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Introduction

Purpose of this document

The aim of this document is pyovide the principles framework fdie¢assessment of plant prote

tion product for national registration Denmark The document may serve as guidance to applicant
on how toperform an assessment for human health and for the environmefdrfoprotection
products. l.e. which issues shial addressed and holoreover, the document shall facilitate a
harmonised assgsentby the Danish EPA.

Legal framework

The legal basis for authorization and evaluation of plant protection products is provided in the plant
protection product regulatigiiRegulation (EC) No. 1107/20@% The European Padnent and of

The Councilof 21 October 2009 concerning the placing of plant protection products on the market
and repealing Council Directives 79/117/EEC and 91/414)EE€gulation 1107/2009/EC i$-d

redly applicable and binding in all member states and the framework is therefore not necessary to
implement into national legislation.

Article 29 of Regulation 1107/2009/EC establishes the main criteria for authorization of pkant pr
tection products. Artid 29 (1) determines that a plant protection product is only acceptable-if it a
cording to the uniform principles as mentioned in Article 29 (6), meets the requirements set out in
Article 29.

Article 29 (6) determines that the uniform principles for evadumeand authorization of plantgr

tection products shall contain the requirements set out in Annex VI to Directive 91/414/EEC and
shall be laid down in Regulations adopted in accordance with the advisory procedure referred to in
Article 79 (2) without anyubstantial modifications, as determined by regulations adopted under the
advisory procedure in Article 79 (2). Subsequent amendments to these Regulations shall be adopted
in accordance with Article 78 (1) (c) in Reation 1107/2009/EC.

Annex VI to Directive 91/414/EEC is now transferred to the Commission Regulation (EU) No.
546/2011 of 10 Jun2011on the implementation of the European Parliament and Council &egul
tion (EC) No 1107/2009 as regards the uniform principles for evaluation and authoriatiant
protection products. Therefore, the Regulation 546/2011/EU will henceforth set out the framework
for evaluation and authorization of plant protectiondpicis.

The uniform principles shall ensure that all member states make a uniform evabfi@izwh a-
plied plant protetion product, whatever country you apply in.

The individual implementing regulations for approval of active substances contain specific prov
sions to which Member States must pay particular attention if appropriate. Thesgopsomust be
addressed for the product applications and assessments when relevant.

This document expands and complements Regulation 546/2011/EU, which transfer the uniform
principles from Directive 91/414/EEC to Regubn 1107/2009/EC, and also takew®imaccount the
specific Danish conditions that are important for the evaluation of the impacts on human and animal
health and of the impact on the environment the plant protection products may have. The document
applies to all plant protection products wainiare to bewthorised under the Regulation

1107/2009/EC, including products authorized sau¢horized in accordance with the transitional
provisions as laid down in Regulation 1107/2009/EC.






Framework for the human health risk assessment

Background
This part of the document concerns the human toxicological assessiplant @irotectiorproducts

(PPP)in accordance with Regulation (EC) No 1107/2008e maintoxicological related updat&s
thisversionl.6 concerns guidance on thpecific Dansh requirements to identifroundwater meta
olitesof no toxicological concesrelarification onalternatives to vertebrate studies atatification on
requirements foacute inhalation toxicity informatiompdate of Annex 14 to only consider CLPsela
sification, clarification on buffer strips for human health reasassvell aglarification on home &
garden evaluatioand management of potential endocrine disruptiraporproducts Explanation of
Tunnetuse has been ded.

LEGISLATIVE USER RESTRICTIONS

To comply with EU regulations tHePPsare split iio two usergroups as filows:

Group 1) For professional users: Products which can only be purchased and used by professional users
who possess a valid spraying certificatespraing permit.

GroupZ2) For norprofessional users: Products which can be purchased and used by everyahe, inclu

ing garden owners without a spraying ceséife or spraying permit.

PPPs intended to be sold to and used bypnofessional users have to fulfil the criterialiogd in
Annex 14.
From1 July 2020 sale of concentrated products toprafiessionaldy retailerss bannedauthoris-
tions are withdrawn 31 December 201@nly concentrated product®ntaining the following active
substancesanremain authorised faronprofessional use

- insect soaps

- fatty acids

- sulphur oriron

- microbiologicalagents

- pheromones for insect confusion
FurthermoreMi ni st r y o f Stdutory Ondes opestciddé$tates thaPPR classified acute
toxic in categories 1, 2, or 8r with specific target organ toxtg SEin category Jaccording to the
CLP regulatiod, may not be used in private gardens, public areas and similar areas which are access
ble to the public, areas around residential buildings, childcare institutidrssnaitar, or to treat vesy
tation on borders with public roads or private gardens, except for professional control of rats, water
voles and molegn addition, hese products cannot be sold to, or used bypnoiessionals.

General approach to human heah risk assessment
In order to carry out a risk assessment of the effects of a PPP on humans, information oéstéie PPP

fects and of the active substance's intrinsic properties must be available as well as an estimate of the

% In accordancevith the supplementary aggreement from January 2019 to theZIIPII7Pesticide Strategy.

2 Statutory order nd815 of 15 June 20168n Pesticides as ameied

3 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2088ficatada,

labelling and packaging of substances and mixtures amending and repealing 67/548/EC and 1999/45/EC and amending
Regulaton (EC) No 1907/2006



exposure.

The human healthgk assessment is traditionally made up of hazard identification, hazard ciaracter
sation, exposure assessment, risk charaatienisand risk management.

The overall principles for assessing these areas are described individually in thi@dollo

HAZARD IDENTIFICATION 1 classification
Hazard identification is the determination of the potentially adverse effects of the PPP based on studies
on the PPP andti@ve substance.

The data requirements are provided in Commission Regulation (ER33&D13 for theactive sib-
stance and Commission Regulation (EU)284/2013 for the PPP. The criteria for classification of the
adverse effects are described in the CLP atigul

Alternatives to vertebrate studies

The use of vertebrate studies for authorisation aass$ification of PPPs shall be minimisedarding
to the Pesticide Regulation 1107/2009, article 62, the data requirdRegnisatior284/2013 and the
CLP regulation 1272/2008, articleGuidancein this areas lackingwhich can leado the possibility
of dissimilar enforcement of ttrequiremenin each MSIn DK the fdlowing applies:

As a starting point, ertebratestudiegperformed LJanuary2016and hereaftewill not be automatically
accepted ilDK. Vertebrate studies should be seen as a last.releovever, as development of stie
tific valid alternative methods are more advanced for some endgoditterentiated stepwisga
proach for each endpoirgt outlined below. The applicant should follow tagproackandit should be
documentdin the dRR

If vertebrate studies are the last resort and submitted, the subrstesida include a sound justifie
tion. The justification must includeformationregarding existing datan i.e. known adverse effects
and pH the possibility of bridging to similgsroductsandthe possibility ofcalculationof classifi@-
tion. If in vitro methods are availabfer the relevant endpoitiut could not exclude the hazard of the
PPP or if the PPP has physical/chemical properties not suitabtev/fio testing this Bould be just
fied as well.

