintensive. Surveys

* Recipesfor RACE
and processed
products

MRL and 100%
Crop Treated

= Field Trial (HR and
STMR)

= lorst Case
Warg bty for HR

= Al-spedic
processing

= Percent Crop
Trested

= Distary Monitoring
Data

= Wyashingand
Cooking Fadors
Chiphoae Do Phles

g Level Consumption Residue Model
Estimates

= Deterministic (singls
values)

= Single foods
asesaments

* Probabilisic
consumption with
deterministic resicdue
edimates

*  Probabill gic
consumption with
residue distnbutions
far indivichual foods

g ¢
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Acute CODEX process

Level Residue
Estimates

Unrefined = 100% Crop Trested = Deterministic (single
Less Resources values)
= Single foods
- assessments
Irtermediate: = Field Tral HR and
STMR)
= Varabilty for HR
* RedpesforRACs " yF=3
= Alspedfc
processing
Refined = Indivicual Diet

Data irtensive Surveys (o s % o
14 separak coritrks)

* RetpesforRACE
and processed
procucts

= Wiashing and
Cooking Factors

© (Cas by Case)
22

Acute US Processes (with Tiered
Residue Estimates)

Unrefined

Less Resounces

Intermediste

Refined = Individual Diet
Dataintensive Surveys

* Recipesfor RACs
and processed
produds

UL EUE TR Dl Ll O R BT

= MRLand 100% CT

* Field Trial (HAFT
and averages)

= A-spedifc
processing

= Percent Crop
Treated (BE AL

= Digtary Manitoring
Data(USDAPDR)

= Washingand
Caaking Fadors

Level Consumption | Residue Model
E stimates

* Probabilisic
conzum plion vith
deterministic resicdue
edimates (95%th)

= Prokahilistic
consumption with
residue distnbutions
for indivicual foods
(39.9%t)
3!'

23

39



Outline of talk

Why Benchmarking?

Benchmarking

From Official 2017 Report REP17/PR of
CCPR

The Committee agree to request FAOMMHO:

* To review the basis and the parameters of the IESTI
equations;

* To benchmark the outcomes of IESTI equations to a
probabilistic distribution of actual exposures; and

» To present the outcome to CCPR.

X

i

Why Benchmarking?

Dietary Risk Assessment Options

Probabilistic Models
envisioned as a calibration

General IESTI and
|EDI spreadsheets are valuable

+ enahled the adoption of « aid for risk communication
many new Codex MRLs discussions,

{CXL) each year + notreplacement for routine
assessments

T
Deterministic ||
+ Inputs are single value « Takes distributions of

Probabilistic

point estimates input (residues and
~ Pesticide Residue in Food consumption patterns)

- Quantity of Food + Risk Estimates Outpu-
Consumed distribution with

probabilities assigned

- honte Carlo technique combines

o thousands of randam samplings of
High end estimate input distriputions to build final

— Mo context of variability output exposure distribution
Example: IESTI * Examples: CARES NG,
Spreadsheets US EPA DEEM

Risk estimate is single
outcome

lr

kg

Apple Case Study for Benchmarking
Step 1: Active Ingredient Selection

Quote: California EPA Guidance on
Dietary Risk Assessment March 2009

— - -~ ey ; ~,

“When an actual measured residue value is needed for the
exposure assessment, the ideal residue data set would be one
with the pesticide concentration measured in many samples(e.g.,
more than one hundred) and different food forms, during the
yearswhich reflect actual range of weather and pest conditions
and current use practices, from representative sam ples
collected at the consumer level |n practice, the residue data
from multiple sources are often used due to the inherent
limitations in each data set. The following considerations can be
used to select one value or one set of values. Qverall, the USDA
PDP is the preferred source hecause it is designed to provide
pesticide residue data for dietary exposure assessment

What is Dietary Monitoring?

Apple Case Study for Benchmarklng
Step 2: Additional Data
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Commodi Sarmpie Preparation Steps

Aopios Piash and dran. D 1ot peet. Foemowe S sbem. Fiemioes B corn Ubes) & commarciaky
nvwilabi apple coxtr, o cul shch agpls i hall of wsarters and rermiave tha core pofion

Bananas T necessary, banana sampies may be siored i1 8 Secuts GCalon Al F00rm IEmparAnre 1ot up fa

72 hours fot rening purposes. Peel each fut
Blsbernes. Cultvaled | Wash by the handiul o by ueng o colandar and dram

roccon Vil T8 W13 RG] Ay GAAgRG Oricn o Vied o, T Sy Fable porions
ol shariis, Wish el drai

Canes f easrole I 1 1l WA CAITat Lt £o TLETING L wates 30 ey weris)
i et surfaca with & clean vegatabln brush & remenk iryy loose s Bnd gl Wash dnd
ddrain Rmove stem cap porfion from asch carot

Calary. USing 8 clean, dry ko, FTMOve T Necitie fOrIon Of (1 SLAIK 10 850w SI0TTR 10 Separale
Witsh and drin

e any

Chernes

) DAGCH BTy, WaSh A0 i Remava 1 pi. b CAIRAI0 Temowe aa
aitle

Fiazon Product
Eissbie, Gl
rmet s, Sov |t cradmas iy e ki i o cli g arield

o Wik Faten, o1 pr¥vwT W e chupommunEgencer
et 341 O

%
£3
EHE
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» From 2014 USDA PDPF annual report
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Apple Case Study for Benchmarking
Step 3: Run Calculations

Probabilistic Models Used

JULLL R TRt DRTR R T L

CARESHG

Probabilistic
. F

Quasi-
Probabilistic
) ibutien
itaring
ibution

JULSTL B LA TRE 00T B L L NURERTIS RO TR RS B

+ Dietary Exposure Evaluation Model {DEEM-F CID) is current
US EPA model estimates dietary exposures arising from the
use pesticides

— Publicly available for downloed since June 2012
The Cumulative and Aggrenate Risk Evaluation System - Mext
Generation (CARES NG) software updated but similar
approach to calculate dietary exposures.

— Cloud based with web interface; public release planned in late

2017

Both use National Health and Mutrition Examination
SurveyyWhat Ve Eat in America” (NHANESMIWEIA) survey
to derive the consumption part of the exposure estimation.

.

P
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Apple Case Study: Short Term Intakes {ug/kg bw/day)

Active IESTI IEST Quas| Probabllistle|  Probablllstle Probablllste
Ingredient Determinlstle Deterministle

S mpt | SR | BRI S

A 334 B0 [+ 18] 13 [ 2:6x) 17 [ 20.2x) 13 (-25.5%)

B 50.9 DE (- ) 48.9(-1x} 4.5 [ 113 0.5 - 545

& 5686 18 [~ 27 33017 0867 0.2 [ 34 9]

D 13.6 225(+1 7 49]- 280 04 (- 30 8x) 0.2 (60,7

E 130 37 - 28 B[ 1.6 0.7 [ 1839 0.2 [ 7437

F 413 7RO [ 1.8x) 183 [- 2 5x) 281~ 159 161~ 256

(& 16.4 375 (2 3x) 8.2 2x) 1[- 16 £ 0.6 [ 26 2%)

H 113 225 [+ 2] o[- 200 188 [ 25 232 [ 4 9%

i 15 52,5 [+ 2.4%) 11,4 - 1.8:) 1[- 20,64 02 128.7%)

Companson with Current IESTI Intake {Fold Increase+ /Decrease-)
34

My Learnings from Case Study

Probabllistle Probabllistle

Fiei Triaf Dt
e PavCasha

POP Dt
0 Ak PerCaeha

334 B0+ 1.8)

A 13 28 7 Qo2 13(-25.5)
B 50.9 225 (4.4 8801 45(-11.34 0805444
c 588 18 (-2 7 13017 0.8 87 .2 (345
o 136 BE(-17) 491 28 0.4 (- 3084 0269 %)
E 130 37~ 2,80 8.1F 16 0.7[-18.24 0.2(- 4.2
F 413 750+ 1.8 83 - 25%) 6 - 15.9%) 16 2564
G 164 A5 [+ 23%) 82( &) 11 1664 0.6( 2624
H 113 225 (-2 8- 23 14.8(- 7 8) 232 -4
1 ns L5 [~ 24%) 1141 1.82) 1F 206 0.2(-1287%)

Comparison with Current IESTI Intake (Fold Increase+/Decrease-)
35

Considerations for Benchmarking

+ Case Studies are labor intensivel

* Apublic Codex Database of final residues used to
established MRLs could be useful
Current IESTI consumption for children populations
age groupings are inconsistent and summed
commodities open to country interpretations
Difficult to depict overview in a single chart between
deterministic and probabilistic cutcomes.
+ The current |IESTI tool is considerably
more conservative than EPA's P99.9 (or P95)
criteria for MRLs (Chemical-Crop combinations)

}f
36

« Dietary Benchmarking should be distinct from risk
assessment.
— Probahilistic sampling of worst case field data is not fully
henchmarking
* In risk assessment when you are missing data, you
default to a conservative assumption
— in benchmarking how do you ensure realistic
assumptions?
— Will incomplete data sets be rejected?

Benchmarking Questions?

Final Thoughts

[0 0 N AT R IO DR OV RERNN WOCY U OO0 1N TS (OUT ST 0 0 0 Y BT N N

* Monitoring data as close to the consumer level as
possible provides most refined assessment
— Are worst case GAP field trials useful?

— How will monitoning data gathered from various
countries be QAed?

« Percent Crop Treated is an important refinement
— how will global market share data be used?
+ Exposure Percentiles for comparison?
— Meed discussion of Level of Protection
+ What are agreed %tiles for exposure?

3(

38
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¥* Proposed changes to IESTI lead to larger projected dietary
intakes, which could prevent the approval of some MRLs
unnecessarily.

¥ Risk communication is not salved by promation of the MRLfrom a
trading standard to a health standard

¥ Details of the FAO warkgroup procedures for the benchmarking
gxercise should be transparent to all

¥ The guality of the new FAQ technical group benchmarking exercise will
depend on the quality of the food consumption info and the dietary
exposure data used

¥ 2017 CCPRIESTI &G needs renewed participation to: a) address
technical challenges to proposed equation and b} thoughtfully and P
globally consider protection goals related to benchmarking. \
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x4

Overview of the GMUS-2 work plan

UN FAO, Rome, italy
February 21-23, 2012

Daniel Kunkel

1 - Coordination & Collaboration

- 1.4 GMU Steering Committee
- Establish membership*
- http: / Svwwaw.gmup. org /GMUWarkinggroupsfinal5 3
0_14 .xlsx

White paper topics...

Support the Joint Meeting on Pesticide Residues
{JMPR/Codex) process
Awareness regarding how Import Maximum Residue Levels
affect commadities in trade

s Impact of how secondary standards affect trade and choice
of products for the growers.
Need for training and equipment is critical to properly
meonitor pesticide residues and for data generation.
Incentives to suppart minot uses and to encourage greater
use of these incentives among all countries

Started draft 2014.....

Book: Declining International Cooperation on
Pesticide Regulation, Frittering Away Food Security

+ May T. Yeung et al__
Investigates barriers to international agricultural trade
caused by a lack of standardized maximum residue levels
(MRL) for pesticides.
A understanding of the reasons for the decline in
international cooperation, the trade impacts, and potential
solutions is critical.

- An analysis of the economics of MRL regulatory
harmonization, select case studies, and a look at incentives
and disincentives for government agencies and regulators..
The Canola Council of Canada sponsored the work
- hitp //www.palgrave.com/ap/book /978331960551 /#other

version=9783319605524

Overview of the GMUS-2 work plan /
Purpose of the GMUS-3 and Objectives

Main Themes

Coordination & Collaboration
Communication

:. Incentives

1. Capacity Development
Registration of Minor Uses and
MRL setting

Steering Committee
25 members/15 countries and 3 organizations

+ Provides

- coordination and oversight of activities

- communication of activities to working groups

- communication to other stakeholders and should
serve as a link to decision makers (regulators,
government etc.)

- focus on the 5 year work plan and timelines

- assistance to other workgroups in completing
their task

- Initially had quarterly teleconferences.

CLA - Industry White paper...

» Challenges to Establishing Harmonized
Maximum Residue Levels (MRLs) for
Facilitating Glabal Trade
- Reviews the challenges faced by the agrochemical

industry and its stakeholders in the food value
chain in establishing harmonized MRLs to support
the global trade of agricultural commadities.
Addressing these challenges is critical to continue
feeding our growing global population in the future.
Covers many of the same topics: awareness,
secondary standards, misconceptions etc_ .

http- / famup.org/MRIWhitePaperdugust 201 4.pdf

White paper topics...

Support the Joint Meeting on Pesticide Residues
(MPR /Codex) process

2, Awareness regarding how Impart Maximum Resicue Levels
affect commaodities in trade.

z. Impact of how secondary standards affect trade and <hcice
of products for the growers.

4. Need for training and ecuipment is eritical to properly
monitor pastidde residues and for data generation.

5. Incentives to support minor uses and to encourage greater
use of these incentives among all countries



1 - Coordination & Collaboration

+ 1.1 Global priority setting process for minar
uses
= 2015 Global workshop, Chicago, IL.
- Update on Wednesday
+ 1.2 Databases
- Established Glohal Database for 2015 Workshop .

Updated in 2017 and will be added to the EU MU
database.

Workshop on Wednesday

a & malGER s

4 - Capacity Development

National and regional capacity

- Disseminate information on pest management tools
Strengthen/establishment regional expert working
groups
Engage policy makers to implement
requlatory initiatives
Establish national minor use programs
Encourage greater participation in data
generation
Provide guidance on Codex processes

5 - Registration of Minor Uses and
MRL setting

Harmonized data requirement and
submission documents

Crop Grouping (residue and efficacy) Also
provides guidance for data generators
JMPR capacity building

= Funding sources for JMPR

- Expanding JMPR expert panel

Transparency in registration decisions
Warking towards common MRLs

- Side meetings at CCPR, Urge regulatory bodies to
utilize Codex standards including Codex Crop groups

44

2- Communication

» 2.1 Enhancement of the GMU Portal
» 2.2 Risk communication
» 2.3 Benefit communication — ——

» 2.4 Establish list of {(and netwaorks of)
existing working groups

3 - Incentives - that add value to
Minor Uses

+ Monltor Implementatdon and uptake of regulatory Incentives
¥ Promute and implement new incentives as they are developed
1. Program Funding, waivers
Address Import MRLs
Authorization procedures and requirements - data
protection
4. Ecohomic
Liability

Resource Document

I

GLOBAL

MI‘\IOR
+ Program booklet U E
» Papers on related subjects
- Miner Use Programs SUMMIT
Codex/IMPR minor use activiies
- Incentives
- Databases —
Crop groups

» hitp:/ /www.gmup.org/GMUS2_webversion.pdf

5 - Registration of Minor Uses and
MRL setting

Working towards common MRLs
= Proposals ..

- Side meetings at CCPR to discuss barriers to
harmonization

= Support and involvement for Crop grouping at CCPR
and representative crops”

= Develop questionnaire through the electronic Working
Group on Minor Uses /CCPR on import MRL setting by
national authorities

- Urge regulatory bodies to utilize Codex standards



Thank you!

07

Global Minor Use Summit (GMUS)

- 3 Purpose and Objectives

Developing Strategies for Specialty Crop and
Minor Use Programs and Harmonization:
Filling the Tool Box for Growers

==

Technical and cooperative areas:

Owverview of working groups - Global needs, Capacity déveoprment and
Communication.

Approaches and examples for international data sharing and research collaboration
A fercuis on limiiting duplication of effarts, robust data sers. data review,
Duata exchangeability

Enhanced involvernent of all stakehcolders, espeaally speaalty crop
3{0«"\,\ ity tions. in identifying needs and faciiteing selutions to
& minor use problems.

Re-evaluate W&Cil}l bullding vi s updates and strengthen working groups and
ngworks to el ficently address spedialty arop grower needs. Considerations for
a"Phasze 2° of capacity bullding.

Review and Refine Industry partnerships in collabor ative research efforts that address
miner uses,

Review, discuss and impl ement guidance on crop groups and extrapolation.

STRUCTURE OF THE SUMMIT

The Third Summit will have a ple i
discussions and a needs: warkshop. "o P

The plenary session will provide updates from various
minor use and government agencies regarding progress of
the key action items identified in the past Summits and
provide an overview of the objectives for this summit.

The breakout sessions will focus on the key areas of
interest involving the Regulatory, Industry and Grower
SeCrors.

The last da(}/ will be a follow-up global workshop to further
discuss and refine priorities of arower needs identified
from the First Global Minor Use Priority Setting Work shop.

45

Update on the action items and 5-year
work plan from the first two summits and
from the first Global Minor Use Priority
Setting Workshop

Progress and outputs from the three Standards Trade
Development Facility (STDF) capacity building efforts

The Codex Committee on Pesticide Residues and JMPR

Priorities from the first Global Minor Use Priority Setting
Workshop and progress to date

Policy considerations:

I\prloachea. to enhance involvermnent of policy makers who can
help in facilitating solutions to the minor use problems.

Advance the topic of international harmonization through
cooperation and transparency in establishment of MRLs and nsk
assessment by regulators

Promote acceplability to exchange feld trial sites for residue and
efficacy studies

Share and implement critena standards that define and recognize
miner uses,

Develop a timeline for implementation of new policies for minor
uses,

Discuss policy aspects to enhance the registration of minor uses



¢ 5-1 | Capacity Building Updates since the GMUS-2

GMUS-2: Theme 4
Capacity Development

Tasks:
4.1 Natinnal and regional eap a:'w
. ﬂrssemma -unfqrmmnn ing pesfucrde and pest managemen:tonls (e g i
extrapolation meﬂmds, cm‘p gfm.mmg, 1PMY

» Facllitate the f gional expert working groups
 that support minor use isues

* Develop and implementation new tools and guidance

¢ Establish sustainably operating reglonal expert working zroups for minor uses

4.2 Engagapaﬁcv makersto im plémem. regulatory initiatives
. nc\udedeclsmnmaters at technical meetings or workshops to demanstrate
nblﬂ(pkmematiun nﬂfc ma} \r[nuts

(STD 3 capamty bunldlng proléc'fs -

43E
s Provide. gurdarme to national authurma an design and rmp\ementa!mn of minor use
Jason Sandahl, PhD Programs
Food Safety Technical Advisor 4.4 Encourage greater participation in data generation

Office of Capacity Building and Development

HED) Folir ATt e * Initlate collaborative projects to better participate in Codex processes [eg , €rop

grouping, data submissions, MRL setting process)
+ Implementation of col ts
USDA UNITED STATES DEPARTMENT OF » Stakeholder e_f,'gage;"ﬂ#_ data generation and &hfa'i'e’a‘gth.'guppu}f m'{'@,z:,,g;é

== AGRICULTURE 4.5 Provide guidance on Codex processas

Global Residue Project for Tropical Fruits
Goal: Develop process for generating residue data to establish Codex
MRLs {and/or other naticnal MRLs} through collahorative projects.

Yision; Estahlish glabal network of resrdue research teams to
coll Fﬂborate ingenerating data fer MRLs (wsrk sharlng and cost-
sh’arln_g} and to coordinate miner use pregrams.

USDA |R-409 WF . U @me //['4.

Global Residue Project for Tropical Fruits

e dentlfymg Reglonalfﬁlobal Priorities:
4@» Dow AgroSiciences S )/ FIE Solutions for - MRLs, Crops, Pests

Global Minor Use Fund: “Phase 2”
In Progress.... '
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i+ 5-2 | GLP Field Residue Studies Global Capacity Building

R4y

GLP Field Residue Studies
Global Capacity Building

Michael Braverman, Ph.D.

IR-4 Headguarters, Rutgers, The State Liniversity of Mew Jersey,
500 College Road East, Suite 201 ¥, Princeton, MJ 08540
E-rnail: bravenmanz aesonrutaers ey

R4/

* Malaysia- Field and Lab

= Singapore- Lab

* Thailand- Field and Lab

* Philippines- Field and Lab
* Indonesia- Field and Lab
« Vietham- Field

* Brunei- Field

R4

+ Bolivia - Field

» Colombia - Field and Lab
+ Costa Rica- Field and Lab
+ Guatemala - Field

* Panama - Field and Lab

+ Ghana- Field

* Kenya- Field

* Senegal- Field
* Tanzania- Field
» Uganda- Field

IR4% ROUP TRAINING
3 W0y £ 3

<




IR4 GROUP TRAINING IR4Y GROUP TRAINING

48



ol T

Y

" IR4)
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ANALYSIS
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R4y ANALYSIS R4y
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lR‘WJ ANALYSIS lR 4@d ANALYSIS

IR%Q ANALYSIS IR%J ANALYSIS

Y
IR4Y L VBl - OOPERATIVE AGREEMENTS

CAPACITY BUILDING K%
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. 3 | ASEAN countries’ experience in collaboration with IR-4 &

USDA

ASEAN countries’ experience in
collaboration with IR-4 & USDA
Ngan Chai Keong

tham
Philippines

,Thailand

~Cambodia®_

Malaysia Singapore
\‘ ﬂ Brune: IJuu salam

1I\CIM!‘.||'_“'--"”

['Warld Tra

TRAINING CONDUCTED FOR ASEAN COUNTRIES

Benefits & Beyond

* Good exposure to GLP residue study.

