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Furthermore, field studies might replace some of the precautionary assumptions incorporated
within a first-tier method, to cope with uncertainties (e.g. in cases where first-tier models are based
on only a few studies), with representative measurements for the specific active substance or plant

protection product. However, a field study would not be accepted as being adequately representative

unless more reliable and realistic estimate of exposures than first-tier methods is provided.

_/

! European Food Safety Authority, 2022, Guidance on the assessment of exposure of operators, workers, residents and
bystanders in risk assessment of plant protection products, EFSA Journal2022;20(1):7032

-1 -



O A%eHh %32 2 BEICHOWT, PHRTHEE S5 F#FEENFEMEEE (ACEL
X% AAOEL) ZH X 235A 1213, SRERBRAFE S L, ZOMENREHIND Z
EPBEINDN, TRRICHZ T, k5L 75 B3 TEE L7 iR %
FHmICER AT BB ICIE, FEhE S o R OGEEMENRE <L o, EREE LT
LOTHDLIVENRD D,

O ®EHORDL., BEEOMHEHFEEIIHETEELY TH DD, 0ECD OH A X AT
ILRE AR BRI OFLEIT e SN TEB O T, BAMOBIRICED TV D ZFERBRO
FiED, OBCD DH A X Az TulER LIz b D TH D72, RFEORICH 5.

O 207, MGREIEORBEABROEMIZY - > T, FHEBZETICKB L7
FBEARBRPRFI SN D & &b, FRWAEUICHETE DL LI, HET A
THELZEF L2,

2. BEARME 27

O WHIOBIRIZE O 7= 2= AR D S5, BIATD 0ECD D H A X v A% 55 |T1E
SN bDTH D, AT LT BRI 2 Fhi L TV D ECKIZEB W T H[E
CHAX L AZBEZEL L TWDHZ E0G, B CIIEAN 2 FHEZLL T 54
X eEEX TV,

O fth)s, RERIEOMHEAEREZEUNI IR L BT EOHEE DD, FAE
[ZBWTREI AR FRET H1E THEE SN, BIGICB W T &> T
LHHECREZFENT IR CRERREZ LT L EDBMETH D,

O ok, BHMOBREMTET DT, BPECHRERRE LT D242
BEITAREHEHEEDDLZ LT 5,

O 2B, BatoOBICIE, FAENCHAT L CRERRZ AV CHBIC T 5 2
R#EZRBEOWEZITO TWDLERMOT A X ALMEHE, BEIZT D,

3. HEARBRZFNT DLV EE T REFHIIONT
HHOFHEAONFICB T OEET NS HEHIINEO LB &5,

7k, ENAS O B FE AR O EHMI R 2 BRI E R OB e AR
[E OFIEHASRCM A H OB SE 2B E 2 T, LEIZS U THRAMO TEET
NEHEE] RET,

O
O

2 OECD Series on Testing and Assessment No.9: Guidance Document for the Conduct of Studies of Occupational Exposure
to Pesticides During Agricultural Application



(51#%)

Gk

HMET NS HH

1.5
JEIRGE A O BRI B I 2 RBEEICET 2 MAEED 2
EEHNET D,

B35 31T 2 R Ah A 2R L, AR EA OB R FEICIR D
FEHFEICRTY | PR 2 R IR & T Y. HEEICW
TR Z T 128 O FGERE (T U —~OfEEN DA
FT—~DRER) NOBRAEZHAOLNETIHEDOTHD,

B, RRERICE, RBREAIORE, FFE, FIRAK~OEA,
IROBE, # v 7 HROEO—HEOEENE T, REEO 2T
(3 R & BN HIET B,

2. AL

OECD Series on Testing and Assessment No.9: Guidance Document for
the Conduct of Studies of Occupational Exposure to Pesticides During
Agricultural Application

JREEHE ~DOFRBREICETORBRE LT Iy Tk . &
HUEE] b5, BIRBRGEL (B%) 223832528,

BB, UTFTOEHBIZOWTUL, FHADEDIIKEI bD LT 5,

(1) ABRX (13%) ORE

ORBRX L, RBRICHET 51, BEOWI 1L &2 EE L
TRET DMEND LN, BIMLHAE~DORBEELFNT 5
DIz et 35 2 &y BRPIZIIRGIR10 a, &0
FWEEOBHE - BRI TEAANS5a, T —L AT L—F— -+ 2E
— RAT L —Y =X DA 10a, fiakikhs - HEERIR2
aZr D EHHERL TS ZENEF LU,

BRI T 2EMIC DWW TR, 18 AEY DAL T OFEE 515
EHEANCGHE L, BE LEZRARK (135 OEDEAEDOMRE
THDHIEERTIE, B, WXV ERORETEND D5
i, BB (13%) OFEF HiEICE Lo #eas 2 i%E LT, #5HR
UK A LEE S 5,