Vertebrate studies previously evaluated under Regulation 1107/2009 can be accepted withaut a justif
cation, however, informatiomust besubmittedncluding product name/product code, name affme
ber state(s), andateof authorsation

Vertebrate studiesonducted for regulatory purposather than Regulation 1107/20@ill not be ai-
tomatically accepted in DKanda soundjustificationin the dRRis required. However, when adverse
effects are observed they should be includederevaluation.

Nontclassification concluded from a vertebrate study cannot automatically overrule the classification
concluded from a soundly germedin vitro study.

Acute ora) dermaland inhalationtoxicity (data requirement 7.1.1, 7.1.2 and 7.1.3)
The following stepwise approach should bppied:
1) Availabletest data for the whole mixture
A descriptionof the origin of the studghould be providesh the dRR.
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2) Bridgingprinciples
Only data orclosey similar formulationsare accepteéld The composibns andoridgingcase
should be stated in Part C of the dRR.

3) Calculation ofclassification
Acute toxicity nformation is required for atelevant componentén the PPPLn contrast to the
CLP regulatiomo unknowns are accepfetiDso or LCso values mg be searched for in relevant
databases or predicted by Amst methods such as (Q)SAR, reatoss and groupingbsence
of LDso or LCsp valuesis notaccepted asvidence ohontoxic effect. The information, predr
tions and calculations should be magistematally and beransparent

4) Newtests
When accepted and validated alternative test metiredsroecome available, they prevailrve
tebrate studiedf vertebrate studies cannot be avoided, tests using signs-téthahtoxicity
should be prefeed over the current standard acute toxicity test guidelines using mortality as
endpoint.

These documents could be consul@BCD2017, no237andECHA 2017,R.7a section 7.4

Skin and eye irritatioftorrosion(data requirement 7.1.4 and 7.1.5)
Thestepwiseapproach in the data requirements should be compliéd wit

1) Existing data
Besides a weight of evidence apprqactluding information from acute dermal toxicity onse
sitization studies on the PPP or pH, it could also inalakesification based dmowledge of the
skin/eye irritation properties of all components infiRPandon the theory of additivit{:

2) Sequential testing
Validatedin vitro methods are already existing and should be used before conducting vertebrate
studies. When future validatén vitro methods are available these will also preweilivo stud-
ies.A vertebrate study shalhty be performedvhenthein vitro tess could not reveal or exclude
the haard of the PPP.

These documents could be consul@BCD 2014, no 203, OECD 2017 263, OECD 2017,
no. 237, and ECHA 2017, R.7a section 7.2.

Skin sensitization (data requirement 7.1.6)
If a PPP contains substances that are known sensitizers in amounts that elicit classification with
H317 according to the CLP regulation, it shoultb®testedWhen newvalidated alternative
test methodareavailableand agreement on combining them has been obttirgdhall also
prevail vertebrate studies

4 For example the composition must not change more than indicated in Table 1.2 of CLP regulation 12728008, par
graph 1.1.3.6.

5 According to CLP regulatiof272/2008 Annex |, paagraph3.1.3.3 a)

6 According to CLP regulation 1272)28, Annex |, paragraph 3.1.3.6.2.2

7 The additivity approacfrom the CLP Regulatiodoes not apply to mixtures containing acids, basesgamic salts,
aldehydes, phenols and surfactants (Regulation3.2.3.3.4.1and Table 3.24
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These documents could be consulfe@HA 2017,R.7asection 7.3 and OECD 2016, no 256.

Dermal absorptiondata requirement 7.3)
A validatedin vitro method isalready existing and should be usédrtebrate studies performed
after1 January 201@reonly accepted in DKif the formulation could not be testedvitro.

Acute Inhalation toxicity when PPP is applied by spraying

Until a change in Regulation (EU) No 284/2013 (the data requirgpsaation 7.1.3, condition i) or a
harmonised EU interpretation is established, information on acute inhalation toxicity should always be
submitted when Readyto-Use PPP is to be applied by spraying. All other PPPs that are to be applied
by spraying should undergo the fanealuation as described below before gathering furthemnaficon

on acute inhalation toxicity.

The preevaluation is based on thdutiion rate of the GAP and a worst case assumption of acate inh
lation toxicity Cat. 1 classification of the produmbdof the ceformulants with unknown acute inlaal
tion toxicity. If the spray is classifiable based on this assumption, further inforroatecute inha-

tion toxicity will be required according to the data requirements to address the classification of the
product.

The information should be given according to the-gtese approach in the Chfegulationas outlined
above.

If the informationleads to classification of the product, MS will decide whether the product can be a
thorised for professionals and set out conditions for use.

If the spray is not classifiable based on the worst case assumption, further information on aetite inhal
tion taxicity will not be required. The classification of the product should then be based on information
fulfilling the CLP regulation without the addition of PPP da&guirements.

The following scenarios will not lead to classification of the sjplifution:

1. >1000 times dilution of the product (asstswd E 0.005 mg/L).

2. Ifless than 1000 times dilutipthe acceptable amount of ingredients having a classification of
acute inhalation tox cat. 1 and unknown acute inhalation toxicity can be calculated with the fo
lowing equation assuming an ATE of 0.005 mg/L. The 5 mg/l is tafigthe upper limit of cat.

4 classification and hence if abowee dilution is not class#ble:

Acceptable amounts [Aa] of ingredients with unknown and cat 1 classification:

difution x 0005 mg/!
omg/fi

Aq % == x100%

For instance if the product is diluted more than 100 times then an amount of 10% or less-of the i
gredients of unknown acute inhalation toxicity or with a classification of acute tox cat-1 is a
ceptable.