= Strengthen capability in residue data
generation.

* Learning curve in team work, problem solving.
* Establish international netwarking.

* Future collaboration with global players:

— Coordination of residue trial worldwide.

Introduction

* |n 2009, USDA approached ASEAN countries

for collaboration on global residue data
generation project.

* Following few meetings with the Expert

Working Group on Harmonisation of MRLs of
Pesticides among ASEAN Countries within
2010-2012, project started in December 2012.

* Project completed by end of 2015.

= R4y

USDA =

Capacity Building & Residue Data Generation

« Cnsite field & laboratory training in each
participating countries.

* Field & laboratery training courses/workshops for all
ASEAN countries.

* ASEAN countries not involved in the residue data
generation project also sent representatives to the
training course.

Challenges
« Multi agencies collaborating within cne pesticide-
crop residue data generation project.

* Communication between project counterparts from
different countries.

* Trans-border or trans-island sample shipments.

— Ensure sample integrity upen arrival at laboratory.
« Trial failure {crop loss due to theft).




4t 5.4 Colombian experiences in IR4 participation Spinetoram/
' avocado

A A

Instituto Colambiano Agropecuaria Instituta Colombiano Agropecuaria

% . ; T ki
Colombian experiences in IR4 participation S

Spinetoram/avocado

Team werk comitment

ADRIANA CASTANEDA, PhD
Scientific directar of anakysis and diagnosis
Colombian Agriculture Institute

Perschnel proficienty

Edwin Barbosa, René Lastro, Hugo Rodrigues Javier Sorlano, Julldn Ayala, Rosana Brochado Training and ccaching

lacqueline Guevara, Yohana ¥elandla Laboratory facilities

Grewars sURport

ICA™¥ R4y

ICA™# ICA™#

Institute Colombiano Agropecuarie Instituto Colombiano Agropecuarie

Sethacks Accomplishment

Project finished and aceepted

Mot easy to start

Completed entirely by Colombia

Personnel change [directive and executors)

GLP team setup

Laboratory (equipment, power supply, air conditioning)

FuTU e projects-continuity

Limited funding

Trained personnel

High level government

Mew institutions invelved

Projecto percaption

International recoghition

A¥ ICA™

Instituto Colambiano Agropecuario Instituto Colombiano Agropecuaria

Leasons learned Recommendations

Planning

Persennel comitment
= Budgetincresse

Two people per rol
= Keeptraining

Prooblem selving decision
= Invelve high level gevernment

Communication

Changes adapting

e
A CA
Instituto Colomblano Agrepecuaria I A ey

Instituto Colombiane Agropecuario

Future work Acknowledgment

= Inveolve other institutions
[Corpoica, Mational Universities,
Industry) Edith, Milena, Amy, lasen, Daniel
Derw

= Nextprojectsin -
STDF, IR4, American embassy, |CA, IICA

Cacan

Pinneaple

Banana
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i (% 5.5 Update of the STDF capacity building project in Africa
i (Ghana, Kenya, Senegal, Tanzania & Uganda)

’__f " Update of the Standards Trade™ ’
I Development Facility (STDF)

capacity building project in Africa
(Ghana, Kenya, Senegal, Tanzania & Uganda)

i

PAUL OSEl-FOSU (FhD)
CHAMNA STANDARDS AUTHORITY
(Presenting on helalf of the team)

..—“".‘- 25 e

— ACTIVITIES

¢ Increased technical capacity that will support the facilitation
of new registrations and improved national pesticide
monitoring programs,

* Generation of actual residue data (mango/sulfoxaflor)
* Submit data to JMPR for establishment of Codex MRLs.

* Crop/pesticide priority list for the participating African
nations will be developed for future collaborations and for
establishing a regional strategy for addressing identified
priorities

— ACCOMPLISHMENTS =
- -""ml preparation
Good Laboratory Practise (GLP) trainings for  laboratory
analysis and field trials
Facility Inspection

.

.

.

Protocol finalisation

»

Study implementation(supervised residue field trials completed-
Mangn,.".‘iulﬂm.:ﬂnr]
Quality assurance and notebook reviews

Registration preparation of mango/sulfoxaflor in participating
countries

 CAPACHYBUIDING

~» Project preparation

This item was originally completed in December 2015, but due to
changes in the crop/pesticide combination (Mango/Sulfoxaflor)
this was completed in July 206.

¢ GLP training

A 5 days GLP field research training was organised in 2014 in

Ghana for all the participating countries

A 5 days GLP laboratory analysis training was organised in Ghana
in March 217 for all the participating countries.

Good Laboratory Practice {GLP) training in Ghana

e FEE}TITY Inspection

From February to June 2m6, the IR-4 and USDA technical team
visited both field and laboratory sites in Ghana, Kenya, Senegal,
Tanzania and Uganda to carry out facility inspection

* Study implementation

Five supervised residue studies for sulfoxaflor in mango have been
completed by Ghana (z), Kenya (2), Senegal (1), Tanzania (1) and
Uganda (1). All these studies were completed before January zm7.
All samples have been stored in deep freezers awaiting shipment
and analysis in the UK laboratory.

* Quality assurance and notebook reviews

All the participating countries undertook a laboratory and quality
assurance training which was held in June 2016 in Kenya.

All countries have submitted their field notebooks to the study
director ta conduct quality assurance review of the documents.

Laboratory and quality assurance training in Kenya
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® Priority could be given to fruit fly and that
spinetoram/mange combination was an important area
where a project could be initiated considering the growing * STDF-funds
importance cf fruit fly in Africa. = AU-IBAR -supervisory role

» Dow Agroscience-test material

* Priority list of commedities which had been prepared * IR-4 -Technical advisors

during the conception of the project should form the basis * USDA-FAS- advisors
forselection of commedities for future work.

Cropsidentfied

Kenya Avocado, mangp, passion fruit. pineapple

Uganda Banana, passion fruit, pineapple

Tanzania Guava, avorado, banana, mangp, pineapple, passion frait
Ghana Banana, papaya, mange, pineapple

Senegal Mango, pineapple, papaya, banana
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Perspective

Established Minor Use Programs:
North American Perspective

Dr. Jerry Baron
IR-4 Project
&
Dr. Marcos Alvarez
Pest Management Centre-AAFC
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The Regulatory Registration Process

The Process Starts
with Requests
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Canada - US Partnership Model

PMC IR-4
+ " AAFC funded including MU Programfor = USDA and Industry Funding
PIRA

= Consuitationswith Prov. Minor Use ® Consultations with Regional Field
Coordinators, Grower Groups and Coordinators, Grower Groups and
Manufacturers Manufacturers
= MU Peslicides Priority Setting
‘Workshop (March) * Food Use Workshop (Septerrber)
= Biopesticides Priority Setting 5 _—
‘Workshop (March " ¥
* Planning Meeting (Januansg *  Omamental Workshop (Q ctobery
= Field Trials at 7 GLP AAFC Research = Research Planning Meeting (O ctober)
rters and private contractorsand " o
Universities * Field Research Centers at 21 locations,
mosthy Land Grant Universitiesand
* Located in 4 Regions USDA farms
Westem (2) 5 =
Prairies (1) = Locatedin 4 Regions
Central (3} Hortheast (MD)
Attantic (1) Horth Central (M)
Westem (CA)
= AAFC-PMC lab Southem Ly

Over 1,800 new uses registered for * (3 Regional and (2) USDA Labs
growers

= Hearly 20,000 new uscsregister

IR4Y

Agricutture and Agriculturs et
Agri-Food Canada  Agroalimentairo Canaia

| L4 |

Questions?

IR4Y

Agriculiure and Agricutture el
Agri-Food Canada  Agroalimentaire Canada

L |

Established Minor Use Programs: North American

&Y The IR4 Project

Facilitating the regulatory approval of
sustainable pest management technology
for specialty crops and specialty uses to

promote public well-being

usopa
ARS,

B

-
g
Logona
I*II"I = Partnerships
Respaonsibilites | Roles Benefits

Uriversities and
Crop specialists

grower-selected MU
solutionst o specific pest
problems

compilation of data
supporting new MU
submissions

NA Growers Idertify e ds Choose pricrities Target limited resourees
efficiency and cbtain mew
tools

P4 EPL, Federal Regulator — Review regulatery Fulfills federal mandate -

& d subrnizsicn review, propasals snd make Greater efficiencies.

SEMASICA- erforcemert ard decisicns taking inaccount

SAGARPA ronitering harmori zation

COFEPRIS-55A

Fesearchers Condact resesrch on Corducting of field trislz, Cortributes to scisnce snd

innovation strategy.

Provinces and
States

Az 0 canducts field trials
Frovince:s prapare 3 well
sibmissions on behalf of
gowers.

Advocate ProvircialStates
grower ree

Obtain new Crop Pratection
taols for their growers

Registrants

R0 an new srop
protection tools and
techrologies

Agree tolabel sxpansion
and new use sLbmissiors.

Market rew uses of
products.

IR-4 Project and
PMC and MU WG
inMexico

Facilitst es registration of
sustainable pest
manage ment technel ogy
for s peciaity erops and
minar uses

Develop necessary data to
fasilitate registration of
crop pratection tos s fer
=specialtycrop growers and
werk juirtly tofaci|itste
Horth American
registrations

US and Caredian growers
get rtional registration
and access to Canadan
and US markets as MRLis
setand equal.
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Minor Use Program - |
European Union |
Global Minor Uses Summit

1-4 October 2017, Montreal, Canada
Jeroen Meeussen - Coordinator

- e
<

S

MinorUses

Coordination Facility

v

February 2014: EU Report on the establishment of an
independent Coordination Facility on minor uses
which & co-funded by the Commission
» Hosted by the European and Mediterranean Plant
Protection Organization (EPPO, located in Paris) and
;_ointly funded by the EU and by the governments of
rance, Germany and the Netherlands. Initially for a
period of 3 years

» Coordinator started 1 September 2015; Fully staffed
since 1 November 2016

» Coordination Facility will work for all 28 Member
States

Coordination Facility - Mission

The mission of the Facility is 'to enable farmers
in the EU to produce high quality crops by
filli minor uses gaps through -efficient
collaboration to improve availability of
chemical and non-chemical tools within an
integrated pest management (IPM) framework’

MIE7PW

EUMUDA Homepage

Minor Use Program -European Union

Second Global Minor Use Summit
Rome - February 2012

Conclusions

» Several mechanisms in place under the mew
legrsiation. Need to impiement them!

« Na
wibut need for EU co-ordination

" o

Minor Uses - Importance

Only 3% of the cultivated area, but representing
22% of the value of the entire EU plant production
value

minor use
major value *

Across the EU these speciality crops represent
a value of more than 70 billion Euros per year

Commodity Expert Groups

Currently there are 7 Commodity Expert Groups(CEG):

L4

CEG fruit and vegetables
CEG ornamentals
CEG tobacco
CEG rice

CEG hops

CEG seeds

CEG mushrooms

yyYyY vy yvYyYy

EUMUDA

What information can | find in EUMUDA?

» Acompiled list of minor uses needs from Member
States

@o‘f ongoing projects and @

» Atable of crop acreages

» Reference lists of what are considered ‘minor
uses' in different Member States

Not all information on individual projects is
accessible for everybody, The MUCF is working on
rules for access rights and confidentiality



Project Funding EUMUCF: Long-term funding

¥ EUMUCF is jointly funded by the European Union
and the the governments of France, Germany and
the Netherlands

» Currently, the funding of the Coordination Facility
has been guaranteed by France, Germany and the
Netherlands for the first three years (until April
2018)

THANK YOU FOR YOUR

* ATTENTION

EUMUCF: Long-term funding

» Already several other Member States have
indicated their willingness to contribute to the
funding of the Coordination Facility

It is clear that minor uses problems will not all be
resolved in three years

- ANY QUESTIONS
u‘r" ‘ ; \.!l:-
e |’

-~ Jercen Meeussen
Coordinator

MinorUses  wosean urin tirer e

v

» Amid-/long-term planning (5-10 years) and a Caordination Facility )
strategy how other Member States can contribute, \ :;;;‘::‘;;’d Richard Lennir
has been prepared 1 FRANCE

» Member States will be approached with a request

for a voluntary assessed contribution I\ :::Eg;; ::;3 g; ?,2

E Broen, Mesussen: minoruses. sy

-

9

website: www.minoruses. eu

g "2
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Minor Uses in Brazil

BRAZILTAN HEALTH REGULATORY AGENCY
(ANVISA)

Minor Uses in Brazil

Carles Alexandre Oliveira Gemas
Health regulatory expest
ME/Amisa/GGTOX

—l' L sgnois Naiona!
=17 d=Vigiléneia Sanitéria
ARV

v anvisa.gow.br

Normative Instruction
ANVISA, Ministry of Agriculture and IBA MA

+ Methodology:
- Based in IR4/PMC
- Analyze of Actives Ingredients actually demanded:
* Demand of needs of the supply chains of fruits
and vegetables;
= Results of Brazilian Pesticide Residue Monitoring
Program (ANVISA);
* Results of monitory of pesticides in YWholesale in
{Ministry of Agriculture).

Agéncia Nadonal

L
[ d=Vigiiineis Ganitéis

<
o

v anvisa.gow.br

Normative Instruction
ANVISA, Ministry of Agriculture and IBAMA

+ Necessary:

- Create a permanent group to discuss about
the issue and correlates;

- Create a negative list of Actives Ingredients
that won't be accepted because of lack of
interest of Ministry of Agriculture (ex. Technical
Barriers to exportation); ANVISA (ex. impact of
ADI or human health); and IBAMA (impact to
environmental);

- Priority of Actives Ingredients with less toxicity.

L agencia Nadonal

-~ de Vigildncia Sanitaria

wavwe. anvisa.gov.br

A.l. with restriction to register using the
INC 001/2014 (Minor Uses).

clodinafop epmiconazole  linuron prothioconazole

mancozeh Tiram
methamidophos
roethidathion

metiram

diazinon
dicafol
dimethoate

fenarniphos
phosmet triazophos
terhufos

Tehupinnfis

fenpropimorph
digquate

dizul foton
diafenthiuron
edifenphos

FenozapropP

Tembottione

Wevinphos

fipronil
fentin
glyphosate

paraquat
Parathion-
uethyl
pyrazophos

endosulfan Glufosinate-

ammonium salt

cyhalofop Butyl ethoprophos Hal meyfop P prochloraz
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Normative Instruction Minor Crops

ANVISA, Ministry of Agriculture and and Brazilian Institute of
Environm ent (IBAMA)

« Motivation:

- Co-responsibility of companies in misuse of
pesticides to Minor Uses.

- Improve of the dietary risk evaluation that it
was probably sub estimated (ANVISA).

- Improve the process of register of pesticides to
Minor Uses. Demanded by supply chains of
fruits and vegetables.

Lo mgénciz Naciana
[~ de ¥igilénci= Sanitara

_:l
i

wurw.anvisa.g owhr

»

Normative Instruction
ANVISA, Ministry of Agriculture and IBAMA

+ Methodology :

- Availability of Active Ingredient registered for

representatives crops;

- Botanic and taxonomic Similarity;

- Way how that fruits and vegetables are consumed;
- Regional Characteristics.

<L sganciaNacional
"'E l'- de “gilncia Sanitdna

www.anvisa.gowhr

v Actions of the Brazilian's Group Work of Minor Crops to
identify the main active ingredients detected in minor crops
in Brazil (Brazilian Pesticide Residue Monitoring Program).
And orient the change of actives ingredients with proprieties
more toxic to other ones with proprieties less toxic.

L sgércia Naciona
[ de Wgiléncis Saniténa

J.
b | wuwreanvisa.govhr

Normative Instruction
ANVISA, Ministry of Agriculture and IBAMA

+ Necessary:

- supervised field trials in accord with new legislation,

that recognized GLP, and these residues trials must be
delivered after two years in a Minor use elected how
representative of sub group.

—f. L sgércia Naciona
" de viailancia Sanitana
LN

wurw.anvisa.g owhr



Normative Instruction
ANVISA, Ministry of Agriculture and IBAMA

+ Conseguences:

- Improve the inclusion of Als to Minor Uses;

- Improve the inclusion of Minor Uses in labels;
- Reduce the necessary numbers of supervised
field trials to minor uses register;

- Improve the officials programs of monitory the
residues of pesticides in foods.

Agéncis Nacionsl
de Vigilinoia Sanitdria

ol
LE

v anvisa. gov.br
I

INC - Minor Crops

Art. 29;

- Groups of Minor Uses, conform Annex

- § Define procedures to include others crops, not
contemplated in INC Minor Crops.
sexpert’s report firmed by research

s Data bibliographies
¢ Meeting of group work minor Uses (ANVISA, MABA e TBAMA )

Agéncis Nacionsl
de Vigilineia Sanitéia

el
I 74 v, anvisa, gov.br
|
INC - Minor Crops
Art. 59;
- To extrapolation of MRL:

+ 5i on on Ministry of Agriculture, mention of Al and the minor
use, biologic target and GAP.
+ Publication of Al'in Monograph of pesticides by ANVIGA

Art. 6°:

- Exigency to a extrapolation of MRL:

+ MRL and Pre-haryest interval of representative crop must consist in
monograph to be extrapolated (Provisory MELJ.
itment Term (CT), with dead line of 24 months, to carry out
d field tials' for. representatives crops of, Sub-Group
{Definitive MRL of Sub -G roup).

L agancia Hacional
[ d=Vigitineia Sanitdia
ARyl

-Jl
e v ahvisa. govbr
_____________________________________________________________|

INC - Minor Crops

Art. 99:

- Minor Uses with MRL extrapolated will be
included in Official Program of monitory of
of pesticides t© comparison of

residues
compatibility of the value extrapolated with the
value observed.

Agénsia Nacionzl
de Vigilincia Sanitaia

v anvisa, gov.br
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Normative Instruction

Art. 1°:

- Reason: Extrapolation of MRL
- Definiions:

= Minor Uses

= Groups and sub groups of crops

= Representative Crops of Group and Sub-Group
* ADT

= MRL

= Extrapolation of MRL

+ MRL provisory

Agéncia Naciond
de Migilénia Sanitiz

=N
B

0
Ak

# wwwanvisa.gov.br

|
INC - Minor Crops
Art. 39:
- Inform who can solicit a Minor Uses and
extrapolation of MRL:

» ResearchInstitutions or rural development;
+ Associations e cooperatives of rural farmers;
+ Companies registrants.

- Ministry of Agriculture, ANVISA and IBAMA
approve

Art. 49;

- Groups of Minor Uses can be altered,
scientifically justified, and conform Art. 29,

if;

Agéncia Naciond
de Vigilinda Sanitéis

T

wwvnanvisa.gowv.br
. ____________________________________________________________|]

INC = Minor Crops

- Provisory MRL had a dead line of 24 months,
until establishing of MRL by residue test in a
reprasentative crop of Sub-Group.

=g 10 - In case of supervised field trials haven't been delivered —
Withdraw the minor use from monograph.

+§ 2 - Temporally MRL ™= MR definitive: after delivery of
supervised field frials |, since have notimpacton ADI or ARTD.

Agéncia Nacional
de Vigildnoa Sanitéis

<L
T.!. ': wwranvisa.govhr

|
INC - Minor Crops
Art. 119:

-Should be demonstrated when
Minor Uses in labels of pesticides:

included the

I expert's report proving the efficiency agronemic forthe bislogy
target and absence of phytotozicity to the representative crop
Sub-group; & 1° - The MRL, and Pre-harvest interval to the Minor
Uses will be defined by ANVISA and Ministry of Agnculture, based
on MRL; and Pre-harvest interval of representative crop of Group
or Sub-group.

Art. 14:

- ANVISA, Ministry of Agriculture and IBAMA can
propose exclusion of crop from monographer of,
the Al if necessary:

Agénsia Naciond
de Vigil&nda Sanitéia

wiwwkanvisa.govhr



INC - M inor Uses Table 2. Representatives crops of Sub Groups to extrapolations of MRL to Minor.
Uses and to be referencein supervised field trials .