T2, BEBRX (135) 1COoWTIBAICE> - a2 &
BT, BITICH U BHEE L 2 1352 RETHZ &, B,
HERX (1385) OBEITY - - T, I (BH) OAEJEREEHE)




fiy OKPEEWEY)) ([CBE /AN A XA (FR44 3 H22H
1 3T EE6T01 5 RMOKPEL HE - %R RE L 2 iR @
o) ORFK1I D 2. fEHIT L D10 aX 7 0 R, HERIEHEPFEET
DDA pE B FEVERY R BRI FEE A MR T 50 & BMBRIX (1F
5) N REHR OO THLINEHERT DL,

QBRI 1L, MBS O IO L D155 1B E D3 i
CoHNTW T uiR7e b7en, (5% HIET 570D E &
U Cid, fREHE, i EE S 5,

ARIRFFIIZEL DIESHE D O RERME DL Z TN L D
2, FRNCJEFEORIERTEZRHA L, BIFR L T2 IRy 2kt
TCHRBRE ENET D, 7ok, FRE I O R E MR E A X DR

B IR 21T > T2 A2IE. FONEETET 5,

(2) #EE

OIFRBR Y 720 OYEREIXIONE B LR E T 5, [F—DOHBREIZ
KB TIHAR B D9BRE TOEBMNPEE LU,

OWERAE 1T ORSE . RO i IR L7
L5,

EHULE T R E R ORREEZ B E L TIThND Z &b,
RER DRI G 72> TiE, BBREN, 1B OB %2 B < BRfif
L. THUCREAOIMRAEITH) ZENEEL RS, Z0D, #iE
X, BRI O kA O ICER L= E ST D,

72, WBROFEMIZ Y - > TIIHERE DL 2 L EES + /Rl E T
HE &I, WHREICH L COREICRY 5 M B E A FATIC L
L. BB~ HOWTRELEDL Z L,




(&%)

BRI DA A F R @ Appendix J?J.3. General requirements for field
studies measurements > Table J.2 Dstudy design

Monitoring of professional agricultural operators or workers (e.g.
farmers and contractors) working in accordance with Good Agricultural
Practices.
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The test subjects in a field study should be normal workers rather than
inexperienced volunteers. If this is not possible, the use of non-
professional personnel may have to be considered provided they are
given the requisite training in the handling and use of the pesticide and
equipment. The limitations of this choice in terms of reducing
representativity should be recognised. Males or females may be
considered for inclusion in ambient exposure studies. However, in those
studies involving biological monitoring, it is preferable that both sexes
be included, particularly if it is likely that the product will be used by :
both sexes, owing to possible sex differences in metabolism and:

pharmacokinetics.

The informed consent of all subjects should be obtained by providing
them with the requisite information on the pesticide in an easily :
understood form. A consent form should be signed by each subject. Test
subjects should not be chosen on the basis of either known careful use of
pesticides or good personal hygiene and working practices; they should




be representative of the working population under study. Furthermore,
they should be told to use the pesticide and carry out work activities
according to their normal practice. The subjects should consider
themselves to be in normal good health. Consideration should be given
to the toxicity of the pesticide and the need for the screening of subjects
for any pre-existing conditions that may be affected by use of the
pesticide under study. It is useful to give a simple questionnaire to the
subjects before a field study to gather information on their experience in
the use of pesticides and application equipment, their use of protective
equipment, and their general health status. It should be made clear to all
potential participants that they are free to withdraw from the monitoring
study at any time. Consideration should be given to providing the
subjects with their individual results.
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It is recommended to consider the worst-case intended use for each
crop investigated (e.g. maximum application rates; multiple

applications using the minimum treatment interval; late growth stage).
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Key experimental data must be reported. As a minimum this should be
identification of the plant protection substance, formulation, application
rate and crop (BBCH, age of the crop). Sprayer description should also
be included.
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- studies measurements > Table J.20D Sampling parameters

The active substance, or any degradation products relevant to the
risk assessment, should be sufficiently stable under field conditions

to permit reliable estimation of exposure and other values.
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OECD# A 4 > A @ Annex I DField recovery during exposure study®
4 BRI

A complete set of field recoveries should consist of three or more each
of blank control samples, low level fortifications, and high level
fortifications. More than three samples may be warranted for compounds
known to be unstable in the field or having little history of field
evaluation. The low and high level fortifications should be in the range
of the anticipated level of the chemical on the substrate. If the highest
expected level is more than 100X the lowest spiking level, it is
recommended that a mid-level of fortification be included.

BRI D H A & 2 A D Appendix JDI.3. General requirements for field
studies measurements ® Table J.2 Sampling parameters

A complete set of field recovery samples should include 3 (or more)
samples, each blank control samples, low level fortification and high
level fortification. The high and low fortification should cover the range
of the anticipated level of chemical on the respective matrices. If the
highest expected level is more than 100X the lowest spiking level, it is

recommended that a midlevel of fortification is included.
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