3. ltis possible to refine the assungpts of worst case by assuming an ATE of 0.05 mg/L when
the compound is not considered orally acute toxic (LD50>2000 mg/kg bw). Then the acceptable

12



amount of ingredients having a classification of acute inhalation tox cat. 1 and unknown acute
inhalation txicity can be calculated with the following equation:

Acceptable amounts [Aa] of ingredients with unknown and cat 1 classification:

dilution x 0.05 mg/i

Aa %= x100%,

Smg/i

For instance if the product is diluted more than 100 times then an amount of 100% or less of the
ingredients of unknown acute inhalation toxicity or with a classification of acute tox cat-1 is a
ceptable.

Endocrine disrupting properties

If an active substance is an endocrine disrupgtralinot be approved or reapproved in the &u
cording to Regulion 1107/2009From 10 November 2018 the new crittaad EFSAECHA guid-
anceé on endocrine disrupting properties came into farmvever, a cosistent evaluationf all active
substancekas not yet been performed. Even so, during the E)¢yaduationof someactive sb-
stances endocrine distiny propertiehiave beemsssxdaccording to the interim critefidsand ma-
tioned in the EFSA cwmlusiors.

Until all active substanedave been evaluated against the new crigertiusing the new guidangce
enddcrine disrupting propertiasill be included in the hazard identification of the PRPSK. Active
substances froitine EU (re)evaluatiorresulting in one ofhe folloving outcomeswill be considered:

1) Endocrine disruptingroperties were indicated, @ndocrine disrupting properties could not be ruled
out (e.g. due to data gaps)3)the endpoint was not evaluateBurthermoresubstances with a wide
doaumentation in the open literature casobe included

Active substances evaluated in the EUt®/new criteria and guidance will not &gprowed.

The concern is focused on thedaor worker scenario as the spraying and work taséieangive rise
to higherand longeitermexposures than ocalboruseand since Danish greenhouses employs many
fertile persons.

When an active substance is considered of concern the PPP use is evaluated and restrictions such as
longer reentry intervalsanduse of glovesvill be set

HAZARD CHARACTERISATION i setting of the AOEL and AAOEL

Hazard characterisationtise determination of a level of systemic exposure to the active substance that
is acceptable based on the critical effect, the-éffset level, route, duration, and timing (e.g. terat
genicity studies) of exposure. For risk assessment of tABg#evds arecalled the acceptable oper

tor exposure level (AOEL3nd the acute AOE(AAOEL).

The Danish EPA applies the AOEL and the acute AOEL determined in tHEhNEWWOEL is dete
minedin the EUby the following @proach:

8 Commission Regulain (EU) 2018/605

9 Guidance for the identiycation of endocrine disruptor
No 1107/2009

0 The interim criteria gee two sets of endocrine disrupting criteria 1) a.s. classified Repr. 2 and Caf). ircla-

sified Repr. 2 and has toxic effects on endocrine organs
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The basis for the AOEL is the nosarved adverse effect level (NOAEL). The NOAEL is defined as

the highest daily dose of the active substance that does not cause an adverse effect in the most sensitive
species. In case of several adverse effects, then the lowest relevant NOAEL is usgdtnddoasis

for the AOEL is studies here the animals have been given the active substance via the oralaeute (g

vage or diet) for a subhronic period of time. Subhronic exposure is consideretlapropriate mad-

el for the actual operator exposure.

After determining the relevant NOAEL a defawltertaintyfactor(UF) of 100 isusuallyapplied. This
factor is made up of a #f0ld factor for interspecies variability and a-fldd factor for inta-human
variability. The 16fold factors for variability ceer toxicokinetics as well as toxicodynamigeire-
timesadditionalUFs'! can be attributed if there are seviereversible effects such &sxicity to repo-
duction/teratogenicitgr carcinogenicityThey could also be applied if the data package is tatetim
or a LOAEL (lowest observed adverse effeetleis used to derive the AOEL.

The AOEL is refined ithe oral absorptiois less than 80 %.

The aute AOELwas introduced with the EFSA guidance on operator, worker, bystander and resident
exposure agssment and the EFSA calculator. Guidance on the settamgaaiuteAOEL is not find-
ised in the EU.

EXPOSURE ASSESSMENT

Exposure assessment is the estimation of the exposure to the active substance. The estimation takes the
dermal absorption, the worsase use and the possible use of personal protective equipmenbdi(PPE)

other risk mitigating measurégo consideration. To estimate thgesure different models have been
developed. These are considered more reliable than field studies due toed{adatar.In general

field studiesarenot acceptedvhen the applicatioaenariois included in thélorthern Zone Guidance
Documeni(newest version)

Usually exposure assessment and comparison to the AOiEE acute AOEls conducted in one
step However, for simplicity risk chaacterisation is discussed in the next section.

Exposure assessments should be conducted for the operator, worker, hyatanesident-or the
two latter both child and adult exposure are considered. The exjpssessns should be pe
formed for each active substance present in the RPRfirst tier the worstase scenario should be
used, this is defined from the intended use and application method of the gBpdaging technique
and equyymentshould bendicatedon the label.

Exposure assessments are performed according to the Northern Zone Guidance Cfoewasint
version)

Dermal absorption

For operators, workers, bystanders and residents dermal exposure of pesticides is considered being the
major route of expsure. Therefore, an estimate of the dermal absorption of teerdoated PPP and
thein-use dilutionof the PPP is necessary to refineg¢sBmate of the exposufBee Northern Zone

Guidance Documenhewest version)

1 EFSA Scientific Committee; Guidance on selected default values to be used by the EFSA Scientific Comimittee, Sc
entific Panels and Units in the absence of actual measured data. EF8&l 200:2;10(3):2579.
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Operators

Operators are persons imved in activitieselatedto the application of the PRPRcludingmixing,

loading the PPP into the application machinasywell aoperating and repang the application @a-

chinery. Operators might be professionalaamprofessional useffome and grden usersNon
professional users are assumed to use handheld spray equipment and have no PPE to protect them.

Workers

Workers are persons who, as part of their employment, enter an area that has previously been treated
with a PPP or who handle a créyat has been treated with a PPP. Examples of exposure scenarios are
re-entry into treated crops (e.g. crop inspeciiofields or handling of crops in greenhouses) ana-so

ing of treated seeds (assessed as part of the exposure assessment of seed treatment)

The main routes of exposure during pagplication activities are dermal and inhalation. The sources
of dermal exposure are contact with foliage (leaves and fruits), soil and possibly dust. Inhalation exp
sure occurs by vapour and/or airborne aeroswiing dust).

After outdoor application of PPPs, there will be a more rapid dissipation of vapour and aerakols, lea
ing to a lower inhalation potential than from indoor treatments.