Table 1. Representatives Crops of Groups and respective Minor Uses

Lo sgancia Nadonal ol pgencia Naciona
1T e Viglneia et wwuv.anvisa.govbr % de vigilgnciz S=nitdia wwsianvisa.govbr

Extrapolation of MRL N of Praducts Farmutatod (PE) by ;
MRL OF Al

Total of PF = 50

Crop Group Crop Sub Group

Group Minor Crops

Representative Representative

1
1
s
s
T 1
Tomate (Solanum Ezgplants, scarlet egzplant, pepper, )
Fruits licoperdcum) Shiweet pepper | 0 J
[
Wezetables Cuceds e { Chicumes 5B Cucutriber B ssonet squach oyl —
sattvis) buer cusumber. 1
I I I ' l 581

Field Trials RIS P LI I EREEFT IS
(2 years) & .4

N% of new uses (crops) approved By companies:

N° of New uses per class producits

Total of new Uses = 969

Total of new uses = 969

B
&

st LEsfcierce

: B THANK YOU
: ' WWwW.anvisa.gov.br

toxicologiag@anvisa.gov.br

Agéncia Naciona
de Wigiléncis Sanitdna wyen.anvisa.govhr

[}
~ e hgencia nadioral -
l: deVigildneis Sanitérs v anvisa.gow.br TF

_I_
.

wiba
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w1+ 6-4 | Australian Minor Use

Australian Minor Use
=

AUSTRALIAN MINOR USE

o Previously

1 Separate R&D Corporation programs
# Grains {$2.3 mio pa) and Herticulture (~$1.6 mio pa)
w Majority for Off-label permits
Data generation

One-on-one dialegue with registrants and regulaters

Hort W), SROC

O S Hort |
Innovation E Innovation
Auvstralian Minor Use Australian Minor Use
| =T
o Current approach o Current approach
0 AgChem Aceess Priorities Forum 0 AgChem Aceess Priorities Forum
= Key staksholders represented B Mix of government, registrant and inclustry funds
= Federal funding
B s ® Forum establishment
= = Grants 2015/16 - $1.72M, 2016,/17 - $2.58M,2017,18 -

$1.76M

= Reguldator initiatives [e.g., permit to label, Crop grouping)

Hort
Innovation
. . . .
Australian Minor Use Australian Minor Use
| .
o Current approach o Going forwardl
1 AgChem Access Priorities Forum 1 Funding
® Provides a platform for cross sector /stakeholder dialogue. ® Forum funded by key stakeholders ($95K pa)
® Underpinned by: = 8 RDC’s & Croplife
= Industry needs analysis (key crop protection gaps) B Projects
= Consultation ® Mix of industry and registrant funds
Information sharing (indusiry <~ Regisirants) O Primary purpose is to seek opportunities for:
= Development strategies - | ) st ”
® |dentify opportunitiss for collaboration or co-investmsnt SArEEAgne ragiliier angagamen
= Mew and review chemicals
Regulators
= Regulatory pathways & data requirements # data requirements, uccess/shuring
Hort Hort |
Innovation Innovation
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anses Q
CCPR eWG Minor crops

Guidance to facilitate the

establishment of MRLs for

pesticides for minor crops
Xavier Sarda

Head of Pesticide Residues amd Food Safety Unit.
DEPR - Regulated Products Directorate

New Cluster diets

¢ 7-1 | CCPR eWG Minor Crops

ot mat oo Ty 1 1201 1) 100101

] Cortants ban avalable s Severss BoimcaOiuct (E)
|
& Tk‘m‘ 7 Food and Chemical Toxicology Q

LSEVIER [aurnal hamepagel waw.slawviarcamiocatalioadenamion

New approach for the assessment of cluster diets

Matthamadou Moustapha Sy*, Max Feinberg®, Fhilippe Verger®, Tangul Barré ", Stéphan Clémengon’,
Amilie Cripot '

A L1t M, 1 o bk R TLEDY s e 5
» s o L Ares App, LTV F711 Comeye 27, Stmvnn

 Plcrn Pt rIENES e 341 4t Bl 14 P ks 13, Pt
CANTIR Bk Assrmrnt Bepuriret, 7771 g Conde e, S0 1 Mk Aflrt G, T
..... _— anses o3
Ocbber 1 2017 GMUS I Mo tea)

3 categories based on consumption levels (% of total daily
consumption/capita) have been derived:

- Category 1- Nodata in FAO Stat and Mo GEMS Food Cluster data: to
he considered on a case by case basis

Category 2- < 0.5% worldwice and < 0.5% in all of the clusters:
minimurn of 4 tials

Category 3- < 0.5% worldwide and = 0.5% in one or more clusters
minimum of 3 trials

anses 3

oopber ft 2017 GHUS Il Moy Beal

“Tabla 3: LSt of Grops for whan Sanaumption vahses ars Below v Mosshold of .43% worldwids
umption.

- 10tal cont z X &
copEx Gommodity | Gontumption | %aftotal | N°af | Gamumpban | Gommants
conE |weighted with | consumpll | Cluster > | category

| poputation | on 05%
Iphatiday) ‘ |

—
| GEusFAC
| soow 618

s | LOGUAL iiapanese "

P02 A ik A ]
frosh rwy
;"nmsv )

A ¥ .

FPU22S | Mamar  Boymipol BT A 2
fresh nes

FPO231 | Quince | LTI (] |

anses ud

Ochber ft 2017 GHUS Il Horteal

CCPR eworking group on minor uses

—2008-2011 WG: Definition: no agreement
reached.
* Minor uses/crops/speciality: Zones
» Consumption Vs Production {surface vs Tons 3/
Economic Importance

— 2011-2015: WG focus on criteria /nb of trials
» Based on consumption data (FAD STAT)
« Total word food consumption per capita is 1787.98
gicapitasday
+ cut-off 0.5% = 9 gfcapita/day

..... — = anses &P
Octobe r 121 2017 GMUS 1 Moyirea)
Review world consumption
aevemgptine ST Y
Ther | hew 3
Whaat_t 9,304% 17
Rico_t 9,208% 18
Potatoes._t 5,448%, [0
Vegetable nes_t 5,007% 17
sugar_t 4 544% 17
Blrlu t 232% T
Tomatows_t  784% 14
Maize t B14% L]
Bananas_t 373% 5
Watermelons ,932% 8
Cassava_t | 874% []
Swaoel potatoss T4T% 5
Apples_t 1,5612% 14
Onions_t 1,570% 14
Cabbages and othar
ksl 1,502% 10
..... — - anses\.‘)
Dctobe r 1rt 2017 GRUS L Moytrea)

“Table 1.List of crops for which consumption values are above the threshold of 0.5% worldwide
total consumption.

Mandarin + mandarin-iike hybrid Melons. except watermelon

Orange, sweel. sour + orange-like loucurber

Watermelon

Peppers, sweet {Inch, pim(jiente)
(el pepper. paprika)*

Egg plant (aubergine)

Tomato

anses 03

OStaber 181 2017 GHUS Il MoiTeal

recommandations to set MRL on minor crops

+ Label

“When there is no formal label, the data on minor crop should be accompanied by
an official letter from & government agency that states the chernical is being used
an the crop and outlines GAP being used by growers in that country.

» Global data set
Residue trials from different regions of the world might be taken into account for
setting MRELs on rrinor crops.

+ Use of proportionality
Should be use as for major crops but may be authorised for limited dataset on a
case by case basis

+ Extrapolation

Manufacturers and members are encouraged to include minar crops when &
compound is scheduled in the priority list

anses v

October 11 2017 GMUS Il Movieal



* Applicable
Interim period until JMPR 2018

s Future work:
— Update consumption data

— ldentify early in the priority list the possible
extrapolations.

T ember 1t 20m GRS Il Horsal

Past Activities

+ 7 guidance documents and 9 test guidelines
published - e -

orc (@ ocne — — anseshd

+ Review of document published in 2011

+ Co-chaired by Karsten Hohgart (BYL, Germany) &
Michael Kaethner (Baver)

+ Factors considerad included review of sections on
crop grouping, extrapolations, proportionality and
geographical distnbution of residues trials

.

Fublished Sept 2016

orcn (@ ocne — — 3N%es

~ Exemple of extrapolations in the new guidance

“document on residues on rotational crops.

Table 3 Selection of crops for Tier 3 (extended fekd) studies

S roti [Crops propased for Tier [Nimber of [Passible Extapolation
e wof |3 field st ne of | Trials *
one or more crop

group) !

1. Comrots or radishes or |4 Sublermanean parts: Extrapolation 1o root
sugar bests (*) oF other fand tuber vegetables, potatoes, roots of
beets sugar plants, of berbal mflasions and of
plees

Root and uber

Acsial parts: root crop bascd forage crops
s

3 Pouioes (optionaD *__|1 Nirapolation to poratocs only

Bulb and stem 1. Leek of celery 1 [Extrapolation to bulb vegetables and stem
vegetables regetabile:
okch {{ @ ocoe — — anseslD

~ Guidance Document on Crop Field Trials

anses :}

Residue Chemistry Expert
Group (RCEG) update

oECD {{@ ocpE

Xavier Sarda
Head of Pesticide Residues and Food Safety Unit.
DEPR - Requiated Products Directorate

Current Activities

« Guidance Document on Residues in
Rotational Crops

+ Revision of TG 509 Crop Field Trials

OECDH «.l)\'hl-‘ — — anses3

‘Guidance Document on Residues in
Rotational Crops

= Guidance document development first proposed at 2011 RSG

= Co-chairs Jason Lutze (APWMA, AJS) and Kathryn Jernberg (DuPont)

= Factors being considered include determination of application rates esp
with accurnulation, proportionalty, MREL establishment for rotational crops

= Wil support test guidelines 502 & 504

= Second round of comments with RCEG, closed 4 Dec 2015

= Significant advances on harmonization made post consultation

= WGP WMNT commenting round

orcn (@ ocne —_— I— T

The Future

« New work proposed:

— Revision of Crop Field Trial test guideline
(alignment to GD)

— Residues in honey

— Revision of residue definition guidance
— Residues in aguaculture

— |ESTI - support review activities

orcn {(@ oo — anses P
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3" Global Minor Use Summit
Montreal, Canada

CCPR eWorking Group on Priorities

Openness and transparency
Inclusivi

IMPR workload

Mational Reglstrations Databaze

lan Reichstein
Director = Australian M ational Residue Survey
Lhair=- CCPR Electronic Working Group on Priorities

Timeline for eWG Priorities

‘Kick-off’ letter issued by Codex Secretariat
Registration of eWE participants on Codex [T pertal

Nomination with completed form due:

CCPR Schedule and Priority List draft agenda paper:
CEPR approves Proposed 2018 Schedule:
Commission adopts 2018 Schedule of Evaluations
JMPR data call in for 2018 Schedule of evaluations:

JMPR canducts evaluations f meets (STEF 2}

IMPR repart published:

CLfarcamments an IMPR prapasals [STEP 3y

If na cancerns, CCPR prapases dra ft MALs ta CAC (STEF 5/8)
AL adapts MALs 1o became CXLs)

August 2017
September 2017

30 November 2017
1January 2018
April 2018 [CCPRSO}
July 2018

October 2018

Sept 2003
December 2013
March 2020

April 2020 [CCPR5L
July 2020

Openness, transparency, inclusivity

Increasing level of information:

Allinterested members and chservers invited to participate

Operates throughout the year with prescribed deadlines

= commod ity lists, number of field trials, manufacturer id entity, registration status,

MRLAOD status

2019 Proposed Schedule of
new uses and other evaluations

Compeund given & date-stamp when all nemination and scheduling criteria are met

AT R e T FEamUE T ENEERT FRwEnT
B HUFEETURER
EGE LT DL AUl GEL FLE = ) &3
FOUDED 04 12.LLY A /Puzzs
T 0 TEron B, ra i P
Ay (2L 4 mur |rove fam 2
Hr=yry
T e PP oW E LT STOHE PR e L et o far]
REEHUT ome it e, e 013, 3e 2
fht - shemy. pranh, pls mZi, Tree:
futs- 2 mon, peen )
AT FTET NS A FUEED =]

Extraordinary Meeting of JVIPR
Supported by Canada
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CCPR eWorking Group on Priorities

Role of eWG Priorities

= Codex Procedural Manual

= Prepare draft Proposed Schedule of IMPR evalustions and maintain Prority Lists

THE TABLES
= Proposed Schedule of IMPR evaluations

= Table 1t new pesticides plus new uses and other evalustions for existing codex
pesticides

= Table 24: Schedule of Periodie Review
= Table 28: List of Periodic Reviews

= Table 3: Record of Periodic Review
= Tabkle 4: Pestivide / Food combinations for which specific GAP 15 ne lenger supparted

(CAC procedural Manual 25" edition)

P ]

2019 Propased Schedule of
new compound evaluations

TR | RSEE AN I THEAR  [FRPEaTES EHE R o RS
R | R I IR,
T | e | e 7 7 e o e
furarm; can. [
o
=i, b i
e
s i et e v s o sugm e e O,
= e e e
o sad 9, et srtna s
s, e witemd 3,
o e 4
Py rma
et Fz Pearan, e
T T | e T T g

JMPR evaluations werkload — training of new reviewers (eg. USDA-FAS)

SUCCESS!!!
Year CCFR new CXLs
2017 49 485
2016 48 352
2015 47 343
2014 45 300
2013 a5 328
2012 4 251
2011 43 286
2010 42 205




Compounds for which all CXLs revoked since 2002

2015/20168  diclofluanid (82}, tolyfluanid (162}, tecnazene (115},
bioresmethrin (23} - no national registrations

Revocation of CXLs

2010/2011  vinclozolin {152}, procymidone (136}

CHLs can be revoked following periodic review and ‘new use and other’ evaluations:
2008,/2002 mevinphos (53}

Perindic review - after compoeund evaluation, CCPR recommends revoeation of CXLs for
unsupported commodities 2006/2007  fentin (40},

Periodic review / New use B other evaluations - fellowing evaluation, new MRL 200472005  hexaconazole {170}, ethion (34}, bendiocarb {137}

replaces old CXL

2002/2003  manocrotophos (54}, parathion — ethyl {38}, phosphamiden (61},
omethoate (35}, mecarbam (124}, propoxur (75}, paclobutrazol
(181}, anilazine {163}

Perindic review / New use & other evaluations - Crop grouping MRLS replace individual
cemmodity CXLs

Deletion of compounds . . .
= Ne knewn national registrations National Reglstra‘tlons Database

= All CHLs revoked during periodic review

National Registrations Database Worksheet: Australia & Codex

g 1 . Mo, d_[Regi lustralia fcodex
1. Agsist effarts to maintain CxLs for unsupported commaodities bs |redragen lazsariad Lrapica] and 3 ablemica | Tl —nedink peel fCama besns
2. Determine which compounds have no national registrations lanazpn de | |
3. Locate data to support new & other uses including minor uses o e rorsent i diedvegad [opiinad

lDried fruits Dried vegelsnies

[Dried vegelab b Peanut

{ribead o=

Pesnal [Tree nuts
Currerthy, countryspecific worksheets listed registered uses (product Pubez

i i pices

labels) for compounds listed in Table 24 and 28. e e e

niztan meal itras fraits

itraz Teaits azumbe

s 16 nertin

ek, excmplwalermelan Mekans, excepl watermelan
CCPR4S — Suggestion to broaden scope to include all compounds Muznraams Parimman, lapansze

Future Management?? Fama [tz ama it
[Falaa PaLsia
Razpoerries, Rad, klact
-
neat
e sl siew and fadder, Dry

Conclusions Thank you very much for your kind attention

Openness / transparency = increased demand for evaluations J
Systern supports establishment of CXLs for new / minor uses J
Codex IT Platform - eWG Priorties forum - functional -(

Ongoing concern - evaluator resources and availability /

66



Challenges
R4/

Crop Classification and Grouping,
Successes and Chadllenges

William Bcrney
IR-4 Minor Use Program

R4 cop crouping enverssingneed

= Adldress minor uses

= Consumer demand for more diverse food, and
new commodlities

= Increased globdlization of markets, frade
= Need to facilitcte import MRLs

= Need for international harmenization (Codex)
of crop groups, definitions and vocabularies

L

* Suppors Codex in revising Codex Classificalion
of Food and Animal Feeds including the
considerction of the concept of representative
crops (extrapolations)

= Recognilion of the value of an intermational crop
grouping scheme, with representative crops,
which is important in facilitating avthorizations for
minor crops

* Encourage the development of harmonized
global crop grouping scheme for efficacy data

*Commen recommendations from GMUS 1 breakout groups

R4

¢ The ICGCC was organized and established after
the 2002 International Crop Grouping
Symposivm.

* Led by IR-4, the ICGCC was composed of over
200 crop, agrichemical and regulatory experts,
representing more than 30 countries.

* Based on input from the ICGCC, crop
monographs and crop group petitions were
written and submitted to the EPA

¢ The ICGCC has completed ils work by credting
and submitting proposals to the EPA for revisions
to all US crop groups.
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it 7.3 Crop Classification and Grouping, Successes and

R4 TGRS

Basic Concept:

= Crop Grouping is used to facilitate the
establishment of pesticide MRLs for alarge
number of crops based on residue data from
selected representative crops

R4 crop Grouping Ovenvew

IR4

Crop Group considerations:

— Botanical and nomenclature aspects

— Geographical dishibution and production
— Cullural praclices

— Commercial importance

— Comparison of edible parls

— Comparison of potential residue levels

— Pest problems

i
Group 0035tone  Cheny Sweet Stone fruits (FS 0012): Apricot:
Fruits or Cherry, Bulluce; Cherry, black; Cherry,

Sour: Nanking; Chenry plum; Cherry Sour;
Cheny, Sweet: Choke cheny:
Jupanese apricot; Jujube, Chinese;
Klamath plum; Nectarine; Peach;
Peach or Plum; Plum, beach; Plum,

Apricot Chickusaw: Plumecok Sloe:

Plum or Prune
Plurm;

Subgroup 0034, Cheny, Sweet Cheries (FS0013): Cheny, bluck:

Chermies or Cherry, Chery, Nunking; ChenySour;

Sour Cheny, Sweet: Choke cheny

Subgroup 003B, Plum or Prune Plums (FS 0014): Bullace; Chenry

Plums Plum plum; Jujube, Chinese; Klamath

plum; Plum, Plum, beach; Plum,
Chickasaw:; Plumcot; Sloe

Subgroup 003C, Pedach or Peaches (FS 2001): Apricot:
Peaches Apricot Jupanese apricot; Mectarine;
Peach

IR mscstrcop g ncoses

Crop Group petitions from are submitted to the Chairs
of the Codex EWG by IR-4.

The US and the Netherands prepare crop group
proposals for review by CCPR Members.

Proposed additions by CCPR Members dre reviewed
by the Codex EWG.

Finalized proposals are then submitted to Codex
Secretariat.

Proposals are discussed at CCPR meetings

After agreement each group is held at step seven
until the entire “commodity type” is complete.



R4 cosescteatrSiopGrveivs |

IR4

Crop Group [InarTa Jcedex Jrype (Codexy
= Commoedity’s similar potential for pesticide Berry 2 SmQH Codfied |Adopted Fruit
residuss, Fruit Grous
= Similar morphology. (F;)ome Fruit Codified |Adopted Froit
¢ Similar preduction practices, growth habits, etc. lroup . - = = :
« Edible portion. S:éfpm” Codified |Adopted Fruit
s Similar GAP f tHcid 2 =
i ity Stone Fruif Codfied |Adopted  |Fruit
= Similar residue behavior. Group
*Ta pravide flesibiiy forsetiing [sub) gravp Tropical Fruit Codified "Adopted IFrit
Talkerances): Groups — edible
ang inedible peel

R4/

e o Crop Gro NAFTA |eode & (Code
[@rqp Group IN A |Cnt}ex IType 1C x) P : ug * F‘“’ « ).
IBth Vegetable ICod\ﬁed Adopled Vegetakle Tr(lae RIEE S Codff!ed i lNU'S et
lFruHing Vegetable lf‘od\ﬁed Adopted egetakls e (_:ﬂOUp C_Odmed Biep -7'“"3 Elderinises |
Stalk, Stemand Codfied Adopled  |Vegetable fﬁ:‘;é.‘"r Beitandi J HblaREleg e
Leafy Pefiole - ; - -
Leaty vegelubles Codied Adoplad Vagetabls Herlos and Spices Submitted Step 7 Herbs and Spices
(incl brassicas) -
|Brrssica Head/Stem | Codified Adopled  |Vegetable |cereal Greirs |Grosses
Vegetable ForageFodder/ Gropses
Root/Tuber Subrnitted Adopled  |Vegetable grw A

TS

|Vegetable ) R
Edible Fungi Group | Codifled Adopted  |Vegetable Ig{'.c“w;es et
Legume Vegetubles [Submitted [7/13) lAdopi_ed Vegetable
Cucwrbit Vegelable [Submitted [4/14] |Adopted Vegetable

IR 46\9 Other Commodity Types

R4/

This document incorporates proposed
representative commodifies for all of the fruit
{Table 1), vegetable (Table 2} and Grasses
{Table 3) type groups.

