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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.
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I 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
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BRIND A 2 A D Appendix JPDJ.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.

- (&#E)
- OECDJ A % A DTest subjects

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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R D AT A 4> A D Appendix JDJ.3. General requirements for field
studies measurements ® Table J.2 Dstudy design

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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studies measurements > Table J.2 Dstudy design

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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ERIN D H A # 2 A D Appendix JDJ.3. General requirements for field
- 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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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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