Bystanders

Bystanders are persons who are located within or diretjigent to the area where application or
treatment is in process or has recently been completed, whose presence is quite incidentaltand unrela
ed to work and who take nat#n to avoid or control exposure.

Relevant exposurgourcesare spray drifat thetime of application, vapour, surface deposits, and entry
into treated crops.

Residents

Residents are persons who live, work or attend school or any other institution adjacent to an area that is
or has been treated with a peiste, whose presence is @uibhcidental and unrelated to work involving
pesticides, who take no action to avoid or control exposure and might be in the location for 24 hours

per day.

Relevant exposure sources are spray drift at the time of application, vapour, surface depesity, and
into treated cropsdowever, it is assumed that there is neméy into treated cereal fieldBhe exo-
sures are summed.

Persons walking, playing, sitting, lying on lawns in gardens and public areas are recreational residents.
The relevant exposeito PPPs used directly on these lawnslarmal contact to the lawfboth adults
and childrenand hand to mouth as well as object to moutHdotm).

Out-door treatment - fields, lawns, orchards

EFSA Guidance Exposure Calculator (EFSA calculataryésl for the exposure estimatmiroperator
(professional)worker, bystandéchild and adultand residenfchild and adult)Application ted-

nigues outdoor are upward and downward spraying by tractor mounted equipment or manual spraying
by e.g.knapsak.



Recreational resident exposuretarf, other sports lawns, amenity turf dadnswhere members of
the public are likely to have acces®uld also be assesdedboth child and adulHowever, gIf
courses are not considered public recreational l&ovrvghich children has access to. Hence, a sk a
sessmerior childis not equired.

In-door treatment - greenhouse

Until the new greenhouse model is incorporated into the EFSA calculator the Dutch model is used to
estimateprofessional and neprofessbnaloperator exposure. However, already ribeEFSA calci-

lator is used for worker exposure assessment. Resident and bystander exposure assessments are not
consideredelevant for indoor use.

Spraying techmjues in greenhouses are manuallarg.e spragrs or knapsack @utomatedpplica-
tion e.g.roof fogger or lowvolume mist sprayer

Contraryto outdoor treatmeninhalation exposuref the workeiis important after indoor treatment.
Both the spraying technique and the following crop handafiagresult inairborne pesticide dps
letdparticles

In the EFSA calculatoask specific factors are used fbeworkerexposure assessmésee Table 14
in the EFSA GB?). The factors are depending on the application methddasks to be performed
e.g handing ornamentalsBe awarethatnone ofthesetask specifidactorsapply to volatile pesticides
or products applied aspours. In such cases additional data may be required.

In general, a worst case worker exposure scenario will be cutting, sortibgradiohg of ornamentals
after roof fogger application.

Consultthe Northern Zone Guidance Document wherirtkgoor sprayscenarios, in the EFSA calc
lator, do notake the inhalation contributionto constleration

Tunnel-use

In DK tunnels are normali8-9 meers wide and could B0 metes or more longThe tunnels are
capable of opening and closing in the ends often electronically, which is important to regulate for the
temperatureHowever, the sizand equipmentary.

Strawberries are the mairops in the tunnels in DK. However, tunnels are also used for raspberries
and other berries and in the future lettuce and vegetables are exgisatede cultivatedn tunnels.
The main reason is the wet and cold weather and the better possibilit§rtd clamate and pests.

The worst case exposure scenaftwperator, worker, bystander and residantindicated in the NZ
GD (2018).

Tunneluse has to be applied for aspkecifically mentioad in the GAP.

Home and Garden i non-professionals

EFSA calalator does not apply to ngprofessional operators. Hence, the Northern Zone has agreed on
acceptable models for this exposure assessment (see Northern Zone Guidance Documenti-newest ve
sion). Only operator assessment is relevant for products used-pyaiessionalsExcept for recra-

2 EFSA (2014), Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk a
sessment for plant protection products. EFSA journal 2014; 12(10):3874, 55 pp.
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tional resident exposure on lawns (see ahoweyvorker, bystander or resident exposure assessment is
necessary for these PPP.

Seed treatment

Seed@ROPEXmodel is used for both operator (during the tresit or coating ofeedwwith the
PPB and worker (handling and sowing of treated seexlgpsure assessment

Exposure fom all operatortasks (mixing, calibration, bagging and cleanisigduld be summed as
it is assumed the same persorf@ensthese tasks. The same is kggble for all the worker tasks
(loading, sowing).

RISK CHARACTERISATION

Risk characterisation is the comparison of the actual exposure to the effect level/exposure limit. It is
concluded if and when there is a risk of harmful effects, and if therdam®pd circumvent the risk

(e.g. PPE).

If safe use is not demonstrated after taking PPE into consideration or PPE is not acceptectas a refin
ment (bystander and resident), then exposure assessment congglermggationmeasures such as
buffer strips, drift-reducing nozzlesr re-entry intervalcan be performeseebelow) If arisk mitiga-

ing measure isiecessaryo demonstrate safe ysee risk mitigaion measureshall bementioned on

the labelas specified in the text below

If the level of expsure does not become less than 100% of the AWBAOEL taking PPE or other
accepable risk mitigation measuresto consideration then the use of the PPP is unacceptable, and the
PPP cannot bepproved.

Risk characterisation determinedn two levelsi acute risk and long term risk. In addi@umub-
tive riskshould be assessédmore than one active substance is present in thgg&e@Morthern Zone
Guidance Doagment newest version)

Acute risk

The acute risk assessment should be performelddoperator, worker, bystander and residetite
PPP is potentially acute systemic toxic. Howesgeute exposure oésidentss essentially they
standescenario and thusovered by the bystander rigksessmeim the EFSA caldlator.

For the operatascenarios not included in the EFSA calculaday. seedreatment and application in
greenhoused is not possible to assess acute expdsecause the underlying data might nosbi-
cientfor acute exposurassessment

Acute worker exposure canrt¢ assessed in the EFSA calculator because the current data dre not a
equate.

Currently, acute risk assessment can only be performed for those PPPs containing an active substance
for which a reference value (acute AOEL) is set in the EU.

Long term risk
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Comparisorbetween the exposure assessment and@tel should be done for operators, wor
ers, bystanders and residemtswever,long term exposure difystanderss essentially the resident
scenario and thusovered by the resident risk assessnrettie B-SA calalator.