* (1) propose criteria for the selection
of representative commeodities;

¢ (2) propose example representative
commeodities and

Tables 4 {(Nuls and Seeds) and Table 5 {(Herbs
and Spices) will be discussed af CCPR50. This
will complete dall of the Class A Primary Food

i o ¢ (3) provide a detailed justification for
Commuodities of Plant Origin

the selection of the representative
commodities.

Adopled as aseparale document in the Codex
Ciassification of Foods and Animal Feeds

R4 rotnges o cop rovn pste

* Many many situations to deal with, different crop
group schemes, different rep crops for different
regions.

IRA | Giotatesslconf o Commasty

= A representalive commodity is most likely to
contain the highest residues.

* Arepresentalive commeodity is likely o be major

in terms of production and/or consumption. * Footl notes such as: Table 1. ... Altemalive
representative commodilies may be selected
based on documented regional/country
differences in dietary consumplion and/or areas

of production.

+ Arepresentalive commodity is most likely similar
in morphelogy, growth habit, pest problems and
edible portion to the related commodities within
a group or subgroup.

Representative Commodities provide Significant
benefits to Minor uses

68



R4 crop Grouping Impacts

NAFTA cellaberation
— ldenticul regulatory Directives in Canada
— Adeoption by Mexico

The Codex Committee on Pesticide Residues (CCPR) is
approving crop grouping, and this will continue advancing
over the next several years

— Codex may serve as a key model for other countries

International collaberation is expected to result in
increased potential for resource sharing

Help to address many of the minor use needs

Need a scheme for Pefformance or value data
requirements.
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R4

THANK YOU FOR YOUR KIND ATTENTION
Questions / Comments?

Bill Bamey
IR-4 Project
phone: 732.932 9575 ext 4603,
bamey@aesop nitgers edu,
wieh: ird rutgers edu




w2 7-4 | Recent Work in the WTO SPS Committee on MRLs

Recent Work in the
WTO SPS Committee
on MRLs

Goals of this presentation

Role of the WTOD SPS Commities

Rezent Discussions on MALs

Third Global Minor Use Summit .
Montreal, Canada s leint proposal by Kenya, Uganda
October 1, 2017 4 and the US

Muilia Dohety Possible Next steps

Daputy Assistant USTR S Agncultural Afalr
Offica of the U5, Trade Represartative

WTO SPS C__Om_ mittee Role on International Standards

ilegular forum for consullation and to cany out functions s A 7
iRt cfibadEgn I * Encourage and monitor the use of international standards
o i th " ¥ oo
¥ MNon-discrimination el * Sponsar technical consuitation and study
=l
* Based onscence: international standards o risk ¥» “with obfective of intrensing imation o intogration i e o noticna? sys b oo
asspssmant anpenehes for ..} estmishing felennces fre emnminonts in foed .~
* Nomore trade restrictive than necessary « Maintain close contact with Codex
=

¥ h e of eEcuving th i »
¥ Transparency ¥ Cwith pbiective of secuving She st muniebi scient §ic and ek odvic

Role on Specific Trade Concerns (STCs) Recent Work on MRLs

* Forum for consutations with » W * STC discussions on £U Proposal for the Categonzation of
eauntries ba risabe trade e a5 Endocrine Di and EU Regulati
concems with specific 5P5 11072009
maaviras

 Glyphosate: Maonitoring Use of the international Standard

PRaise tradee concems, singly and

in coalitions, on the "Hoor” of the s /! ! e

Cammittee + India 2015 Faper: “Need for Measures on Detection of Pesticide
Residues Ned Registered in the Country of Import for

unimpedea Hlow of Trade™

Prowidus rugular accas o 385 and
trade sffizial for “biateral™

mectings on thie mangim + October 2016 Pesticide MAL Workshop

+ Joint Submission on MAL Next Steps — Kanya, Uganda and USA

R EatterivieDisupeons Codex Standard for Glyphosate

— ™ + July 2015 LS. raites concam that Membars are considering/taking action to withdraw
- tederances based on kazard report, Ukraine supports.

“Spueiic Trade Cancerms= + October 2015: LS. 2gain raises concenn: Bradl, Canada, China and Paraguay suppert,

Noki by tha Sacretaria™ + July 2016 U5, again raises conc
apinian; Argenting, Brazil and Ca

n, calls oul EU for nol reauthorizing based on EFSA
tln support.

7 March 3 i
ke + October 2016: U5, raises concern, stresses JMPR conclusion; Argenting, Austratia, Arssil,

Carada and New Tealand ift,
GISPS/GEN/204/Rew? ISR AN S ehiae supro

» March 2017 Argenting raises concem, calls out EU extemsion o end-2017; U5, Canada,
Brazil, New Zealand, Ausiralia and support.

+ July 2017 Argenting raises concern, calls oul EU extension to end-2017, Brazil, Canada,
U5, Dominican Republic, and Australia support
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India — LOD Paper*

Focused on LOD problems faced by developing
country exporters in major import markets

the evelnp guideli
before importing countries resort to LOG for non-
registered pesticides

Marny countries noted importance and complexity
of i55ues; ro consernsus on developing guidelines

Committee agreed to explore issues in more depth
TEISPSIGEINIZEL

MRL Workshop: Objectives

Review elements of the S°5 and dispute

reports relevant to MALs
Review issues and approaches to MAL work in Codex and sdentific bodies

Share on relevant i

regional and bilateral work on MALs

Share i in establishing ard Hying with MRLs, including informetion on
Members domestic legal and regulatory frameworks

Joint Paper: Kenya, Uganda & US

* Set out core conclusions of warkshop

Central role of risk analysis in protecting health,
enabling safe use, and facilitating Trade

Broad range of MRL-related issues are currently
having a significant impact on trade in food and
agricultural products

Proposed next steps in 5 areas of MRL-related
trade issues

Vehicle to Take Forward Consensus

U.S. View: Focus Trade Community on...

Current challenges in Codex £2
and JMPR 1
Central role of risk analysis
in setting MLz

Mirar use & specialty orop
Isstees

vital role of procuces
groups/peivate sector
Need toincrease
transparency

Workshop on Pesticide MRLs

Qctober 2016

gty :M_ syt

b s

Summary Repart:

APANNG

Proposed Next Steps for Committee

Enabln IMPR to Batter Respond to Incressed Demand and Monitor Progress on
Mew Codex MALs

Strmngthun Notificktion Practicey for Gratsr Transparency and Predictabllity on
MRLs

Expand to the O on
MAL:

| wnd Reglonal Activities on

Collaborste on Solutions for MALs for Minos Use and Specialty Crops

Tis Role of the C in

Thank You

Julia Deherty

Jdoherty{@ustr.eap.gov
202-395-9559



ut+ i+ 7-5 | International MRL Harmonization Activities

I
Outline

« Objectives and approach

= The case for MRL harmonization — increasing
impacts on growers

= Beginning time series data on publicly reported
MRL noncompliances

- Status of International Agri-Food Network (IAFN)
coalition, workplan and next steps; other global
efforts by International Grain Trade Coalition

Managing Risk of & Is not using available technology an
4 vt gt
Noncompliance | acceptable long-term solution?
+ Short term: ensure use of active +—1
ingredient will not create n =2 « Farmers* spend more than:
unacceptable level of trade risk: N T —1 - $2.3billion a year on crop protection products
* Balance, noteliminate, traderisk  JS& Il ] ] - $1.9 billion on seeds with novel traits
« Canadian example: multi- — _ - . )
commodity grower advisory =" | MR NR NR * Investments in crop protection and bictechnology result in:
\I'.'ww.keeg'[n(]ltclearl .ca [ L - * Increased yield” - 42% more grain (wheat, com, canola, barley, etc.)
* Medium term: work to attain the Il - Improved environmental sustainability — 35 million mere acres
required MRL (if possible) | == wr R MR NR would need to be in production in Canada if these products not
* Longer term: broader, multi- — | | used
commodity, multi-country efforts to bl = Lowers the cost of production — benefitin
gt - . - g growers and consumers -
adyocs 9 Tor hannpnlzlah‘m OfMRLE e Rl ’ Savings on food that requires wheat flour or soy may be as high as
through improved institutions | | 66%
{Codex), mutual recognition, et . NR NR  NR
regulatory cooperation, trade — | “Canaxlian bt ples
agreements, etc, :___-.“—---.-.-:_ el ’ Source: CropLife Canada
Structural shift in in trading environment More missing MRLs - prevalence of
1. More missing MRLs and potential application of national MRL li : :
. R + Complex mix of systems in
defaults Number of countries — no weighting use globally

= Codex is global standard,
but fewer countries
ulilizing

(greater number of missing MRLs as more countries
move away from the global standard (Codex) and
adopt country-specific MRL lists) .
= Several ley trading
partners have national
lists, but also defer to
GCodex if an MRLis
missing

2. Residue testing more sensitive

3. Heightened monitoring/testing - National MRL lists by

individual countries are
= Olher » Natlonal, Codex now the majority of the
value traded globally*

2015 Canadisn Export Destinatiors - 31 Countries
Iretin Coden

= Mational s ELl doferral
Codex and Codex recommendad

Residue testing more sensitive Who'’s testing?

Results from Quick, Easy, Cheap,
Effective, Rugged, and Safe (QUEChERS)
technique followed by analysis with a
Triple Quadrupole Gas Chromatograph
coupled with a Tandem Mass
Spectrometer (GC-MS/MS).

Can identify over 260 :
pesticide residues per |
crop at well below 1 i : |
pob with a good level “1 1iF
of selectivity. 1 | RIRENT Y

| Y Bl

'||:f|n";ti:i”m'|}'r'iﬂwiiimqmnn;l}

Source International Grains Council
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National list, defer to Codex — a solution?
| coomwy [ wmskeme | b

I
IAFN and IGTC

IAFN (International Agri-Food MNetwork) — 12 intemational

Lnited States National only, zere anFau]_l_{a_r_ty detectable residue is a violation) assaciations or farm groups with unique access to UN events and
ands petional only, 0.1 ppm default pracesses; role of representing private sector in most food security and
lapan National anly, 0.01 ppm default nutrition discussions. Elected focal point of the Private Sector Mechanism to
A'ust-ral.i.a fl\lal_inn‘n. only, sero gefgu_ﬂl {any "__“;_ : "‘._' !'xs.'q_ée. sa on) the UN Committee on World Food Security.
i ::flim;lil. defars to US MALS if missing national MRL, undefined » Codex process improvement and reform
au
— f':':_lucll';;_ahlr, has announced plans to move to national MAL ist, . . -
undefined default < IGTC (International Grain Trade Coalition) — 26 trade associations
g , defers to Codex if missing national MRL, undefined default and councils around the world working to support trade of grains, oilseeds,
Brunei Wational, defers to Codex if missing national MAL, undefined default pulses and other agri-bulks join forces under the guidance of their more
Malaysia MNational, defers to Codex if missing national MRL, 0.01 ppm default than 8000 members in 85 countries.
= inpplics leost restrictive of New Zealand national MAL or Codex, 0.1 » Policy advocacy to achieve mutual recognition of risk
ew Zealand
= ppmdefadt = — assessments, MRLs and MRL deferral paths that
(Chile National, defers to Codex if missing national MR, undefined default reference Codex MRLs
\fetnam i 1o defer 1o Codex if missing national MAL,
undefined default

I
Impact of zero- or near-zero default MRLs:

Global MRL Violations

Implied number of missing MRLs —
MRL Counts by Country

109% Five countries publicly report all with Deferral MRLS without LODIL
MRL viclations {(US also does g - S0:000
" but without accom data +. BUs verSa,
o Ranying cate) MRLS
These viclations can be for two m 52,758 e
[ reasons: ‘ + By Comparison...
PMaxiio 353,334 + US=33500
- 1. residue exceeds
e established MRL
0% 2, residue exceeds default
MRL" [Thailand 22,878
Kovoa 19,982
L * zero- of near-zero MRL Cadea 19,822
20152016 established in the absence of a Nictnam 15,505
WTawan BEU Eiagan BALGraa B Hoag Koog risk assessmant China 12,861
Jrdonesia 6,416

MRL vickaliors ke Austindin, B, Horg Koy, Japan, & Tatwen, rom Ady 1, 2015wl kew 30, 2008

I S
MRL violations due to no MRL or default MRL violations by continent of origin

Taiwen, EU, Japan, and Australia

100%

ok &0l
% 0
DD

i
W06
HY ey
o 0
3
b —n

N

Asla Europe
745 votsd] (183

il

WExpeds MEL WMok

ML b S U 08 R 3L, AT AN B O o1 J s e ML T AL o e Acrtegns, BU, Jogn, 6 T, bors Aty T, 5314 el o 5 TO10. R bt 410,01 oo b Herid 0 o ML o a ™

BT B
MRL Violations by Country of Origin IAFN Coalition for an enhanced Codex

Current Membars:
Canadian Cancla Growers Association
The Coca-Cola Company

Rural Women in Agriculture (Kenya)
Tea Association of Canada, on behalf of

Turkey 83

5.
& The United States | 22

r } Indin n

ML obations for Autraile, EU, Hong Kong, Japan, & Tawan tom Juty 1, 2015 untl June 30, 2016,
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[CIAT). member of the CGIAR

International Citrus Growers -
international Organization of Spice Trade -«
Azzociations (I0STA)

International Trade Center (affiliated with
WTO and UNCTAD)

Institute Intsramenicane de Cooperacion
parala Agricultura (ICA)Y

Mingr Crop Farmars Aliance (MCFA)
PapsiCo

+  CropLife Intemational Intemational Tea Commission
*  Europesn Cocoa Association » World Spices Organisation
1 |China 178 « Europesn Coffes Fedaration
2 b 1 + FoodDrinkEuropa Current Observers:
- e s o *  Global Pulse Confederation [GPC) »  Brtish Coffes Association (BCA)
L bkl it A0 « Grain and Feed Trade Association (GAFTA)s  Dow AgroSciences
& Thailand 92 * Internahonal Canter for Tropical Agneulture « - Europsan Rice Millers (no mternation al nee

ofganization)

Intemational Coffes Crganisation (1C0)
Intemational Colton Association
Intemational Grain Trads Coaltion (IGTC)
MAIZALL

LIS Grains Council

Syngenta



IGTC Membership - 22 Organizations / International Grain Trade Coalition
8000 Members / 8o Countries

Formed in 2001 to advise governments on implementation of the
Biosafety Protocal; mandate broadened to focus on the goal of
avoiding disruptions in the international trade of grain, oilseeds,
pulses and derived products.

* Fosition paper highlights:
= All countries to use available Codex MRLs as an automatic,
interim measure until the country in question completes its
evaluation process and formally establishes an MRL.
* Address unnecessary time delays to adoption of a Codex MRL
where prior assessments by member countries (e.g., global joint
i e X reviews) could form the basis of a Codex assessment.
E ¢ ) L3 ) = Explore harmonized approached to MRL setting among the
A \ parties, such as agreement on workable elements of a palicy on
[ mutual recognition of MRLs or MRL equivalence.

g
e

- wwwigteglobal.com
T 4
IAFN Coalition Position Paper - highlights Meetings and presentations by |IAFN coalition

« Mever a greater need for a single,
global MRL reference.

« JMPR and CCPR: important role
for both consumer safety AND
trade, food security

- 2014 FAO Committee on Commodity Problems, Rome
+ 2015 CCPR Beijing

-+ 2016 WTO Public Forum, Geneva

+ 2016 International Grain Trade Coalition London

« Codex MRLs are referenced by ' %?;Snc_ifdr;;n Fﬂ:l['?)ilz:ns
O as internati stand =
WTO as international standards . Oct 2016 WTO Workshop

« Lack of or misaligned MRLs may
disrupt trade, constrain the use of
pesticides including non-use of

= Mov 2016 CCLAC
- Feb 2017 FAO Open-Endedji&

newer, safer compounds for Working Group on funding
= March 2017 Americas

farmers in developed and
Pesticide Workshop

= April 2016 CCPR
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kit 8-1

EU Legal framework for
pesticides

Global Minor Uses Summit
1-4 October 2017, Montreal, Canada

Klaus Barand
Hazd of Unit Pastici
DG Haalth and Foo.
Europaan Commission

Separation risk assessment / risk management

1. Application

Industry Data dossier

2. Risk Assessment
1 Member State
European Food Safety
Authority (E
all Member Stat
EFS4

Draft Azsessment Report

Expert meet
Peer review of the DAR
"Condusion on the peer
revigw
3. Risk management

{Restricted ) approval / Mon-

f

Commission

+ all Member States approval

EU Legal framework for pesticides

The regulatory lifecycle of a Plant
Protection Product

Consumption
phase e

Production phase Use phase

Regulation (EC) Mo
396/2005 on MRLsS
of pesticides

Reqgulation (EC) Na
1107/2009 on placing
of PPP on the market

Directive

2009/ 128/EC on
Sustainable Use of
Pesticides

Horizontal legislation, esp. Regulation (EC

) Mo 178/2002 General Food Law

B
=

"Approval” vs. "Authorisation”

Active Substances = Approval at EU level

s Application for approval
Data requirements
s Ewaluation shared betwaen 28 Mamber States; for each
substance => one Rapporteur MS
Uniform principles of evaluation
s Peer review by the Eurcpean Food Safety &uthority
= Approval =>List of approved substances

s Total length of the procedure = 2,5 to 3 years
¢ First approval for 10 years — renewal for up to 15 years

Plant Protection products =
Authorisation at national level

In assessing applications, Member States evaluate the active
substance- and the product-dossier

In granting authorisations, MSs set out the reguirements for
placing on the market, e.g.:

- classification

- conditions of uss

- labelling

Member States enforce compliance with the authorisation
Commission monitors and controls Member States activiies
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Criteria for approval of substances

¢ Plant protection products containing the substance must:

a) be sufficiently effective;

b) have noimmediate or delayed harmful effect on human health,
including that of vulnerable groups, or animal health,

¢) have no unacceptable effects on plants or plant Products

d) shall not cause unnecessary suffering to vertebrates to be controlled

&) shall have no unacceptable effects an the environment (biotic and
abiotic)

Exclusion from approval for substances of high concern (health or
environment) CMR Cat 1A or 1B, POP, PBT, vPvB, endocrine disruptor
» Limited derogation possibilities from these criteria are provided:

~ Serious danger to plant health

+ negligible human exposure

Ty

EU zonal syste

North

@
Center
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"Zonal" Evaluation and recognition Regulation (EC) No 396/2005 -
of authorisations setting EU MRLs

* One evaluation per zone
- even if applications in several Member States of the zone
- camied out by on "zonal rapporteur” Member States
-including a zonal peer review
+ Obligatory recognition of authorisations within the zone, based on
the zonal evaluation
For greenhouse, seed treatment and post-harvest: One evaluation
for whole EU

* Total length of the procedure = 16 to 22 menths

e Dwuration of the authorisation = Duration of approval of substance
+ ore year

From application to MRL setting

[MRL applications based on EU uses and import tolerance requests)

APPL 2225, Mg =, EFsA 2% com
= 1 year 3-6 months

draft act

= 3 months

SC PAFF Lte.(buncil seruting coM =doptign MRL

(28 MS)1-2 months & EP 2 months < 1 maonth

= Content
Minor Uses

Developments in the
European Union

Global Minor Uses Summit
1-4 October 2017, Montreal, Canada

Jeroen Meeussen - EL Minor Uses Coordination Facility

p EU Regulatory Framework

I Regulatory hurdles

-l
n T 3
MinorUses
MinorUses -

EU Pesticide Legislation Regulation (EC) No 1107/2009

Impact on minor uses

T

PLACING ON THE AESIDUES
MARKET )FE

F.

National

Approval Authorisation
Active Substance Plant Protection Product
Lo ‘ k]
- seie) 4 Sl
One decision applying to all One decision applying
28 Member States ene Member Sta
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Minor Uses - definition Extension of Authorisation

Regulation (EC) Mo 1107/2009 - Article 3(26):

Use of a plant protection product in a particular
Member State on plants or plant products which
are;

» Existing authorisations can be extended
to miner uses (derogation for efficacy and

Nltlpn.l dimension
' phytotoxicity)

{a) not widely grown in that Member State,

or » Member States may encourage /facilitate
E:L ::gt?is;; ?1;::3? to meet an exceptional plant SRR a e extension of uses

» Mutual recognition of extensions

REFIT

Regulatory Fitness & Performance Program

EU Pesticide Legislation

MRLs in food and feed

» EU: two residue zones\

Formal evaluation process of Reg (EC)

» Guidance Document: R SIDUES IN 1107/2009 and Reg (EC) 396/2005
Rules for residue FOOD/FEED i |
extrapolation
Review Clause:
Article 82: Reg (EC) 1107/2009
Article 47: Reg (EC) 396/2005
Minor Uses - Definition

Content Minor Uses - Definition o e s nspas

Memmber Ytate o plants of plant frodets which

3 ey g i it soesibr S,
-

Is this a workable definition? e W oo S R

» Leaves it up to individual Member States to |
define what is considered a ‘minor use/crop’;

» Hinders the zonal procedure and mutual
recognition;

» A definition based on acreage (at least per zone)
is favoured by EU growers associations.