Out-door Treatment - fields, lawns, orchards

Operators:

As a first tierthe estimated exposuosingworkwearbut no glovess compared to the acceptable
operator expsure leve[AOEL). If the level of exposure is greater th&0% of theAOEL, then a
secondor highertier can beconductedaking PPE into considation:

Tier 17 workwearduring mixing and loading and application lmat gloves

Tier 21 workwearduring mixing and loading and applicatiand glovesiuringmixing and loading
Tier 37 workwear and gloves during mixirand loading and application

HigherTieri e.g.head protection, respiratory PREosed cabingr drift reducing equipment.

Workers:

As a first tier the estimated exposure with normal working clothing, butaveglis compared to

the acceptable operator exposure level (AOEL). If the level of exposure is greater than 100% of the
AOEL, then a refinement of the exposure considering gloves or a caagidesf arealisticre-

entry interval is appropria@gependingn thetask

The tablebelowspecifies thatlgves arenot considered realistic for crop inspection tasksereals
and other field croput shorter rentry intervals of 43 days are realistically reflecting-eatry to
check the result of spraying startup of irrigation.

The availability and use of gloves duringanualharvest activities varies, thus gloves cannot be
considered to demonstrate safe l$@wever,a calculatede-entry interval is considered realistic if

it is within the preharvestintervaland thereby indicating acceptablgesure at harvesthis re

entry interval should not be stated on the ladgwork is not performed in the crops before harvest.

Cropping, reduction and propping up is perfornrettees and bushgssks hat requirevorking
gloves, but they are not chemical resistant gloMesice, gloves cannot be considered&ine-
ment in this type of scenario. Thereforegrdry intervals should be calated to demonstrate safe
use.Re-entry intervals should be stal on the label.

Ornamentals are a very diverse group haothgloves ande-entry interval can be consideree-d
pendng on the onamentablnd timingof spraying It is for examplepossible to require gloves for a
limited interval until a reentry intervaldemonstrate safe use without glov@sth reentry interval
and use of gloves should be stated on the label.

Tablel: Realistic risk mitigation measures for thtdoorworker scenario.

Task Crop* Chemical resistant Re-entry
gloves
Crop inspection/ irga- | Cereals, root and tuber | No 1-3 days
tion (2 hour scenio) vegetables, oilseeds,
Manual harvest (8 hour | Vegetables (brassica, | No A realistic reentry inta-

B 1n the EFSA calculator drift reducing ndeg reduces the drift by 50%.
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scenario) bulb, fruiting, leguma, val should be within the
strawberies PHP*

Searching, reaahg, Pome andtone fruit, No Yes
pickingincluding cr@- | berries Christmas trees
ping, reduction and
propping(8 hours)

Cutting, sorting, bn- Ornamentals Yes Yes
dling, carging (8 h)

*list not exhaustive**When the reentry interval is within PHI it shdd not be stated on the label. Aartry interval exceeding the
PHI reflects unacceptable exposure at harvest and the PPP caantitdiésedAll the other reentry intervals in the Table should
be stated on the label.

Re-entryis calculated from thequation for dermal exposure with an extra factor for decay using
dissipation time or hallife. A default dissipatioralf-life of 30 days should be used for organic
substances only if no BFvalueor halflife datarepresentativef the supportedses)'* are repar

ed Link to aspreadshedbr calculationof re-entrywill be available.

Bystanders and residents:

Bystanders and residents are not likelyse PPE However, aisk mitigation measureould beto
increase the buffer strip from tlefault2 meterin a tiered manndp either 5 or 10 meter# is

possible to reduce the buffer strip by the use of drift reducing equipment from 10 meters to 5 meters
and from 5 meters t® metersf this is confirmed in the exposure assessmiEme buffer strip in
orchards is per default 5 meters aaah similarlybe increased t010 meteaasdbereduced from 10

to 5 metersvith the use of drift reducing equipmehtowever,it cannot be reduced from 5 2ane-
tersbecause of lack of datk a 10 meters buffer strigg notsufficient, drift reducing equpment can

be added.

Should the use of drift reducing equipment be necessary as a risk mitigation measure foathe oper
tor then this cabeused for bystander and resident as weiktead ofabuffer strip.

When therisk assessment requires buffer strigpoth buffer strip andrift reducing equipment to
ensure safe use this should be intidaon the label.

Buffer strip to roads, residential and public areas etc. should be indicated on thie lahebf the
following cases:
1) Based on hazard:
The product is acute toxin categoried, 2 or3 or is classifiablespecific target organ xe
icity (STOT) SE in categorg. If an ARfD is set, but not an AAOE®, this should be oo
sideredn line with theacute toxiaclassfications. The default 2 meters (orré for orchads)
is required unless the risk assessment results iigex lanffer strip.
2) Based on risk assessment:
The risk assessment for bystander/resident requires 5 or 10bu#&grstrigs to ensure x-
posures bew 100% of the AOEL or AAOEL.

1 Supported use includes crop type and dose according to GAP
15 If an AAOEL is set the acute toxic effect will be covered by the risk assessment in the EFSA cakunthtbe
ARfD should then not be considered triggeringdiéaultbuffer strip
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3) Based on risk assessmérgxposure is below 10% of the AOEL and AAOEL at thde-
fault buffer strip:
a.In orchards the default buffer strip is 5 metamnsl should be stated on the lal3éiis
cannot be reduced as data aravaiable below 5 meters
b.In fields the default buffer strip is 2 meteBepending on the exposure this may be
reduced as follows:
I. The exposure is between 10 (included) and 100 % of the AOEL or AAOEL.
Thedefault2 meters buffer strip should be statedlom label.
ii. The exposurés between 1% antl0% of the AOEL or AAOEL. A buffer
strip of 1 meter should be stated on the laindéss one of the hazard caieg
ries above (1) is allocated to the product
iii. The exposurés belowl% of the AOEL or AAOEL. No buffestrip should
be stated on the label unless one of the hazard categories above in ¢t) is all
cated to the product.

The sentence is as follows: O0OM- ikke anvendes
og offentlige arealer for at beskyttethe er e o0og f or bi passerendeo.

Higher tier risk assessment using EUROPOEM Il or German Guidance (Martin et al) is not accepted
for bystander and resident. Neithethisuse of reentry interval as a refinement for recreationait res
dent risk assessment.

Homeand Garderi non-professionabperators

As a first tier a garden size of 0.14vad a working day of 1 hoghould be assumeithe size of pdc

aging should fit the size of treated andance the packaging camaximally correspond to a treated

area of QL ha. If the risk assessment is acceptable only for a smaller area than the 0.1 ha thkn the pac
aging should likewise be smaller. S#e0Annex 14 Criteria for pesticides that can be used by and

sold to norprofessional users.

In-door treatment - greenhouse

Operators:

As a first tierthe estimated exposure using work wear but no gloves is compared to the acceptable
operator expsure level (AOEL). If the level of exposure is greater than 100% of the AOEL, then a
second tieassessmeman beconductedaking gloves into consideraticand third tier considering

RPE

Workers:

As a first tier the estimated exposure with normal working clothing, but no gloves is compared to

the acceptable operator exposure level (AOEL). If the level of exposure is greated@kaiof the

AOEL, then a second tier with normal working clothing and gleresild be consideretiowever,

gloves are not considered realistic risk mitigation measure when harvesting strawberries, raspberries
and other small berries which smash easilgnvhandled.
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The risk assessmealsohas to show that rentry is safeThis includes botla) the reentry interval
to do workandb) the waiting period with no access to the greenhouse foifogging application

Re-entry

If work is not safeeven whe using gloves, a rentryintervalcan beused as a risk mitigation
measurendthis shouldalwaysbeindicated on the labeRe-entry is calculated from the equation
for dermal exposure with an extra factor for decay using dissipation time difdalthe inhalation
exposureshould be addedithout considering decay. A default dissipation time value of 30 days
should be used for organic substances only if no data are reportedsfarDalflife represerd-

tive for the proposed usdsnk to a spreadsdet for calculation of rentry will be avaible.

Waiting period

The greenhouse will always be closa&tiduring spraying and for at least 8 hours afterwards.
Spraying is assumed to be performed in the evening where there is no access until thenivet mor
Hence, it is not relevant to assess a waiting period. Whereas, when fogging equipment is used and
the contribution from inhalation exposure is greater than1% of the AOEL a waiting peric# is rel
vant. The reason is that the data set behind the nofieln 16 h after application. If the gree

house should be closed for all access for more than 8 h, such a waiting period should be indicated
on the label.

Table 2: Realistic risk mitigation measures for thelaor worker scenario.

Crop Chemical resistat | Re-entry
gloves

Ornamentals Yes Yes

Edible crops Yes Yes*

(except berries at heest)

Berries (Harvesting) No Yes*

* A re-entry interval exceeding the PHI reflects areptable exposure at harvest and the PPP cannot be authorised.

Endocrine disrpting properties
In case PPPs contain one or more active substances that are potentially endocrine disrupting the fo
lowing should be considered:
Is the exposure exceeding 10% of the AOEL then a potential endocrine dishgzargshould be
exploredfor the indoor worker If not, no special action is needed.
Endocrine disrupting effects have in most cases not been indtluttezlconsiderationshen sé
ting the AOEL at EU levelThereforethe first task is to check if thendpointis consideredov-
eredby the AOELand thus by the risk assessment
a) If the concern ifoundedon a poposed classification as both Repr 2 aadic then new
calculated AOELs based on the effects on reproductive toxicity (UF=300) and carcmogeni
ity (UF=500) should be compar¢a the original AOEL.
b) If the concern is founded on a proposed classification as Repr. 2 and a toxic effect on an
endocrine orgapr ona wide documeation in the open literaturehen a new calculateeD
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AOEL based on the most sensitive endocrine mediaffect leve(UF=300500) should be
compared to the original AOEL
Whenthe calculated AOELs are larger than the original AOEL, then the risk is covered lsy the a
sessment and no further action is needkxvever, wherhe calculated AOELs are lowergiinthe
endocrine disrupting properties anest likelynot covered by thask assesnentand distinct risk
mitigation measures will be required for thedoor worker until endocrine disrupting properties
according to the new criteria and guidaace induded inall EU (re-)evaluations
The indoor worker shoulthereforenot reenter the green house umtilnimum 10 days after
spraying and gloves shouldlwaysbe worn during handling of crops and sedardles®f the
stage of the productioin case btouchsersitive crops such as strawberries, raspberries and other
small berries, which are not harvested with the use of gloves, 21 days should elapse from spraying
to picking. GQoves re-entry intervaland if relevant thespraying-picking intervalshoutl be stated on
the label.

Metabolites of no concern
It must be demonstrated ttgabundwatemetabolitesand persistent metabolites without pesticifie e
fects are of no toxicological concern

The criteria that triggers the needtoxicologicalassessmérmf metabolitesre(see sectioon Perss-
tence in soil:
- Metabolites in groundwater wittoncentrations 0.1 pg/L to 0.75 pg/L
- Metabolites that are persistent according to the criteria listed in¢hiersépersistent metab
lites".

See Annex 16 forigdanceon thespecific Danish requirements ftire toxicologicahssessment of ea
tabolites

RISK MANAGEMENT i Decision making

The final cecision on approval and possibigk mitigation measures, restrictions on and reguir
ments to the use of the PPP arade on the basis of the risk assessment. Restrictions anafequir
ments should be indicated on the label if they are necessary for demonstrating safe use.

These are for example;
1 use of personal protective equipment
1 specification of the application methsd
1 specification of by whom (professional or rprofessional) and where the product is to be
used
1 reduction of exposure by use of drift reducing equipment and/or increasing of buffer strips
specification of reentry intervals and/or waiting periods
1 reducel work rate, i.e. by limitation of the area sprayed/day or reduction in e.g. time to pe
form at task

=a
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Framework for the environmental assessment

Background

This part of thedocument concerns the environmental assessmplarafprotectiorproductsn ac-

cordance with Regulation B No 107/200% her eaf t er aeplacengDiReetigeu | at i on 6
91/414/EEC by 14 June 2011.

This document washajorrevised in June 2011 in order to accommotiaaewRegulationrandfa-
cilitate more harmonized risk asse&nts in the Northern zon€he main change in this revisioh

the framework for environmental risk assessnmaitides use of BCUSsw modelling tools to predict
surface water exposytiaclusion of the Non Target Arthropods and Not Target Plants imtheoe-
mentalrisk assessmerit.is noted thait is a living document witlcontinuesheed for update3he la-
sis of an environmental risk assessment is the data requirgsranitied in Commission Regulation
(EU) N0 2832013 for the active substance andr@mission Regulation (EU) Ne842013 for the
product.