» EU Regulatory Framework

» Regulatory hurdles

MinorUses
Reg 1107/2009 Zones meOBAL RES_UE STUDY-BIueberry ~
2, 3, 4 zones : - 228 | e R

Maren ||
Pacitie |

EPPO Zones

| Reg 396/2005 Zones

Vs
Reg 1107/2009 Zones
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Residue data generated
outside the EU

» In general, Member States support the use of
rasidus data generated outside the EU, whean
scientifically valid, in granting minor uses
extensions.

» Active substance data requirements [Regulation [EC)
Mo 283/2013) which state under Part ASection \
6.3: Part of the trials may be replaced by trials
performed outside the Unfan, provided that they
correspond to the critical GAP and that the
production conditions (such as cultural practices,
elimatic conditions) are comparab fe.

B What if all trials are generated outside the EL? i
e «ﬂ

Some points for discussion...

» AnEldde definition of *minor crop’ and ‘minor pest?
is needed to facilitate minor use authorisations,

»  Existing residue data from non-EU countries should be
acceptable if the GAP iz identical or comparable to the
EU applicatian.

» Applications for WMRL’s should always be maximally
extrapolated to the entire crop group,

» When a Member State grants an authorization it should
putall minor crops within @ crop group on the label,
even though the application may only have been done
for the major crop.

b It is critical to increase the availability of sustainable
PPPs even more now the Els ongoing (regular] review of
active substances raises doubts about the safety of
saveral substances which are currently approved, which
might lead to a further loss of products that were in use
-also for speciality crops- up to now.
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(Un)Harmonized Crop Grouping
and Extrapolation
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Jeroen Meeussen
Coordinator
European Unian tinor Uses Coordination Facility
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Regulatory Policy Considerations and Activities

Field Trial Requirements for joint US/Canada registration

0O Reduced number of field trials required for crops for which a joint
registration is sought. Based on total production across MNorth America and
dietary share of the crop

O Results in savings of up to 50% of number of trials if trial requirements for
United States and Canada were considered separately.

Exchangeahility

O Analysis of field trial residue data from the United States and Canada
indicated that, in general, there was very little difference in residue levels
hetween Canadian and United States growing regions

O Supportsthe exchange or use of data from one country to support a
registration in another country.

O Thiswork is now being considered at the global level (Global Zoning)

O Will reduce the data required to support minor uses

Minor Uses A North American Perspective

Outline

« Regulatory Policy considerations and activities that support
minor uses

+ MRLs
« International Activities

» Regulatory Challenges

Regulatory Policy Considerations and Activities

“alue Requirements
0 value data is not required for tolerance setting purposes for the ERA
0 In Canada the updated Value guidelines pravide 3 approaches ta satisfy the
data requirement for the addition of minor uses
O novalue data are required for the " A" Priorities chosen at the
Canadian Minar Use Waorkshap. A label review will e conducted to
ensure that the proposed use pattem is consistent with the registered
Use pattem
Data Protection
0 InCanada, an extension of the exclusive protection periodis granted when
minor uses are added to a label. This was developed with existing frameworks
from other Regulatory Authorities in mind
O The exclusive protection provided to the origingl data set is extended by one
year for each three eligible minor use crops added to a label, up to a maximum
of five additional years of exclusive data protection.
O The US framework was consulted while developing the regulations within

. Canads. Dataprotectionis included in US statute. .

Regulatory Policy Considerations and Activities

Residue Chemistry Crop Groups and International Crop Grouping Consulting
Committee (ICGCC)

O Revisions to existing Morth American Residue Chemistry Crop Groups

O Purpose is to update the crop groups to include "arphan crops” that are not
members of any existing groups

O To date have revised 10 existing crop groups and established 4 new crop
groups

Q Recently approved, in principle, 2 new ctop groups for the Herbs and Spices to
replace existing crop group 19 Herbs and Spices.

O Concurrent work at Codex to revise the Classification of Food and Feed

O Codex revisions are considered when revising the crop groups through the
1CGCC work,

O Many of the additional commodities added to the revised and newly established
Crop groups are minor crops of specialty crops

Regulatory Policy Considerations and Activities
Minor Use Specific Activities

O Minar Use Programs are established in both the United States (IR-4) and
Canada (Pest Management Centre)

0 Each country holds a Priority setting workshop each year and growers are
ahle to identify and choose a number of top priorities for minor uses

O PMC and IR-4 work together to identify any projects that can be conducted
Jointly between the two countries to support joint minor use review
submissions

O Provides growers in Canada and the US simultaneous access ta crap
protection tools.

— et e, el

Maximum Residue Limits (VMRLs)

O United States and Canada use the OECD MREL calculator to detemmine MRELs

0 MRLs are calculated by entering residue data from the crop field tials inta the
calculator, which generates a statistically robust and scientifically-defensible
MREL value in the region of the 934 percertile of the underlying residue
distribution (conservative)

0O Provided the same data is inputted into the calculator, the same MRLS will be
established

QO First step in determining an MEL is to use the OECD calculatar

0 If a Codex MRL is established for the same pesticide/crop combination, this is
taken inta consideration when determining what MRL value will be estahlished
in order to support trade and minimize trade imitants

O Current work between the United States and Canada on how to address Crop
Group MRLs when inputting data into the OECD calculator. Will lead to aligned
crop group MRLs between the United States and Canada

International Activities that help support Minor Uses

Codex Commiltee on Pesticide Residues (CCPR) and Joint
Meeting on Pesticide Residues (JMPR)

0O Both the United States and Canada participate at CCPR
and JMPR

0 Enhances Morth America's influence on Codex
deliberations and outcomes

0 Promote the development of science-based standards
resulting in fair practices in food trade {e.g. establishment
of MELS

0O Ensure CCPR Prionty Lists include commaon Canadian
and American (pesticidescrop) priorities, including minor
uses, hased on stakehalder interests.

O AtCCPR4%, held in April, 2017, PMRA presented a
proposal to fund an extradrdinary session of the JMPR in
May 2013 to help eliminate some of the backlog of work
for JWMPR.

_— - e e - il



International Activities that help support minor uses Regulatory Challenges

OECD
O Working Group on Pesticides, Expert Groups including the Residue Different MRLs
Chemistry Expert Group, Test Guideline Program, Registration and Risk O May not he aligned for & variety of reasons, including
Reduction Steering Groups; Minor Use O Different data packages submitted to different regulatory bodies
Morth American Free Trade Agreement (MAFTA) O Data packages submitted at different times
O Technical Working Group on Pesticides O Differences in residue definitions
O Regulatory Cooperation Council O Different soil types, climate, pest pressures leading to different application

it Beviwa rates, different cGAPs, hence different MRLs

Supporting NAFTA Minor Use Joint Reviews and Workshares aswell as o
3 ifferent Crop Grouping Schemes
OE_CD G‘D_ba‘ Joint R_BVIEWS . Q Different residue chemistry ctop grouping schemes (1CGCC, Codex, EU) can
Asia-Pacific Economic Cooperation affect what minor crops can be considered for registration based on data
O US EFA iswaorking towards developing a guidance document for extrapalation from repre sentative crops.
establishing import MRELs for imparted foods where no domestic equivalent
MRL exists. PMEA is engaged in these discussions.

_— - e e, - e

Successes

+ Participating in the development of science policies, approaches and MREL-
related activities at the Canadian, MAFTA, CECD and international level
(e.9., Codex)

O Adopted and implemented the use of the OECD MRL calculator

O Continued collaboration on the alignment of the interpretation of the OECD
Guidance Document on Residue Definition

Q Continued participation on the International Crop Grouping Consulting "
Committee {ICGCC) for alignment of Crop Groups Questions?

O Capacity Building for Regulatory Authorities developing a Minor Use Program
[Australia, Brazil, China)

- = e - =l
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ASEAN harmonized MRLs
and Minor Use

Panpilad Sakasw

Mational Buréau of Agricultural C dity and Food

Thailand

GMUS) Quebes, Cansda

ASEAN Member Countries
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Establishment of ASEAN MRLs

]l
|

g

» 625 millien people =
¥ 8.8 % of world population
) =

1. Adoption from Codex MRLs =2 early stage of EWG MRLs.

2. Extrapolation from similar crops = very few cases due o
lack of information on crop grouping and representative

crops in the region.

3. Pesticides residue trials = following JMPR procedures

* Aminor crop may be defined as:
“a crop that is grown on & small area and therefore uses
amounts of pesticides that are too small to justify
standard pesticide registration”

> MFELs may be« for pesticide r on commodities frem minor crops
by

1. Inclusion In a commaodity group MRL
Il. Extrapolation from pesticide uses on a relevant major crop
Ill. Evaluation of an adequate data package for the use on a minor crop

* Points to note
|. GAF for the minor crop must be the same as or similar to that of the

major crop
Il. AP for the minor crop must be valid, e.g. on a registered label

MRL Harmonisation for Minor Crop

Promoting the registration for minor crop/crop group

Recognizing of Codex MRLs and Crop Classification

« Sharing the SRT and relevant data
Example : Import MRL Guideline for Pesticides (APEC)

¥v" emphasis on the use of JIMPR evaluation and
Codex MRLs

14

_..—""--
o —

MINOR CROPS '

¥ science-based using internationally accepted ris

— assessment methodologies

—4

ASEAN harmonized MRLs and Minor Use

—g

Qutline

+ |Introduction of EWG-MRLs
« ASEAN Harmonised MRLs and current situation

« Way Forward

4
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Risk assessment g

« Approach: JMPR

+ Residue definition and toxicity data: JMPR

+ Statistical Method for Estimation of MRLs: CECD Calculator
+ Consumption data:

For chronic: Cluster 05 and 09, GEMs/Food database
For Acute: data from proposed ASEAN Member Country

() Recent ASEAN Work on Minor Crops :

+ Conducting the Supervised Residue Trial (SRT)

- carried out by government agencies (Thailand, Malaysia,
Indonesia)

- carried out under ASEAN — WTO STDF Project on Pesticide
Residue Data Generation for Establishment of Codex MRLs

+ Setling up ASEAN MRL from those SRT data

» Further Submission to JMPR for the establishment of
MRLs as Codex MRLs

= Extrapolation from Codex MRLs : few cases _ﬁ
. Way Forward B

Continually cooperation on conducing the SRT for
submission in regional and international level

Consider the possibility for the nomination of manufacture
via the authority of ASEAN Member Country

Recognize Codex Classification into regional level

Establish official criteria for the establishment of subgroup
and group MRLs and extrapolation

Generate the relevant data (e.i. consumption data) and

submit into the regional level and international Ievel_j-

——
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. g4 | Emerging Challenges and opportunities for work in Minor
crops in Africa

Emerging Challenges and Presentation outline:
opportunities for work in Minor
crops in Africa
1. Emerging challenges in pest management —

Presentation made during the enhanced toolbox?
Third Global Minor Use Summit, . e Yoctehik
1% 4 October, 2017 2. Regional Harmomfa.tlon initiatives on
Fairmont Queen Elizabeth Hotel, Montreal, Canada pestICIdes
3. Areas of future work
Lucy Namu

Kenya Plant Health Inspectorate Service 1K£PHISI

Head - Quality and Lab v

o

Plant protection needs / outbreaks

1. Emerging challenges in pest
management - enhanced toolbox?

Migratory pests outbreaks Emerging pests

False coddling moth,

Thaumatotibio leucotreta
Papaya mealybug, -
affecting pawpaw

Mitigation to increase compliance of legume vegetables

Default MRLs: effect on trade in minor crops
Group 014: Legume vegetables

o Mitharidoghos Bocarle Trend of besin and peas In pods export

Chinpyriphos Lusfenurone mhm 2013-2016
Pathomy| 43050
0 — = o Chiorothalonll aosa | EB ,w,,
Fluaplealide st
oy S 17001
a0 — Carhofuran® iy
’Id ,Ix WOy (M1
- EPLACEMEN =
Mwumﬂ o

n

Chioronthraniliprole g
i Propamocart Trend of bean and peas export value, 2013«
EMl@W_s e
Methoyfanocide
Tetradifon
- Famooadong
Profenofos
sans 0m 018 it Tafmnthiuron®

na
i i i 100
"
-
40 ke (M
75% of cases have MRLs set at LOD. Mexaronarcle i
Diphenylamine =
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Hammonization within the EA Region

Benefits:

Reduce unnecessary divergences
geross national pesticide regulatory
approaches and legislation

sugon _JA

Ethiopin

. . . Goal: Africa
2. Regional harmonization + Expecite reviews and registration & f;
s mpa - - timeframe
initiatives and achievements v armonise dorsnseds torssonors
minar uses g

* Facilitates mutuz| recognition and
enhance wark sharing

+  Establish system for EAC MRLs

= Increased trade therefore need for
MRLs for minor crops

Harmonization within the EA Region.../2 Achievements in EAC harmonization
o ok v [ Commodity [challenge / Pest |
cowncliof 9 Pro%ressltswan:; SfltnE,IAeC r;glstrtatllclm. ; e
Minl s — Lompletion o = ethicacy trial an
sters / Draft Residue Trial guidelines —towards Fruft fhy

Regianal
Slatehakier

\ / — agreed on modalities for implementation Storage pests —
—_— of regionally harmonized supervised trials Prostephonts
A & priority crops for implementation;

ity
o FELACT TS
sactoral — Commenced work on pesticide >
Expert East Africa Caunc il far registration data requirements 4. Capsicum FelbLRGLITT
( Warking =Rl Secretarlat ~ Agricuttura moth -
. Gmup[EWG} [EAC-S) “ andFood i = 5 5
N / 7 s * Participation in African regional Codex Thoumatotiia
e \ y \ J data generation project (KE, UG, TZ + fevcotrerd

SM, GH) Thrips—
— Supported by STDF, USDA, IR-4 Frern findeticr
B — Part_ té[tG\ubaI Codex Data generation occidentalis
- National PIOIE e O Artestia bugs
Governments
[Antestiopsis]

Harmonization within the Southern Africa Region

Areas of future work

+ The Southern African Development Objectives: " .
Community (SADC) Southern African = Promote regional information 1. Modalities for mutual recognition
FPesticide Regulators Forum [SAPRaF) exchange, and collabaration an . o :
e pesticide and pest maragement and 2. Ease of new registrations:
+ 15 Member States, Subcommittes of regulation. — Explore crop grouping models - ease data requirements
Flant Protection Technical Committes o v — New safer replacement pesticides
of the SADC Sanitary and Highlights: ) : — “*Capacity building initiatives
Fhytosanitary (SP5) * Portal established for information . L
e exchange; 3. Support for Minor use programs within RECs

Development of Strategic Action
planidentifying areas far i
collaboration would benefit the — Data sharing
Li%f;a‘:fg'dde‘ﬁl zggpstg:?the — Minor crop data collection initiative (CX/PR 15/47)

general public. ' _ Identify crops with pest / data needs to fadlitate MRL setting
Establishment of WG to further

develop a regional strategy for HHP
risk reduction

— Harmonized registration processes for minor crops

Areas of future work .../2

4. Explore possihilities to Establish EAC Data portal
— Modzlities in formats / use { access

5. Greater participation at WTO-5PS Committee
- Strengthening Regional (EAC) and National SPS Committees
Provide updates in Regional initiatives on harmonization and MRL
setting processes
- Foster collaboration on minor uses and crops for more MRLs /
PPP registrations

0
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Global Minor Use Summit-3: " woame
A Regional Look at the
Regulatory Landscape:
Enabling Current and Future
Opportunities

Montreal, Quebec, Canada, Qct-2017

LATAM SITUTATION

Ing. Agr. Daniel Mazzarella
Drirectorate of Agrochernical and Blological
products
Matlonal Animal Health and Agri-food Quality
Servica

Establishment of MRL in Argentina

Resolution SAGPyA 350/1999;
« B residues trails (3 agroecological zones/2 agricultural seasons)

Resolution SENASA 274/2010
Field trials conducted under GLP criteria

Residues Studies : —_ Establishment:
by active ingredient MRL
by crop Pre-harvest interval
Chile
Export Market:

Respeci Primary and Secondary standards to expor food.

Domestic Market:
* Regulation that adopts MRLs for Domestic market. It is periodically updated.
» Criteria for adoplion was reviewed al the end of 2016,
= Ministry of Health position Is to give priority to Codex MRLs. If Codex has a MRL
for a ceriain group, group MRL will be considered.
= Criteria established was:
1. Codex MRLs.
2. Ifthere is no Codex MRL. selection criteria:
1. EUMRL
2. USMRL
3, EU Default value

= Mo relalionship between MRL selected and GAP.

PEEIEEEI Fmt o

DECISION 804

Moadification of Decizsion 436 (Andean Standard for the
Registration and Control of Chemical Pesticides for
Agricultural Use)

RESIDUES AND MAXIMUM RESIDUE LIMITS

COMUNIDAD
ANDINA

Article 52 - For the determination of residues for regisiration purposes. the
establishment of MRLs and lloring activilies, the methods provided by the
manufacturer or formulator shall be used (FAO or other guidelines),

TRANSITORY DISPOSITIONS. Second. - As long as MRLs are not established
and P in the And . the Codex Alimentari

Supervision of efficacy trials to determine good agricullural praclice

CENTRAL AMERICA

*No local residues studies
*Based on Codex and EPA Mrls
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A Regional Look at the Regulatory Landscape: Enabling
Current and Future Opportunities

Overview on Latin America

Four major trade blocs in the region

Many additional regional agreement
under development

Regional Plant Protection
, Organizations (RPPOs) differs
from trade blocs in the region

Only Brazil and Argentina Request
=) local residue trials to set national
—freoiirad - MRLs

without request of local residue trials to
Py - set national MRLS (other countries):

Adopt Codex and/or other Agencies MRLs,

Establishment of MRL in Brazil

< =
: o e

Nommative RDC 4/2012 - ANVISA: e It

* 4 residues trails ST ma

+ 2 degradation curves

* Recommended dose on GLP tested

Residues Studies : Establishment:
by active ingredient - MRL
I \
- Mexico “SENASICA

Export Market:
Respect Primary and Secondary standards to expor food.
Domestic Market:

= Project of Regulation on MRLS to be possibly published at the end of 2017,
= Objective |5 to establish criteria for MRL setting and revision.
* Criteria for MRL setting:
Sources of MRLs could be:
= MRLs adopted from CODEX, EPA, PMRA, EU, OECD countries, Brazil,
Argentina and Japan,
In this case, cGAP has to be similar to cGAP in Mexico (according to
extrapolalion criteria described in the regulation).

* |fno MRLs can be adopled, they can be supported from Residue Studies
done in Mexico (amount of sludies are defined in the regulation depending
on crop area and consumption level).

[ P -

Harmonization of agro-ecological zones

| Are there significant differences in residues from diﬁerent
. agroecological zones?

Qg -

Globally harmonized MRLs, How to include all patterns of
use, climate, pests, etc.?

= 3 k. o
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MINOR CROPS
¥ A minor crop may be defined as:
“Minor uses are those uses of plant protection products (defined
in relation to crops and pests) in which either the crop is
considered to be of low economic importance at national level
minor crop), or the pest is of limited Importance on a major crop
minor pest (EPPO 2017)
» MRLs may be obtained for residues residues trials in miner crops
* MRLs may be obtained for residues residues trials in major crops

I.Harmonized Crop Grouping and Extrapolation

Il.Data necessary (Efficacy trials? — similar major crops —
Zonification?)

Ill.Financing programne — government-farmers-company

gEenaza  Prmsimne-

Current overview of the region regulation for minor crops.

« Efficacy and fisld residus trials / Analytical residues

Argenting - 20 crops (total GO0 active / crops combinations |
« Financing: international credit
« Extrapolation MRL valuss of a raprasentative crop for Minor
Brasil crops. Intemational guidelines for clustering and

wxtrapelation of group MRLS for subgroups

« Extrapolation of efficacy test of 3 product alneady
ragistared: 1) sama past: b) sams damages; c) Same plant
and/ or species; and, dj maximum approved use dose.

Bolivia-Peru

* High costs for pesticide registration in smaller crops - low

Costa Rica protitability for industry

- SENASICA-COFEPRIS - Suppert studies - faster review
process. | can register to date, 17 records (300 authorized
uses in total) {avecade, nopal, pineapple. papaya, some
citrus and arom atic herbs)

« In the last & years, IICA, USDA and C ompany led projects
- Pyryproxyfen in p | The
the CODEX
& first Im GOMIIGtﬂ inthePanamaand 0'1“

Mexico

Panama

_Main issues 1o address in the future / needs to address these issues

- Craate g for
of data between major and minor crops. Public-private
interaction. New project 18 crops - problem: financing

Argentina

= In Brazil there are ne problems with specific technical
skills, Mod\dng mﬂulmom and cnhﬂl to allow
of studies.