As its point of departure, the environmental assessment of plant protection products coveras-areas co
sidered to be of crucial environmentaportanceand on which sufficient knowledge for an asses

ment is available. This picularly applies to persistence and mobility in soil, to bioaccumulation and

to effects on terrestrial and aquatic plant and animal species considered not to be ptstgetnmn
ganisms)In order to carry out risk assessmehthe effect of plant protection products on theienv
ronment, information on the products' effects on plants and animaldbemstilable as well asda
eguate information to calculate exposure, i.e. expected concentrations in soil, water, sediment and
relevant animal food item#ccording to the Uniform Principlé$ assessment of the fate ang-di
tribution/behaviour in the environment must consider all parts of the environment. To the extent
possible therefore, the assessment should also cover dispattartparts of the environment,

such as air.

The assessment of the individual prodicSenmarkis based on their areas of use, so that only the
areas considered relevant to a given use are assessed (requirements on data for the different areas of
use @& shown in Annex 1j.

In principle, risk assessment should be carried out on the basis of a realistic worst case. In practice, a
tiered approach is used (cf. the UniforrmBiples), in which assessment from a simple woase
is gradually refined towds amorerealistic worst case.

This is done by initially carrying out an assessment of the substance's intrinsic properties (based on
laboratory results), which is possibly compared to a rough was& estimate of tlexpectedon-
centration in the amronment(PEC).If this is acceptable the presture stops at this tieiif not, the
procedure continues to higher tiers, where the assessment is gradually made more realigtic by refi

18| aid down inRegulation546/2011(see Article 29,6 in The Regulation), which wasmer Annex VI of Directive
91/414/EEC.

7 Further guidance for registration of Plant Protection Products in the Northerwidneg i v e n iidance he 6 Gu
Document on the process for weskaring in the Northern zone in the registration of Plant Protection Prddlliats-

ing approval of active substance in EU in accordance with the Plan Protection Regulation (EC) No. 1107/2009/EEC
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ing the estimate of the environmental concentrggaposurejowardsa more realistic value (e.g.
by including degradation of the substance or by applytrifr zones) and by including studies
conducted under more realistic conditions (e.g. fieldiss).

The active substance, any metabolftesd the product must all lsensidered in the risk asses

ment.

The requirements on data (and, thus, on the areas to be covered by the assessment) for the active
substance are clearly defined. The concept of metabolite is defined very broadly in the Uniform
Principles, where the coapt of "relevant metabolites, degradation and reaction products” is used.
The Uniform Principles also place metabolites on the same footing as active substances, when the
metabolites are "of toxicological or environmental significance". Thus, there arecise guid-

lines for this assessmentthe Uniform PrinciplesSubsequent to the Uniform Principles, in 2003

the Commissiompublished a guidance document on relevant metabolites which focugesuor-
waterand discusses the criteria that are relevanirfetabolites and sets limits for the occurrence of
relevant metabolites igroundwaterin the opinion of the Danish Environmental Protection Agency
this document does not deal with the problaragcordance witthe intentionf the Directive es-

pecialy in regards otontaminatiorof groundwate( f or mor e detail s see th
and consequently this document is not used by the Danish Environmental Protection Agency in its
national evaluationg he Danish Enironmental Protection Agen@aries out ad hoc appraisals of

the extent to which metabolites are significant with respect to health and the environment. As a rule,
ametabolite is included in the assessment (either in the form of considerations based on studies of
the active sbistanceor on the basis of independent studies of the metabolegibf the following
conditions apply: a) Metabolites, which account for more than 10 % of the amount of aotive su
stance added in soil at any time during the degradation studies; or b) wéocimaior more than 5

% of the amount of active substance added in soil in at least two sequential measurements during
the studies; or c) for which at the end of soil degradation studies the maximum of formation is not
yet reachedlf, based on the avail@documentation, there are indications that metabalites

couning for lower lewels muld prove problematical (e.g. in relation to groundwater pollution), they
must also be assesséthe Danish Environmental Protection Agemmas decided that metabolites

that occur commonly in nature (for example pyrimidine) or which are simple substances such as
saccharine are not to bensidered as relevant.

The environmental assessment is divided into two nrassa

1 Fate and distribution/behaviour in the enviramn

i Effects on nortarget organisms.

The overall principles for assessing these factorsesiided individually in the following.

Fate and distribution/behavior in the environment: persistence, mobility and bioacumulation
A plant protection producatontaining a persistent or bawccumiating active substance can impact
the environment over a long period, whereas a mobile active substance can pollute groundwater.

8 Metabolites are efined here as all degradation, reaction and transformation products of pesticide$athfibdi the
ultimate mineralisation products, i.e. ®0 and mineral salts.
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These properties are appraised to determine whether there is any riskroittha&uesor cut-off
values (called "triggers" in the Uniform Principlegry exceeded by a given use.

According to the Uniform Principles, products can be authorized despite the fact that they exceed
the cutoff values for persistence and bioaccumulation, pledithat it can be shown scientifically

or by an appropriate risk assessment that the proposed use will havecnepiable impact/effects

on the environment (aspal | ed Aunl ess cl auseo) .

For active substances that are subject to a national reassggsem®anish Environmental Prate

tion Agencyfind that it is not at present possible to appraise thefeng consequences of the use
of highly persistensubstancéi.e. with halflives of more than six months). Neither does the Danish
Environmental Priection Agency find it possible to assess the itergh consequences of thebi
accumulation of active fstances.

The Danish Environmental Protection Agettlosgrefore continues to be of the opinion that author
zation cannot bgrantedto products with aactive substance that is very persis{@®iso > 6
month)or where thdioaccumulatiorof the active substance exceeds theatfivalue (see section
on Bioaccumulatioiy, if the products will be used in a way that involves exposure of the external
environment.

Concerning mobility (pollution of groundwater), there is no actual "unless clause" in the Uniform
Principles, as only reference is made to the fact that it must be possible to observe the limit values
under relevant field cortions.

Effects on nontarget organisms: aquatic and terrestrial organisms

Plant protection productaay constitute a risk ofinacceptabl@npact on aquatic and terrestrial
norttarget orgaisms.For the effect areaghe mainrisk assessment's point of departure is the so
calledquotient method, in which the toxicity towards a given organismngpaced to the level to
which that organism can be expected to be exposed (i.e. the Toxicity Exposurd Raticf, the
Uniform Prindples)®.