= Mutual recognition of sludes criate @ surprana
1a

Bolivia

SCONMary or pavate re:
ERCOUrge Crop grping

EL
Crops ang Extrapsation

= Achieve in the of miner creps
to major crops. Challenges and advantages of using crop

CostaRica prtieaduhle , field data

the of formal 9
ul actors, warl:-dagnom %mun were created, In 2018,

Maxico Groups to

I‘l’IﬂII' technical Ull

+ FUPther Uge, Updating and dissamination of sxisting 4xts in
the CODEX Alimentarius is necessary. Conduct field mals
and sampling with study models to assess the impact of
pesticide use.

Panama

MRL Harmonization
- MERCOSUR: SGT-3 {technical group): Resol GMC 152016
MRL Importer — MRL Codex (Risk Analysis)
- COSAVE: GTPF: Included in the agenda for 2017 - Not yet treated

- CAN: Decision 804 (Standard For the Registration and Control of Chemical
Pesticides for Agricultural Use). Does not mention aspects on harmenization,
only minor crops —Art 19

- Central America: CODEX - EPA

- Mexico: CODEX, EPA, PMRA, EU, OECD countries, Brazil, Argentina and
Japan, NAFTA?

ssenasa

[

» MRL exporter (Risk Analysis).

Regl}:ml Situation: requlatory considerations related to minor uses

Argantina » Res. SENASA 6082012 (Minor Crops) established MRLs

for 20 Crops.
Brasil = IN (01/14) MRL axtrapelation from a main crop to other
crops with low avallability of pasticides (Minor crops)
P . Dr:lslon B04/2015 that approves the Andean Nerm for
Ratin TeAND and Control of Chemical Pesticides of

Anricullmll Use of the Andean Community of Nations.
Art 19 = Miner crops

Costa RicalPanama * No active projects currently

SEMSICA ﬂ" 2013 support ntudlu submitted te
Mexico in Federal C:
against Sln|lll‘[ Rlih [GGFEFRIS‘_I

chile - Mo active projects currently

Current overview of the region regulation for minor crops.

= Dacres Ho. 001-2015-MINAGRL. 8.1, National Registries in

trials. J8.2. With a history of efficacy (= family-pest-dose
approved) they can ba validated for miner crop. For largar
doses: efMcacy-ERA

‘Maln Issues to address in the fulure / needs to address these issues

* There is access to data from ofther countnes and data from
afficacy trials. However, thers are no national MRL data.
One of the Is the
Ietwean the different organisms, which allews to work in a
systamatic way and with synargy, common themas that can
affect plant health, animal health, human health, including
Tood safery.

[ -

Harmonization within the LATAM

QUESTION: Are there systematic differences in
pesficide residue concentrations between zones?

« There is no harmonization with regard to the creation of MRLs at
the LATAM level.
+ Main difficulty: different pesticide registration standards.
* Local tests? Extrapolation with data from other GAP7? = cGAP
+ National MRLs or Codex?
- MArg=S Bra
S Caribean
Sy Uruguay=Arg
= Chile =W Arg
F Baolivia / Bra / Py
Col-Peru

cGAP

asenasa

[ f——
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Areas of future work

1. Support for Minor use programs in LATAM
— Work sharing and share experence
— Joint data generation programs - Regional Plant Protection
Organizations
— Hamnonized registration processes for minor crops: same
cGAP and Agroecological Zone
— Capacity building activities

o]

. Ease of new registrations:
— Explore crop grouping, ease registration requirements
through harmonized approaches

3. Harmonization
Explore future COSAVE/MERCOSUR/CAN hamonization

& 6enasa Preestade s s madepa
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Thank you

= Senasa

Ing. Agr. Daniel Mazzarella

dmazzare{®s gob.ar
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i+ 9-1 | Introduction: From GMUS-2 to GMUS-3

Crop I_h‘ar

INTERRATIONAL =)

Global Minor Use Summit Il
Oct 1-4, 2017
Montreal, Quebec, Canada

Philip A. Brindle, PhD

NEEE

Challenges for Minor Crop/Use
registrations

¥ Crop Protection Product registrations need data..... lots of it!
= Expensive to develop, and takes time
= Different regulataory requirements must be met
= Crops making up staple foods are first priority for Ag Industry

* Minor CropsiUses come second
= Many minor crops in production today
= Increasing trade in minor crops —» increasing data reguirements!
= Meed more efficientways to support these crops and uses

Quick Look Back

Key advances since GMUS Il

» GMUS Il, Feb 2012 = 5 yr plan developed

Coordination & Collaboration
Communication

Incentives

Capacity Development

Registration of Minor Uses and MRL Setting

W VTS A WU W ([0 D AT] VN )0 A W e e

= 1st Global MU Worksh op/Priority-setting meeting (2015)
* EU Minor Uses Coordination Facility (2015)

* US-EPAICA-PMRA Residue Exchangeability project

* USDA IR-4 and FAS capacity-huilding work for data generation
* Mational and International Crop Grouping updates
* Pulse Canadaand CropLife capacity-building for Codex

* Codex adoption of Proporti onality (2013)

» USDA-FAS MRL Wbrkshops in Taiwan and Korea {2017)
* Expansion of US Grower MRL Priority Database

* APEC Guideline supporting Import MRL setting

* USEPA Pilot project based upon APEC GL

WOV T WO VNN (NN N W O 0 Y ] SO WA 0N 0 0NN AN N W S in

THANK YOU

)1

[ VIR T N W W ey

Great progress heing made, but still
lots of work to be done!

87




it i+ 9-2

Registrations

CropL.ife Y

Overview of Industry Considerations
for Minor Crop Registrations

Jessica Christiansen
Global Minor Use Summit 3 — Montreal
2 QOctober 2017

Helping Farmiets Crow

Managing Minor Crops ~ CrorLife Y

=Ag Industry is commitied to help Minor Grop growers sustain their
businesses

But.....

= Considering high costs of data generationiregistration, development of Minor
Crop solutions have to he phased over time

= Registrations for Minor Grop uses are often as costly as Major Crop uses, yet
market potential is very different — tough business justifisations....

- crop safety and biological efficacy are key factors that must be addressed
- direct ve. digtribution modal; what infrastructure and resources are required?
- optimurn formulations an supphy chain costs must be considerad

Overview of Industry Considerations for Minor Crop

.
Investment Costs CropLife Y

Discovery and Development Costs of a New Crop Protection Product
2014: average timeframe from discovery o launch: = 1 yaars

&m | BRegatation
300 4 BEnvronmental
| Chomeiy
280 i & Toncokgy
200 i QFiek Trials
Total $152 m. -
150 | BChemistry
sid @TawEny Chemistry
| r— BEislogy
80 4 o
| BChemistry
o .
2010-14
il
B g Farmers o
: -
CroplLife Y

Managing Minor Crops

»However.....

= 1st phase procuct registrations of new chemistries for the staple crops (e
soybeans, corm, rice, cereal grains, oilseeds) often do include several
specialiies (pome fruits, stone fruits, citrus, tres nuts, o) today

= More specialty minor crop registrations/label expansions typically folkw quite
quickly either as label sxpansions or a5 uniquet-talorad new products

= Delivering sustainable solutions to support Minor Grop
groners in an even broader, faster manner sits with all of
Uz attending thiz summit

2 Helping Famiets Gow

CropLife Y

Maintenance of Business

5 Telping Fmiet Gon

88

< Helping Farmers Grow
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East African Community Efforts to Harmonization Pesticide

Regulatory Systems: A Model Approach for Regional Solutions

East African Community Efforts to
Harmonization Pesticide
Regulatory Systems:

A Model Approach for Regional Solutions

Glabal Minor Use Summit - 3
Oetober 2, 2047

Jazon Sandahl, PRD
Food Sadety Technical Advisor
Office of Capecity Building and Development
US04 Foreign Agrisubiure Service

=== AGRICULTURE

Why harmonize national systems regionally?

GMUS-2: Theme 4, Capacity Building
+ Task4.1: Support Efforts in Mational and Regional Capacity

[ustional/Regional Interests

+ Provides incentives to pesticide companies to register 1
new products, and establish new MRLs -

+ Helps growers gain access to newer prog ucts [often
reduced risk products) and adds more tools control
pests

+ Helps reduce MRL viplations in export markets

+ Reduces the number of trials and time taken

Restofthe World Interests

+ Again..reduces MRL violations at ports of entry

+ PBut. alsoreduces MRL violations of exports tothe
rezion [registrations of new Als, lead s to new import
MRLs of Al}

*TAKE AWRY: Supporting regional efforts kenefits
the region, but alsefacilitates trade inte the region!

What is the vision of this effort?

+ Commoen Data Package: Information/Format .

+ Nutual Recegnition of Efficacy Data/leint Trials
+ Reduce total number from 16 to 3 or4

What is the vision of this effort?

Commen Data Package: Information/Format ‘

Mutual Recegnition of Efficacy Datafloint Trials
+ Reduce total number from Xto ¥

Wutual Recegnition of Residue Data/loint Trials

Commen Adoption of MRLs (Codex, then
decisioh processif no Codex]

Nulti-year process, but ultimate goal of a single
submission registration system

89

BOUTH
SUDAN

UGARDA
RENYA

FWANDA
URUNO!

TANZANIA

What is the vision of the EAC effort?

+ Commoen Data Package: Information/Format ‘

What is the vision of this effort?

« Commen Data Package: Informaticn/Format ’

+ Nutual Recegnition of Efficacy Data/lcint Trals
+ Reduce total number fram Xw'Y

+ DMutual Recognition ef Residue Data/Ioint Trials

+ Common Adoption of MRLs (Codex, then
decision process if no Codex)

.

What is the mechanism?

« Effort s supported under the umbrella of the Treaty for the
Establishment of the East African Community {1999)
+ Kenya Uganda Tanzania(1999)
+ Republic of Burundi, Rwanda (2007)
« Snuth Sudan (2006]

+ Article 108 on Plant and animal Disease Control states:
Partners states shall:

+ a) Harmonize policies, I%g\'slat\'on and regulation for
enforcement of pest and disease control

+ b} Harmonlze and strengthen regulatory institutions

+ ) Adopt common mechanism to ensure safety, efficacy
and potency of agricultural inputs including chemicals,
drugs and waccines etc



What is the process?

+ Estahlished 3 Expert Working Groups to discuss and work out
technical details
+ Efficacy harmonization (4 trials, # seasons, locations, ete)
+ Residue harmonization (residue data, MRL adeption censiderations, et
+ Registrations (lakeling, data reguirements, ete)

Have held 2 {of 3} EWG meetings {October 2016, February 2017)
+ Completed work on:
» Harmenized Application Form for ragistration of corventional
pesticides
-~ Harmenized Labeling Requirements for pesticide products

Next meeting {date TBD) will work toward agreement on
guideline documents for efficacy, residue, and registrations

How can we all support this and
similar efforts?

.

Encourage other regions to work toward harmonization {find
out what other regional efforts have been done, are in progress,
or where there may be interest})

.

Financial support to hold regional planning and implementation
meetings {mostly travel fvenuel

.

Technical support to provide guidance at meetings
+ expertsfconsultants
+ guidance documents

.

Need to harmonize the harmonization! Mechanism to
coordinate between the regions

THANK YOu!!!

Jazon Sandahl, PhD
Food Bafaty Technical Advisor
Oftfice of Capacity Building and Development
USDé Foreign Agricufture Sarvice

2 AGRICULTURE

90

What was learned?

Harmenization simplifies adoptien/establishment of
regional MRLs

Harmenization encourages investment into, and from,
the region

Harmenization requires mutual trust, communication
and cooperation

Regular participation is essential by Expert Working
Groups in the harmonization process

Acknowledgements

+ Paul Ngaruiya (Kenya- Pest Control Products Board)

+ Mike Odong, late {Uganda Pesticide Registrar, and one of ead
delegates to FAC EWG]



¢ 9-4 | Manufacturer’s Experience with Capacity Building

Manufacturer’s Exp
Capacity Bu |Id

Presentation Index

erien
ing
1. Lessons Learned from USDA/IR-4 Projects
Carmen Tiu 2. Other Capacity Building Projects

Global Residue & MRL Strategy Leader 3 Industry Poliits of Interests

4. Recommendations for Selecting Projects

October 1-4, 2017 Third Global Minor Use
Fairmont Queen Elizabeth Hotel gy mii (GMUS-3)
Montreal, Quebee, Canada

@ Dow AgroSciences Sl for the Growing World

At bt

1. Lessons Learned from USDA/IR-4 Phase-1 Projects

+ 4 Studies funded by USDA-FAS were conducted by IR-4 Study Directors
» 2 DAS actives had data generated in: Thailand, Colombia, Africa
+ On 3 tropical crops ! avocado, mango, lychee

1. Lessons Learned from USDA/IR-4
Phase-1 Projects

« 2 Registrations achieved and Codex -MRL ongoing for avocado, mango

-@ Dow AgroSciences Sobutioms for the Gruwing World

AT o bt

v i
What Worked Well?... What needs further attention for future work?... :*?-“

* For studies
» Coordination amongst global stakeholders
» GLP-test material preparation, orders, shipping
« Analytical methods and standards shipping
« Protocol and drafi-report reviews

* Internal communication global — regional/national contacts »—
= Everyone wants to be involved turns ¢ ation y difficult
= Time-zones affect frequency of communications

« Diverse communication technology makes quality of calls difficult
« Efficacy Data

= Significantly improved national capabilities towards GLP-studies = The need of Biclogy data (GAP) is often overlocked
= Great coordination from experienced GLP Study Directors! * Field phase —build GLP training to PFI's

* For regulatory submission = Technical training for calibration, application, sample collection, shipping, ste.
* Generally timely submission and approval of national uses = Analytical phase — validation of method before samples arrive to lab
= Great coordination of Codex residue dossier completion (3 datasets) » Build Imtmlacbawuﬁnngwﬂh slahla |5dtpes.. internal standards, cmﬁrrnahon
+ Excellent networks est din 3 continents and foot printing for ions, matrix i \ homog Wtegyation mhocs, foporting s,

future opportunities * Develop local GLP Study Directors by hands-on training
L e . v,

Other Capacity Building Programs

2. Other Capacity Building Projects

= GLP implementation for residue studies in China and Argentina
= Leverage on global Study Directors and private Quality Assurance
=« Technical training {e.g. OECD Residue quidelines) is also ded
= Workshops with agencies and MRL stakeholders
« MRL harmonization to support Import Tolerances (MRL)
= Asian and Latino-Amedican countnes: APEC procedura
» Multiple MRLs standards compliance to support trade
- CostaRica, Chile, Pery, Europe
= Tools developed to support MRL harmonization and Trade
= Crop Grouping Extrapolation and Data Exchangeability
~ Horea, Tanwan, Costa-Rica, Codex

@ Dow AgroSciences Sclutions for the Growing World
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3. Industry’'s Points of Interests

Solutians for the Growing World

4. Recommendations for Selecting Projects

@ Dow AgroSciences

Solutions for the Growing World

Conclusion & Acknowledgement

+ Pesticide Residue Collahoration projects asthe BEST TOOL to enahle
mare uses and MRELs, particularly on minar crops
Growers Commodity groups + Agencies + Registrants + Contractors ©

« Special recognition to |R-4's efforts far 50+ years to develop pesticides
uses on specialty crops in USA, and since 2010 at the global levell

o Acknowledgement of USDA-FAS efforts to support capacity building
across continents, and sponsor data generation!

Carmen Tiu
tearmen@oow com

TPy s
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3. Industry’s Points of Interests

« Always open for collaboration projects to jointly develop
new uses

= Every new use to control pests, increase yield and is proved safe to
people and the environment

« Advocate for updated regulation to enable:

= Mutual aceeptance of data and MRLs between countries

= Extrapelation of uses and MRLs between crops, and countries

= Harmenization of MEL through consistent GAF, MRL calculation and
risk methodologies

0 Sp—

4. Recommendations on Selecting Projects

+ Biological efficacy
« Estimated residues & related risks

« Business analysis
+ Potential risk

+ Cost vs resources
+ Technical capabilities

™ -

=)
o 2
Most projects will be approved ! |

@mm |z




w2 9-5 | BPG, Biocontrol Products and minor uses

Biological Products - What Are They?

Lows or minimal risk biocontrol and plant enhancement taals
that may be naturally derfved or synthetic equivalents

BPG,
Biocontrol
Products and

. ) minor uses
BioProtection  saucay s

Globcl Nina Wilson BP1A

(definition is drven by the regulatary characterzation)

Characterized as niche products with low mammalian and
environmental impact; often, initially developed for minor or |
specialty crops but some expansion to broad acre crops |

Usually not associated with a tolerancesMRL; not residue free
but no residues of toxicological concern -

May or may not comply with national organic regul_a.t'ié'ns BioProechion
Global

2020 dekal

“Innovative Green Tools” of the

L
! i BioProducts Market:Growing Globally
Biocontrol industry i \\

Macrobials

2020Predun ine il

Mkraatis

020
Us53 Billion

! ¢ Today
R Not usually regulated as PPPs BioProtection 705 punhamTrimmer— BioProtection
All groups can have niche solutions obal Ir'-n["' W B I Globol
Biopesticide - ; i e bpla
What are the challenges? = f
b Residues and WRL harmarization is a recogrized global discussion but SAB®
Talerance/ WRL exemptions are not \ Agﬂ
Exemptions are the product of Azk assessments which are not easily i BioProtection Global Mermber Associations e Bl’o
harmonized fsafety standards - no toxi city x exposure) \  Biorotection Global (BFG s & b ABC Bl
warl dwide federation of biocontrol

L4

Fee and time incentives (US EP&)

and sticides industry " AHER

associations comprised primarily of frr— {\ﬁ
-
>

v

Misperceptions on efficacy and role in [P, manufacturers of biocontrel and
EMi,

| mopgsu:\de products for professional

Efficacy requirements and guidelines are not geared to non-toxic use in agriculture , animal heal th and

v

ShBO

1 ks and othernon-crop uses. The mission of \

I . T EPG is to represent the A

L » Artificial borders create duplication and cost hinprdedi:n industry for ke topics M {45aEI0EAL v

f » EFficacy onsts can be the bizzest barder to registratiors - ana glokal scals n arder to promote F st gecanay; FAAL
cy izg) =L | biopratection and harmonise b PRAFAI

& Smallen innovative companies and small market sizes proportienate regulations.

ASOBICO

BioProtection | |
i i Global

Global

» Moregavernment affart toward recipracal orzanic agreements.

BPG: Biopesticides as Low Risk Solutions in

BioProtection Global Objecti IPM and Sustainable Agriculture

Serve asa global platform for the biocontrolindustry to express and share its vie
ta further shape itioning and ensure i yin policy and
other messages toward institutional actors and other stakeholders i

» Prewention of pest & disease
explosion

Identify common needs and avoid duplication in areasthat extend heyond
national ar regional issues

L4

Use of all available tools

Minimal risk to human health and
the environment

v

Wark on proporionate regulations for biocantrol agerts with relevant global o
regional organisations and autharities and to harmonise such regulations k

ly through use of true IPM
| worldwide as much as possible \

Minor uses are of major importance
to the Biocontrol industry?

Promote bioprotection and a broad adoption of the use of its products in
integrated pest management programmes with respectto human heatth and the
erironment to provide a more sustainable world i

-
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What do biocontrol tools contribute to

What has been achieved by BPG and Member
the IPM agricultural system?

Associations?

b Resistance management
» Usage close to harvest (pre-harvest intervals)
p Short re-entry periods

» Targeted niche solutions - inseasonal programs with comentional pest
control methods or by themszelves in organic productions

» #rimalimpact on human health and environment
¥ Can be quicker to the market
» Lowerisk
» Product type eg Macrobials and Aonitorng f Mass Trapping
» Mo need for mrl setting

Just some of the possible solutions

» Global or regional positive lists

& EPPOIEt for IBCAs

# FAD list of WECAs

b EU 200372003 propesed list of microbial biostimulants
¥ Single global data package and registration
# Mo renewal requirement using data call-in systems
»  Motification only procedute fora.s, ie EU and SCLPS

# Mo requirement for product authorisations or a singe regiond product authorization

PRODUCTION
SYSTEM

& Ability to dlow a minor use without needing a major use

Sy

# Concurrent 4.5 gpproval and a regiond product agthorsation in a single step
¥ Mutual Recognition between CECD Countries

!

_\ sustainahl e tools

=
# The food chain, consumers, governments and growers want more Iowr:isk,

Thank you from BPG!

Nina Wilson, Vice Chair BPIA
mwilson @ gowanco,com
David Cary, Executive Director IBMA
david.cary @inma-global.org

BioProtection
Clobal

94



it 9-6

Minor Uses:
A regional perspective. A global view.

GMUS-3

Dave Wiight
Manage - Regulatary, RED
Ergage AgeCarporatian
Guelph, dntane, Canads

ENGABEcro
-
1995 Niche market roots
» purchase a quantity of product
+ rmarketthe product for minor crop and specialty uses
+ handle unique packaging neads
1999 ENEAGEcro

Meanwhile in Canada...

+ NAFTA joint review projects were cormning to fruition
— many with minar erop registations

= rock-solid chermistry available in field crops with spectrurms which would
benafit horticulture

ENGABE cro

1995

+

The business began to expand..

.

just 2 full time ermployees

rushiroom and ornarnentals crop protection
Dutch elm disease control

potato seed piece treatrment

two fungicides for horticultural crops

.

.

+

+

1999 ENGAGErcro

Minor Uses: A regional perspective. A global View

1995

Engage Agro Corporation
+ based in Guelph, Ontario.

+ armaster copy label of propiconazole and a plan
+ to support minor crop business

ENBAGEacro
1995 Around this time...
» re-organization and consolidation in Global Ag-Chern
+ big changes afoot
1999 ENEAGEscro

1995

Engage Agro:

- support developrment, registration and label expansion in minor crops
+ launch products and provide tech-service

+ provide ongoing marketing support

+ particularly for crop protection products which larger comparniesin
Canada were rot able to dedicate staff toward at that time.

1999 ENEABEacro
1999 - 2000
+ The propiconazole label had expanded via minor use activities
— Stane frut
— Cranbeiies

— Saskatoon baries
— Elusberrms

+ credit to extension specialists and regional advocates for minor crops

» Engage Agro was to translate those efforts into cornmercially available
tools for the minor crops

ENGAGE cro



1999 - 2000

+ Relationships with suppliers graw, adding selact products
+ A phase of building capacity / expanding our horizons

» 5 employees joined Engage Agro through the year 2000
— o service regulatary marketing and communication needs
— adding tech suppart in fruit ang vegetable regions

ENGAGEcro

2000

+ Qur registration team grew by 4 personnel over five years
— gasisting with registration effarc of nur suppliers
— oh-going eampliance and [abel support

» Marketing tearn grew by 5 personnel
— providing tech support
— in-put into supplier assessments and forecasts

» *fueled in part by greater coordination across minor crop initiatives

2010

ENEABErcro

2000

Exciting times!

+ g proliferation in cooperation within Canada
— new salutians available where there had been fewer, histaric aptians

+ rapid change in terms of crop pratection options for minor crops

+ geute awareness of discrepancies between tolerances (MR Ls) at destination

2010 ENEAEEscro

Production Risks:

An example (2004):
— inthe USA, aSection 18 expired for control of Monidinio on blueberry
— time limited tolerances expired as well

Inthe USA, there were new fungicides registered for mumrry berry control,
In Canada, the options for mumray berry cantrol were limited,

scrarble to secure supply of the alternative fungicide
the alternative product lost tolerances the following year

ENGAGEcro

96

2000

Remarkable growth in this decade

2010 ENBABEcro

2000

+ Theshiftin Canada:
— pasitive interactions between grawer nrganizatinns, regulators and extension
personnel
— Establishrent of the Minor Use Program and Pest Management Centre
— minar use initiatives in Canada noticeab by conperative with R-4
— clear guidelines for minor uses, regulatory reguirerents and timelines
— multinational suppliers adding minat crops direetly t 15t ter labels
— registrants directly submitting minor crop label expansions.
— broader ranging labels becoming the norm.

2010 ENGAGEcro

2000

Minor crops with export markets:

gaining registrations of new, highly effective active ingredients

crop managerment protocals in place
— BRELIFE SCERSS T Premium markets where MRLS were not yet established

sensitive to the difference between set tolerances (MRLS) versus additianal limits
which may be prescribed by retail channels,

2010 ENEABEscro

-

Marketing Risks:

Scenario A, 8 c
i | [ ]
T ST et 1

[t ance a1 esiinaion |

E [HoTokw nce: besiinaion]
iabi=omion | N

I | e |
1 | IR ey ot o vias ]

ENGABErcro



2000

2010

A decade of great strides in minor crop awareness
— rapidly expanted crop protection optiens for producers in Canada

Local collaboration drives a positive shift

— Producers, Government Extension, Regulators

— Clear requirements and timelines for label expansions
— Order and claritgin the market

Multinational companies with local presence further resource the minor crops with
global selutions,

ENGAGEacro

2016

2017

Within the last year:
- EngageAgro attracted international investment from Belchim Crop Protection

= minor crop connections

» atvancing our overseas collaboration

ENEAGE cro
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2017

2010

Aneed to change and collaborate on a global basis
— grow business with suppliers who historieal bowere without loeal representation

assess market apportunities

assess develo pment eosts for Canada

where feasible, facilitate develnpment and registration
launeh products for Canadian crops f specialty markets

tolerances are high on the list of assessment eriteria

ENGABEcro
Meanwhile around the Globe...

Work dedicated to minor crops:
+ highvalue to engagement across a range of stakeholders
» working locally and creating global support for minor crops
+ creating support for a global wealth of high guality food.

ENGABEncro

-
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California Citrus Quality Council

» Solve regulatory problems domestically
and internationally

» Core mission is to facilitate trade
> Maximum Residue Levels (MRLs)
= Phytosanitary issues regarding insects
and plant diseases
» Provide crop protection tools for growers

|- =

Top Orange Export Markets

(Thousand U.S. Dollars)
New Zealand, piinnines, /,,LIAE, $2,271

Singapore, $7 652
832

$11,974.
—

$3,159.All Other,
== $11,734

Mahvs‘aAustralla,::' -
J,Sﬂuth Korea,
/S F177,193

Taivean, $17,365.
Mexico, $10,042

China, $37,784

Japan, $80,052__

Hong Kong,
530,719

. Canada,
4137620

98

North America Perspective Facilitating Trade Through
Cooperation

Major
Points for
Discussion

» Role of CCQC

» The importance of
trade for minor
crops

» Problems

» Suggestions for
facilitating trade

Exports are Economically Important

Revenue Contribution by
Market

.

m Domistic m Export

Percent of Production

ETor‘ced

m Domistic m Export

40 percent

Top Lemon Export Markets
(Thousand U.S. Dollars)

Bhilip
Maniza, 32,481
Ching, 54055

iy
Australia, 514737

Hang kang, $12.578 |

Soulh Hanea MALIE

Japan, 556,273

Production and Trade Interface
Issues

Need many pesticide
options (resistance)
Difficult to manage
acreage for specific
markets

Delayed use until MRLs
are established
Emergence of secondary
standards (restricted
pesticides and lower
residue levels)

-

-

» Are there MRLs?

-

» Are there MRLs?

-

» Can we avoid
delays?

-

» Counterproductive



Harmonization Challenges

» Important trading partners are moving away
from a single global standard, creating a
proliferation of many different standards

» Japan

» Talwan

» Korea

» Hong Kong

» China

» European Union (7)

|-

Adopt APEC MRL Guidelines

» Consistency in
process and data
requirements

» Saves resources

» Predictable

» More harmonized
MRLs

Can countries incorporate
Codex in new MRL setting
systems?

Use Codex standards
as temporary standards
to fill gaps

C]Iifornia

MCFA

ality Minor Crop Farmer Alliance

James R. Cranney, Jr.

California Citrus Quality Coundll
853 Lincoln Way, Suite 206
Auburm, CA 35603

Tel: (530) 685-16894

Fax: (530) BA5-1546

Mobile: (530) 906-6546

IIrammey@CCQCorg

MCFA Secretary
Chairman, MCFA International
Subcommitize

99

How can we manage
in this environment?
+ Different MRLs
« Number of trials
+ Crop groups
+ Process
+ Cost

-

Communication and Flexibility

» Provide avenues and opportunity to
discuss problems

» Maintain flexible process to address
problems

» Korea Ministry of Food and Drug Safety
= Flexibility in implementation
= Added crop groups
= Allow Codex data for generic pesticides
= Open communication and dialogue

-

Summary

» Many countries are adopting proprietary MRL
setting systems

» Increasing cost and complexity in
establishing MRLs

» Many different MRL standards and delays for
growers

» Use APEC guidelines

» Provide flexihility in adopting proprietary
systems

» Incorporate Cadex standards
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horticulture sector

A Canadian
) Horticultural
Council

The voice of Canadian fruit and vegetable growers

ticulture

Minor use pesticides
—aview from the Canadian horticulture sector

Rebecca Les, Ph
Expcutive Director

Canadian Horticu tural Council
October, 2017

«+ 10-2| Minor use pesticides - a view from the Canadian
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+ Overview of CHC

s Benefits and the use of dedicated minor use/assistance programs
* Managing emerging pest issues

» Exportftrade and chemical review issues

* Degree of engagement with dedicated minor use programs and
legislators to support outcomes for minor use

s Factors that could facilitate grower outcomes and support into
the future

Overview of CHC

Who we represent

* Over 22,000 growers

» Over 130 member organizations

» Over 120 different commodities

* Members are in Canada and beyond

How we are organised. ..

Core areas Commodity groups

* Labour + Apple & tree fruit

* Trade and marketing + Potato

* Industry standards and food + Greenhouse vegetables
safety + Berries

+ Finance and business

+ Field vegetables
management

¢ Crop, plant protection and the
environment

Who we are

+ National non-profit advocacy group
+ Based in Ottawa

* Governed by a Board of Directors

+ 10 staff

* We are the voice of Canadian fruit and
vegetable growers

What we do

+ Advocate for mambers on key issuas
+ Facilitate government consultations
* Coordinate research projects and funding

Benefits and the use of dedicated minor
use/assistance programs

AAFC's Pest Management Cantre (PMC) and Pesticide Reduced
Risk Program {PRRP] impact on minor use {(MU] crops in Canada
has been very positive.

* From: few pesticides registered + many emergency
registrations / year

* To: growers now have registered pesticides for most of our
priority pests and diseases + the need for emergency
registrations is greatly reduced.



Benefits and the use of dedicated minor
use/assistance programs (cont.)

+ Almost universal dependence on PMC to generate residue and
efficacy data for MU food crops and Dislodgeable Foliar Residue
{DFR] data for MU non-food crops.

* Benefits of the PMC:

* Dedicated, reliable funding and staff for on-going MU registrations.
* Transparency - Growers pick projects through provingial MU
coordinators grower meetings and/or by attending the Ottawa meeting.

+ Concerns:

* PMC weas never intended or budgeted to do DFR work.

Managing emerging pest issues

* AAFC’s PMC, provincial ministrias of agriculture and grower
groups, e.g. CHC, are engaged in research and finding solutions
for emerging pest issues such as Spotted Wing Drosophila {(SW D)
and Brown Marmorated Stink Bug {BMSB).

* PRRP is engagad in work to address priority pests and diseases
e.g. Downy Mildew GH Cucumber working group

* Grower associations engaged in finding solutions to new and
emerging economic pests, e.g. OGVG and pepper weevil on GH
peppers

Managing emerging pest issues: Challenges

+ Time between emergence of new pest and registration of control
products
= Gguernment agerncies zan be slow ta respand and growers paythe price

® Canthe regulatary system respand fast enaugh when = qua mntine pest is faund? What mechanisms
arein place far CFIA and the PMRA to coardinate to address guarantine pest issues?

+ Resistance management
* Registmtion af praductsin differem FRAC, HRAC and IRAC
+ Discontinuing pesticide registrations with no viable or efficacious
alternatives in place
* ez imidacloprid can lesve large Zaps in zrwers IPM taglbases
+ Discontinuing broad spectrum pesticides resulting in secondary pest
becoming serious problem

= ez imidaclaprid used ta cantral aphids and whitefiies alsa cantralled fygus and stink buzs

Export/trade and chemical review: Challenges

= Harmonization with our major trading partner
= The mamy joim Canads-US (FMC-IRE ) minar use projects are helping ta address this ssue
* Nextstep: Glabal MU prajects. Same time registrations and same MRLs in DECD cauntries will help
Canadian farmerswha are seeking new expart markets
= Resources needed by CFIA to address phytosanitary barriers o trade
* Bilateral agreements needed far Canadianfarmes ta gain acces ta new markets & ta resalve barriers
in existing markets
= Harmuonization with the EPA
* PMRA warking an OFR datsbase far greenhause faad and nan-faad craps, when OFA dats cauld be
used interchangea bly. Burzeaning prablem with re-evaluatians, taa.
® Lackaf harmanization = different registmtion decisians between CAN/US
= Risk based assessmentsws, hazared based assessments
* Wil Canada mave 1o hazard hased assessments like Eurape?
* Cauld kose manyimpartant pesticides —what will replace them?
= Willwe za back 1 a situatian where mamy EUR will be needed every year?

Degree of engagement with dedicated mincr use programs
and legislators to support autcomes for minor use

« Growers and grower associations are fully engaged with the
PMUCs, PMC’s MU workshops.

+ CHC CPAC meets at least once yearly with top PMC and PMRA
staff to discuss issues of concern to the growers around pesticide
registrations.

+ CHC and individual grower groups respond to PMRA proposed
registration/re-evaluation decision consultations.

+ CHC —educating politicians about issues of importance to
agriculture - Fall Harvest

Barriers to accessing crop protection products

+ Canadian registrations without export MRLs
¥ Rovral, Dynormite and Vendex
* Investment too great for registrants
¥ Cyflufenamif, wriflumnizole
* PMRA is not the EPA
#Occupation exposure data (DFR)
Fvalue and efficacy data
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Factors that could facilitate grower outcomes
and support into the future
+ Biopesticides
* Research and extension support for growers
* New invasive pests and diseases
* Resources to minimize such events from happening
* Improvemert of governmert agency respornse times
* Movernent from a risk-based to a hazard-based model
* Government supports it many pesticide registrations are
discontinuad fphased out?
* Transition period to allow alternatives to be putin place or will we go
back to a situation where many EURS are submitted every year?

g

e rlee@hortcoundl.ca

‘. e, hortoouncil.ca
’ @CHC_CCH

cont®

CHC AGM
March 13-15,
2018

Ottawa

shThinking




w12 10-3| The Journey of Dragonfruit and Difenoconazole

Introduction —Dragonberry Produce

8
Dragonberry

The Journey of

Dragonfruit and Difencconazole

Dragonfruit writh qua]ity 1551188

without Difencconazele

Dragonbefry

Reaching Out to All Parties ) -
January 2014 Working Together = Result

Governments Researcher & 'rivate Sectors - .

* United States Environmental * TR-4 Project, Rutgess University
Protection Agency (EPA)
*+ Syngenta IT5A Office

¢ United States Department of
Agdoulture (TT5TA) * Importers from USA

¢ Wietmam Embassy, WA-TIC * Hmporters from Vietnam a 15 PEM
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e

Market Conditions

TMPROVEMNTS

« Diagonfenir qualiries has bss defeen
arcival s ues

* Less tepored cases of deagonfrud
citations by laar enforcement to ordey
for destruction of frits

* Incmasad velume of dragonfruit
mportation inta the T34

PROBLEMS

« Morallimp osted deagonfinin meet
USA MEL tolesance

= Unfait wading prices of dragonfeuis
imposted int 24 and sold atpeice
less than dragonfruits that do meet
TSA MEL tokrance

E:
A

KEVIAR 3255C
by Brightonmax International
in the Approved Vietnam List of Chemical
Notice 34 /2015 TT-BNNPINT

¥
THANH PHAN
Azompstrobin 200 g /it
Difenoconazale 125 gAit

.

e 115“’-
b eyt

KEVIAR/

AMISTAR TOP
by Syngenta -Vietnam
INot approved for use on dragon fruit
sings Clot. 12, 2015

Azompstiobin 200 GL
Difenaoconazole 125 GL

Grower's Continued Difficulties

Vietnam Regulations

MRL laws frorm different countrie s are
not shared sith growers

Global Regulations

° Risk assessments used by countaes
donot share the same methods of
evaluating the data

¢ Multiple different MEL

Mo suppotts oredur ations programs
toteach about MREL

¢ Unclear process of how trade name or

chemicl compound are segisters d for

requitements for dragonfnit,
different countries that doess’t

" ouoTIzHg

5. growrthe fruit

J

Finding Continued Success
with help from Global Leader Countries

|
~

Global MEL

of evaliating risk and finding
commen grovndstandards
Harmonization of MRL laus wall
help prevent lost for grosrers m all
regions

Helping Dreveloping Countries

. ¢ All countsies shating theit methods — * Stream lining the MR te gistration

process will help growrers in
deeeliogang s Bt
resources the supports

* Prowiding ecucation of MEL

cuning trade agee ements

Dragon-berry

PRODUCE

Thank You !
Cam on

| B
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copa*cogeca

MOMANES  eueSn MFTHOCORENE

Regional look at growers challenges and
engagement enabling current and future
oppoTtunities

Luc Peeters | o4 1p.20L7
Chair of the and Cogera Working Party an Phytosanitary issues

Introduction

Current situation of minor uses and spedalty eraps in the F17

European legislative frameworl

Shorteomings and achons

Proposals and recommendations

* Condusion

copa*cogeca

Two organisations....

Copa
Created in 1058, Coparepresents 23 million HEurcpean farmers
and family members

Cogeca
Created in 1955, Cogeca represents 22, noo Eurogpean
agricultural cooperatives

Copa and Cogeca
In 1462, a jont Secretariat was created, making it one of the
biggest and most active lobby crganisations in Brussels

« The united voice of farmers and their
cooperatives in the European Union »

copa*cogeca

— i i

copa*cogeca

spunliTES.  sumosan Kgi-ocmINE

Current situation of miner uses and
specialty crops in the EU

104

Regional look at growers challenges and engagement
enabling current and future opportunities

copa*cogeca

WEpENWT BGOSR BTHDCORTIVE

Regional look at growers challenges and
engagement enabling current and future
opportunities

copa*cogeca

AN oRAR A o

Mission
To ensure a viable, Innovative and competitive EU
agriculture and agri-food sector

Organisation
66 Member organisations and 34 Partner Organisations
25 agricultural sectors covered (many Minor Uses):

¢ Cotton + Rice

¢ Flax and Hemp » Beeds

* Flower and plants + Tobacco

¢+ Fruits and vegetables + ..

e Hops » And Major crops with

Minor Uses

copa*cogeca

T e, s 3 s

Current situaticn of miner uses and specialty

crops in the EU(T)

Importance of Minor Uses
* Arcund 85-o0% of total arops
* Around 5% of total Furopean Utilized Agricultural Area (TA&A)

= Mostly vegetables, fruits, nurseries and flowers: €70 billion EU production
value

2zo% of total EU agri-production value

Specialty arops provide diversity in diet: wide range of variety
* High spedality wops mostly on high spedalised farms

Definition of MUSC: crops and pests for which indostry does not
provide solutions

copa*cogeca

e



Main challenges
* Magnitude of impact of pest problems similar to major crops
= Economical impact on farm level 12 very high

* Crop protaction solutions not availabla mainly dua to high coats of
devdopmant

* Remztanca build up if no rotation in acHve substances
* Emergency authorizations are not long term solutions
* Develop new solutions for these quality crops

* Lackof involvement and participation from all ELf Member States

= Distortion of competition at EU level

copa*cogeca copa*cogeca
copa*cogeca

Official regulatory framework

= Regulation 1107/ 2009 concerning the placing of plant protection products
on the market

- Mew active substances (February 2016)
M + 3o new substances submitted sinee June 2011

s11 have an App 1 vote

'i + 9 lave abvo an MRL vote

« 2 have MHL regulations

‘ = 1Product autharised

copa*cogeca

o o —

~ Emergency authorisations

Numbers of emergency authorisations
notified at PAFF meetings

140
- w . 130 |
Outcome of re-evaluation by sscond M3 during MR application: 100 |
"0 "My
2 e G i i w | iy
futhorisation with identical conditions 56% al -
Authorisation with different risk mitigation 27% |
+ futhorisation not poasible 6% e 007 W08 2011 I0N] Wi4 018
Conclusion: Re-evaluation does NOT add value
copa*cogeca copa*cogeca

* EU added value
+ Effects on minor uses and specialty crops depend on:
- Harmonisation (guidelines and intérpretation, i.e. Cf3, MUSC, .)
+ how the zonal system works in practice
~ Pisk asssssment (EFSA)
o howriitial e ition i liod

Single zone for MRL = Single market and trade

- Minar Usss Coordination Facility

WHLEOME b the [

copa*cogeca copa*cogeca

105



copa*cogeca

MRS  EOAMN MGTHOMEUVEL

Shortcomings and actions (I1)

Agri-Food Chain Roundtable (AFCRT)

Update of Collaboration roadrnap with
International Biocontrol
Bblanufacturars’ Aszodation

Other collaborations
— Low Yield report, workshops
(neonicotineids...)

Participaticn in the EU Minor Uses
Coordination Fadlity

Participation in the Sustainable Plant
Protection Initiative

copa*cogeca

mngmen e s g e

Proposals and recommendations (T)

Regulatory aspects
* Propose a positive definition ta Minar Uses and Specialty Crops
= Facilitate registration (including pan-Furopean autorization for BITTSC)

= Provide moreincentives for companies to invest:

Possible risk dasscs

Cutoff Ne spproval
18 7 ¥ 10 years
Epedfic sk 10 - 15 years
Standard 10-15 = 20 years
Lowrisk Unlimited appraval perind
= Application of Commisslon Implementing Regulaton amending the eriteria
of low rizk substances
o
£
copa*cogeca
g S tge A,

Proposals and recommendations (IIT)

Many of the recommendations are shared through the AGF Chain:

> Need to build a solution ::E

There is a momentun; ="
« Pessistent call of AFCRT and its mambers on the nead for a robust and loag lasting P ™4

solution '
= MUSK was recognised through the setting up of the Minor Uses Coordination —

Facilty Secretariat
~ Pan-European cooperation based on tnest is key to addess the issue of MUSC
* Minar Uses Coordination Facilty Secretariat = aparopriate forum of debate and
action
* Commoiity Experts Groups
* Hodizactal Experts Grougs
= Role of European Commission , Member States Competent Authorities N
= REFIT process of flegulation [EC) N* ll_D)‘l}DD&- up:umm ta review options for -
et 10

wither taking benefit of exi: better
axddress MUSC

copa*cogeca

macgeas e, aumpen ) CxspeL
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Shortcomings

Less of active substances (EDs)

Obstacles to mutual recognition within
SaE ZONES

Not unique list of minor uses and
spedalty crope [ no definition

MNational assessment for alternatives to
Candidates far Substtution

Lack of cornmitment and not enough
funds for Minor Uzes ((F)

copa*cogeca

e e

copa*cogeca

ALY Ropan i e

Proposals and recommendations

Proposals and recommendaticns (IT)

Other initiatives

bicre integraton/coordination of 1T programmes with G

biore European v national iniHatives (MRL, ME, CF, zonal and Furopean
authorisatons. )

Long-term funding of the BMinor Uses Coordination Faclity
allocate B research finds for BITEC

Ta develap chemical and non-chemical sdlutiona for BITFSC, acoording ta
IPM principles

Bottom-up approach: ensuring Farmers and Agri-Cooperatives’
involvement

Stakeholders participation in the Sustainable Plant Protection Initiative

copa*cogeca

g e,

Jrip—

copa*cogeca

Mepunliman  euTHRG<DoCeTIYES




FU competent autharities are very reluctant in dealing with BTISC

= PPPsindustry iz very active in “greening programmes”, less in BITTSC

Both are haping that farmers are doing the work and paying the bill (twice)

Mice work iz done in the tachnical groups where some BS and stakehol ders
are taldng the lead, having big positive results

Bore of this cooperation/collaboration is needed

Iraplerentation of Blutal recognization in S should be imposed by EC

Pig pressure on all kind of AT will influence MUISCin the first place
* Growers and PO are doing there part , plaase join/help us

because

copa*cogeca

e

copa*cogeca

Mo menpAn M Rt
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minor use

major value

copa*cogeca

uergess evves

e ——



i & 10-5 A Re?ional Look at Grower Challenges and Engagement:

Enabling Current and Future Opportunities

TAHA v st TAHA

R SRR HER L TR IR R

® Established in 2004 and became operational in 2005

A Regional Look at Grower Challenges and * Estblished to promote and develop horticulture and address the
. general and specific needs of its members.

Engagement: Enabling Current and Future

Opportunities Vr'r:::g::l “An ecenomically vibrant and sustainably prosperous horticulure
MISSION: "Driving inclusive, transformative, competitive and sustainable

Tanzania Horticultural Growers Perspective Sriaing v nlagaty’
Coverage: 15 regions including Unguja and Pemba
TAHA's four main Strategic Objectives:
I, Lobbying and Advocacy - Govt and denors,
= Kelvin Remen Swai 2. Technical Support — projects, trainings, seminars, shows, etc
Policy and Advocacy Manager 3. Information dissemination — media, researchers, govt, consultants,
etc
Tanzania Horticultural Association : ; ; :
e 4. Promotion — in and outside Tanzania
ATl A wiww.laha.or.tz

Roots n Tubers

TAHA Approach and Coordination ZS HA

TANTRNA PRI TIRRL AR

TAHAFresh, Airlines etc.
Logistics

Ve

Aggoss 10

Financa

Financial and grants

Value Chain Institutions: TADB, VFT etc.
Actors —a

TAHA

i TAHA FRESH >

Horticulture logistics solution

=Air and Sea freighting
*Trucking

*Clearing& forwarding
*Perishable g

CONTRIBUTION OF HORTICULTURE IN
TANZANIA

TAHA

RRERR BT RAL LTI

* Main contributor to foreign
income earned from
agriculture (38%)

Aggregate production data (MT) 2013/14 - 16/17

" No. Crop 2013/14  2014/15  2015/16 _ 2016/17

Al i 1. Fruits 4,416,690 4,574,240 4,711,000 4,946,550
+ Rapid growth: fea0
545.5million in 2015 from 1 2. Vegetables 1,005,305 1,041,375 1189000 1,236,560
UD$ é4million in 2005
. 3. Flowers 10,790 11,140 11500 11615
+ Employs about 2.5million W 4 Spices 8,377 8,609 20400 21,420
people: 44 Million ha of arable B -
land, only 6% utilized i [T ~Three quarters of horticultural products is fruits {in terms of volume)
]
* Food and Mutrition security w B B og B = * Increasing number of customers of the products
B N ' ' * Increasing population and
= Youth and women e . EE S G S N *  Awareness: horti as a key component to food and nutrition
employment B MR oTh MMM N security
www.laha.or.tz
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Our Advocacy work 7\ [—l Our Advocacy worlk

Ensure access to quality agricultural inputs ¢ Close working relationship with Government Registration
(availability, accessibility, affordability and proper Authorities/Agencies (TPRI, TFRA, TOSCI, NECP)
utilization) ¢ Strong relationship with Agro dealers (Allied members) i.e.
+ In 2008, TAHA managed to secure a blanket registration for Syngenta, Yara, Real IPM, Triachem, By trade

300 pesticides for veggies and fruits in Tanzania - Technology Testing, dissemination and promotion to
*  Fertilizer (Amended) Regulations 2017 farmers

-Reduction of field trial period from three eropping
seasons to one.
-Reduction of field trial costs from WUSD 30,000 to USD
10,000
= Registration of Biological Control Agents for veggies and
fruits {Currently working on the regulations for
registration of microbials).

Our Involvement in R4 Project TZ&I—IA

TAHA

TANEARLL WORTICRITRRAL AS3BCATION

Achievements from IR4 Project

TANEARIE REATICHLTRRAL LESBUIATION

* We are part of the research * Anticipated Increase in exportitrade potentials as
» Local coordinators on the ground veggies and fiuits produced are in line with market

-Funding Management requirements (MRLs levels)

* Capacity building
¥ of local research institutions and government regulators in
conducting high quality residue field studies, conducting

innovate research related to reducing pesticide residues on
Supervised Residue Field Trals of Sulfoxaflur (Closure food crops

2405C) on mangoes

-Trial Farms identification
-Agronomic support to the project
= Participating in residue and efficacy trials

v Residue analysis

* Food and Environmental Safety as a resulc of proper
application of less hazardous pest control products

Harmonization of Pesticide H Qur Contacts

ATICRITHRA ASSBOIATIEN

Registration in East Africa

Three technical groups were constituted to worlk on three

envisaged guidelines Tanzania Horticultural Association

P .0. Box 16520

harmonization of efficacy trials ARUSHA, Tanzania
harmonization of residue trials for pesticide registration Tel: 255 27 2544568

: 5 e i . Fax: 255 27 254 4568
harmonization of pesticide registration data E-mail: info@taha.or.tz

requirements

SeeUs At

* Harmonization of registration procedures will
facilitate movement of high quality products and increase

farmers' access to quality pesticides FB: https: //www.facebock.com /TanzaniaH crticultural A ssociation Taha?fref=ts

Website: www.taba.ortz

Abolition of red tape bureaucracies in registration will . N
increase farmers’ access to newer and less hazardous pest TAHA PHOTOS: hiips: //www.ilicke.com/photos/tahacommunications

control products
www.taha.or.tz
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iz 10-6] A Re?ional Look at Grower Challenges and Engagement:
' Enabling Current and Future Opportunities Chilean fresh

fruit industry perspective

ile inv the gl

Chile has 26 free trade agreements with 64 markets, represanting 64.1% of the world
pepulation and 86.3% of global GDP:

al Look at Grower Challengs
ngagement: Enabling Current and Future 13
Opportunities seails

Pt wphula
Sk Vs,

C ODEX ALIMENTARIUS
Standas

\ALT 1) rtmeruonal Food ‘ G_ d

Chilean fresh fruit industry perspective b
LI Y ™

WIT OMC
S graemant

LIan iAoy

Eduardo fylwin CIMO in s s
Azmnamist, Chilean Faad Safety and Cuslity Agency

Third Glabal Minar Use Summit [GMUS-3} Mantrea|, Guebes,
Canada Octaher 14, 2017

e

[ rea—ary

* @)D @

JR—— [

Al 10 5000 53 e 14 3 08 Y e

: llians
Fresh fruit: USS 4,6 hilliens [30%)

Saurce "ASDEX p Frothite 251d), * FAD [3611], T ™ Global Trade Infarmalian Services G115 (218, *7 " Pramar [2611)
e e v, v ok ¢ e - o

[ ————

The authorization (register) of pestivides in Chile isfaculty of SAG, Mational Agreultural
and Livestock Service (Regulation 3670,/1998), The provess fellow guidelines of -

Phytosantary
requirements
{quarantine pests}

= FAOQ/WHO Internaticnal Cede of Conduct en Pesticide Management and international
renventions and protocols (Retterdam Stockhelm Basel and Montreal)

The Ministry of Health threugh the dictation of the appropriate technical standard shall
determine the tolerances for residues of pesticides in food allowed (Regulation Ne.
33/2010 ahd Ne. 762/2011)

In Chile it is net rarried out a risk analysis process for the establishment of MRLs and are

adopted from CODEX, EU or USA
Food Safety

standards {MRLs}
OB S

PUSE——— 1 e vt o s [ 2

Supreme Decree Mo, 977/96 art 162: “The NMinistry of Health through the dictation of the Pesticides Registered in Chile [Fruit trees)
approptiate technical standard shall determine the telerances for residues of pesticides in g e sYd

frood allowed"

Regulation Ne. 33/2010 and No. 762/2011 [ Current regulation)]

I Chile it is net carried out a risk analysis provess for the establishment of MRLs
Criteria:

1. CODEx
2. EU or USA MRLs [depending on specific criteria)

VU ALY

sidaped e the " et L[5

M arrazaegur v23katabio. ar darada ¥ rab .m s e v b, v s i -H!!ﬂ!
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 Advessing Minor crops

Pesticides reglisterad In Cl Other erops) Stakeholders
{Average number of active ingrediants ragistured by pasticida typw and
crop}

and

EXpOrters

Agriculture and AFIRA (Croplife | ASOEX/

livestock Service  IMPPA {Generic) FEDEFRUTA

Autherization Request Use autharized

autorizations pesticides

Market need r_ Quarantine pest cor

Pomegranate case Phy itary ity order obligatery in host craps. Some crops were not
horized for the rec ded pesticid,
{A fast-growing crop in recent years with few pesticides authorized to control pests) pesticides.)

Growers and Pesticides industry Regulator Growers and Pasticides industry Regulator
exporters Exporters
ASQEX/ AFIPA (Croplife ) Agriculture and ASOEX / AFIPA {Croplife ) Agriculture and
FEDEFRLITA IMPRa {Generich livestock Service FEDEFRUTA IMPPA {Generic) livestock Service
{54G) {5AG)
ask for new uses Support new uses  Authorize new uses Authorized new
uses
[r—————— ) e m——

Fruit growers and exporters in Chile have shown great adaptability in pest management
considering both availability of pestiddes, phytosanitary requirements and different
official and private MRL standards arcund the world.

Minor crops issues in Chile has been solved mostly under gquarantine requirerment
situations and when the market demand is enough. In this cases, there has been
engagement of stakeholders to support positive outcomes for minor uses,

Regulator

ASQER/ AFIPA {Croplife ) Agriculture and

FEDEFRUTA IMPPA {Generic) iw“;":k Service + Stakeholders in Chile have not participated in assstance programs to seek solutions,
(SAG

Need pesticides for  Low interest in No Authorization * There were some initiatives that proposed to jointly finance the effectiveness trials but

minor oops support new uses did not prosper.

for minor crops

There is a huge challenge for the country and its stakeholders to offer collaborative
solutions to the problem of minor uses and to participate actively in regional or
i tional assistance p

B

RS

HACHIPIA_
F—_

ASHEX /).

1935-2015

[ R Fruits\ichile §

eduardo aylwin@achipia gob.d
wwwﬂhiﬁ'ggbﬂ
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A Regional Look at \
Grower Challenges
and Engagement

Australia
Jdodie Padrana
Hat Inno vation RE.D Manager - Minar Use

Juesday. cictoberird, 2017

Through innowation,

Hort Innewvation strives to increase the productivity,
farm gate profitability and global competitiveness of
Australia’s horticulture industries.

* Not-for-profit, grower-owned RDC for
Australia’s $9.5b horticulture industry

* Invest > $100m in research,
developmentand marketing programs
annually

Some of the Challenges Industry Face

.

Market Fallure - Limited access to new or existing pesticides

Timelines to gain access - permits / label registrations / new chemistry

.

High cost of new pesticides

B

Increased environmental and OHES regulations

B vaton

Restrictions and / or lass of pesticides

Maximum Residue Limit (MRL}/ residue issues [ violations

.

Market requirements - Export

* Mew and emergng pests & diseases

B

Pesticicle resistance

B

Conzumer expectations

APVMA National Permit System

* The APYMA's National Permit System adds some flexibility to the approval
process and provides a legal framework that can allow access to products
for minor-usze purposes L
+ Toissue an off-label permit, the APVMA must be satisfied the proposed use mﬂ""“
will be effective and will not have any adverse effects on humans, the
crops, the erwironment and where relevant trade

112

A Regional Look at Grower Challenges and Engagement

Hort
Innovation

Hort Innovation Minor-Use Program

+ Facilitates Strategic Agrichemical Review Process (SARP)

= Data generation projects to support minor-use

* APVMA Permit applications

+ Contact for permits/label extensions with the APYMA & Registrants
* Maintains database of industry permitsfapplications/data

= Provides updates toindustry.

Pesticide Registration Challenges—
Market Failure

* The Australian market represents only 1-2% of the global pesticide markest

= Market often fails to provide access to suitable registered pesticides for
many use patterns (small market & low return on investment}

+ Froblematic cost/benefit to register minor use when full data packages are
required

+ Prolonged timeframes can be involved to secure 3 minor use registration

Permit Applications

To satisfy the APYMA an application has to have addressed the statutory
criteria (safety, efficacy & trade}, by using one, ora combination, of the
following methoris:

+ Providing relevant data (efficacy & safety, residues & trade, OH&S &
environment}

+ Providing a valid scientific argument | extrapolation}
+ Using owerzeas data assessments and decisions

e arion
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Minor-Use Permits
APVIMA Registration Statistics

* fpprox. 2/3 of the total volume of pesticldes used in Australla s in grain
crops
* APYMA receives about 250 permit applications per year,
= 40% are far renewals
¢ B00-1000 permits are currently in force
= BO-90% sre far generic prducts
+ 60% of applications are for horticulture; 10-15% are for broad acre crops

= B85% of applications have no trial data submitted and are assessed without
provision of new data

¢ #35% of minor use applications reguire residue trial data to be provided for
rerewal

* 2/3 of new plant commodity MELs come from minor use permits

Export / Trade and Chemical Review
Challenges

Dizparate approaches to MRL setting domestically and for import tolerances
hetween countries;

* Varied processes for gaining import olerances
¢ Dataassessments

Fees and data requirements

Who can zpply

Timelines for assessments
Differing default MRLs
Differing commodity classifications

Import Tolerances

Negative
¢ Gaining an import tolerance can be complex, expensive and difficult
to achieve (data reguirements, fees etc}

Positive
* Where Codex MRLs recognized/adopted

By warking together \
we hope to ensure a sustainable ’
and productive industry

for future generations.

Thank you
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APVMA Decision

+ Izsue of a permit —Notification plus amy reguirements for permit renewal
+ How long (s a permit issued for?

- Minor-Use (3 years) with data requirements for renewal

- Minor-Use (4-10 years) no outstanding data regquirements

- Emergency Use-Permit (period necessary)

- Rezearch Permits (1o 2years}

Export Compliance

Negative
e Lack of or different use patterns [eading to different MRL's

¢ Canpreclude usein export crops

Positive
* Where Codex MRLs recognized/adopted

Regulatory Methodologies

Negative
* Differing risk philosophies can impact chemical review & new
chemistry assessment cutcomes causing a disconnect

+ Differing toxicological end points (ADI & ARfD}

¢+ Differing resicue definitions — residue trizl data and MELs don't
match between countries

Fositive
¢ \Where JIMPR recommendations accepted/adopted
« Accepting Codex MRLs

B aton



¢ 1= 10-8| How Growers Face the MRL Challenge

(ANT CHRISTIE INC.

How Growers Face the MRL Challenge What We Hope You'll Come Away With

' * How Commeodity Groups
Approach MRLs

« Areas of Challenge for MRLs

* Positive Developments and
Areas of Cooperation on
MRLs

E'ponent

:::_"-. RRYANT CHRISTTE INC E:“l)('lllﬂllt
I. How U.S. Commodity Groups Approach MRLs

= Major Transitions
+ Day-to-Day Issues

CHRISTIE INC.

RYANT CHRISTIE INC.

A. MAJOR MRL TRANSITIONS

Canach new MRL protocels;

future limingtion of 01 deBUl . Hang Kong rational regulation
MRL

A. Major Transitions: U.S. Industry Actions

o R MRl SCCmaernew MRLreguation » Assess MRLs Used and Missing
Tai wan MRL requiion small . community wide S Ria D any Qs ? T
ek S tandands esmblished ® i A U}"E]E‘ 2 inForeign karkest

.

Releyant List of Meeds: Ewen |f
MRL kissing - Possibly Mot

[35Ue
g |— » Seek MRLs: Vanous Systems
MRL frcusiz low Japannew MRL reguiation; +  Chirmbegnsefbrsto st 10,000 South Horea nen l:mpioyed
deferals nieu MRLs by 2020 MRL reguiations = o
(detauft=0.01 ppri) - Customs Liion hew MRL il implamertation + Cooperats with U S Gavemment

requition [Russia; Belarus:
Karskhatan]

During Transitions
Engage Eary

Other markets with newMREL reguistions pending: Mexico; Morocco; Peru, Dominican Republic

.

i_E BRYANT CHRISTIE INC E)“}']tll'l[}lll' 3 T CHRISTIE ING E“x[')fllit.‘-llf

B. Day+to-Day MRL Issues Il. Areas of Challenges Growers Face with MRLs

+ Pro-active Daily Work

+ MRL Monitoring: WTO
Notices: Providing
Commenis

Work with Registrants on
new Compounds

Work with IR-4 on new

.

Timing of MRL Approvals
Differing Data Reguirements
Generic Products
Challenging and Out—of—
Proportion Sanctions Policies
for Yiolations

Insufficient Time to Comment

.

MRLs or lgnoring Comments
+ Assist with Residue » Codex Resources
Violations

(improving)
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RYANT CHRISTIE INC : RYANT CHRISTIE INC E]:‘-I}Oll(‘i'.lt

lll. Positive MRL Developments and Areas of Cooperation

From Our Perspective MRL Resource
+ Elevation of MEL |ssue

+ Unintentional Trade Barrier

+ Sueccessin Major Transitions

Improvement in WO
Motifications

Availability of Data

International Commodity
Group Cooperation

Codex Resources

! GLOBAL ML DATABASE

« GlobalMRL.com

+ All International
MRLs

+ Updated Daily

+ 100+ Markets

+ 000+ Active Ingredients
« 700+ Commodities

.

*

*

RYANT CHRISTIR N Etpenent Z= RRyANT CHRISTIE I Fponent

For More Information on
MRLs and Intermational
Trade:

+ Dechning International
Cooperation on Pasticide
Reguistion, Frfiering Away
Food Secunity

+ hittps. feosne palgrave com/la
/book/9T783319605517

Thank You!

Matt Lantz

matthew lantz@hb ryantchristie com
+1 208-292-6340

i Bryantchristie com

WE EXPAND

Dr. Caroling Harris
chamig@exponent.cam
+44 (091423 853201
Wi, EXponent.cam
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