Assessment is done for relevant areas,(8a@ter,sediment®tc.), with the point of departure in the
(few) species tested in connection with the application for authorization. There is, however, great
variation in sensitivity to dferent substances between individuals within a species andjakpe
between species within the same taxon/in different taxa. In order to protect more species than just
the species tested, the risk assessment includessassmeriiictor (also calledafetyfactor or un-
certainty factor), according to which the riskassessed on the basisofmparinghe quotient

(TER) with theassessment factécut-off valuef°.

When determining toxicity or exposure, the quotient method gives no consideraionraoer of
isstes for instance:
1 extrapolation is done from onlyfaw species to all sgies

19 Following the revised Aquatic GD (EFSA PPR, 2013) Regulatory Acceptable Conicen(RAC) will be referred to in the
aquatic section, incaordance with th&lorthern zone Guidance Document.

20An assessment factor is incorporated in the Regulatory Acceptable Concentratign (RAGe RAC can be directly compared to
a use specific BC value.



1 no compensation is made for differences between laboratory tests and the actual cond#ons in n
ture

1 the method cannot be used to estimate indirect effects (interactions through the food chain, etc.)

uncertainties cannot be fulquantified

1 exposure is often estimated on the basis of uncertain assumptions.

=

For these reasons, a risk assessment based on the quotient method can only yield an apgroximate e
timate of whether or not a particular pesticide caady the risk olinaceptable effects in thene
vironment.

According tothe Uniform Principles, the soalled triggers must not be used as actuabéutrite-

ria, and products can be authorized despite the fact that triggers cannot be complied wifh, if an a
propriate risk asessment can clearly demonstrate that there are no uraiteegtects after using

the plant protection product under the proposed conditions of use (an unless clause). The Uniform
Principles do not, however, offer a more specific daéin of how this Bould beproven

In order to clarify the unless clauses in the Uniform Principles, EU guidance documents are drafted
on an orgoing basis and are used in the EU assessments when substaapgsaued for the &

ropean markedRegulation(EC) No 1107/200P. The guidance documents are not legally binding

but are used as a starting point in the EU assessments and to a growing degree also in the& Danish a
sessmentddowever, for areas without guidance documenntambe extremely difficult to conduct

arisk assessment and to determine which effects are acceptable or unacc€péeabfere trigger

values from the Uniform Principles will in practice act asaffivalues.

The guidelines for the environmental risk assessment and decisions for the indiedsahiar e
scribed in the following. It should, lae@ver, be emphasised that each individual decision will be based
on an overall assessment of the risk dtutstd by the produdéking into all available information

Assessment of cumulative ecotoxicoloalieffects ofproducts containinghemical mixtures areer
quired for groups of organisms where the risk assessment is based on a quotient calculation, i.e.
birds, aquatic orgasms, mammals, edmvorms and bees (see ann&}.1

ENVIRONMENTAL RISK ASSESSM ENT AND DECISIONS

Fate and behaviour/distribution in the environment

The assessment of a substance's fate and behaviour/distribution is based on laboratory and field
tests, which investigate the degradation, mobility and bioaccumulation of the activanselestd

its possible metathites.

Each individual area is described in greater detail in theviong sectiors.
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Fate in air
Whenrecommendations on the assessment of evaporation and degradation in air are included in the
EU-assessments (FOCUS Air 200Bhesdssue will beincluded in the Danish assesents.

Persistence in soll

Persistent active substances can affect the environment over long periods of time, as such substan
es can be distributed and accumulated within and outside the areas inhelyiainet used. Pessi

tent substances constitute a léegn and difficultto-quantify risk ofsprealing in the environment

and effects on organismBersistent substances can also cause effects on and lead to residues in
subsequent crops. This also apptiethe metabolites of aactive substanc&herefore active s

stances with a Dsbabove 180 days cannot be approved in Denmark.

The persistency evaluation is based on an assessment of available relidbles&tim both &-
boratory and field studiebut if threeor morevalid field studiesrepresentative for Danish cand
tions,are available then most emphasis will be placed on the fieldAtakai-lives-should-be
normalised-to-20°C-and-pFPhe persistency is assessed from the trigger endomns

normalised hakHives). Assessment of psistency should not be based on average or percentiles of
the data. Instead data are assessed by considering the soil types used and focusing on gwil types re
resentative for Danish conditions.rfgenerathese soils have a Bdabove 180 day@roducts
containingthe active substance cannotéughorigdfor outdoor uself only some of the soil Dsb
values are above 180 dags, ad hoc assessment is performed to déiciiese data constitute the
major pat of data and if it is likely that Dsb for Danish soils is above 180 daysder field cond

tions relevant to thentended use

The persistencgvaluation should be performed for both the active substanaaetatholites.
However, metabolites which fulfihe following requirementarecorsidered to be of no concern
regardingpersistencé:
1 The metabolite fulfil the Danish requirements for metabobfeso toxicologicalconcern
(see section on human health riskessment)
1 The metabolite desnot consttute arisk of leaching to groundwater in concentrations > 0.1
Mo/L.
1 The metabolite desnot constitute aisk to soil living organism§.e. it does not trigger a
higher tierrisk-assessmeht

If the active substanaa metabolites hea DTso < 180 dayshey donot constitute an unaccep-
ble risk to the environment, from the standpoint of persitence

If a metabolite of no concern has afp¥ 180 days it doesot constitute an unacceptable risk to
the environment, from the standpoint of persitence

If the active substance and metabolites of concern haveoa 80 days they doonstitute an

unacceptable risk to the environmentand products containing such an active substance cannot be
authorised for outdoor use.
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Biological effectsrequire that theres bioavailability, i.e. that exposure of biota occurkerefore a
distinction is made betweeaubstancethat are persistent because they degrade slowlgudnd
stanceghat are not bi@vailable.It is therefore important to consider the extraction meshused

in the degradation tesfShe extraction method can lead to substances being extracted from the soill
regardless of where and how they reside in the soil m&bvien substances that are more or less
bio-unavailable can be extracted by some metlaodisthereby the normally bisnavailable portion

is includedin the pool of substances that define persistefias. can result in a substance beisg a
sessed as persiste@n the other hand, extraction methods that aréémshcan destroy the o3
lecularstructure of an active batance and thereby lead to an underestimation of the percentage of
active substance in the solpplicants must therefore be able taccdment that this is not the case.

Therefore, in 2002he Danish Environmental Protection égydecided to change its practices

(cf. meeting of the Pesticide Advisory Board 7 March 2002) becsuffieient informationis aval-

able on some substances that it must be concluded that the connection between degradgiion, adsor
tion and bioavailabilitys well documentedn such cases an ad hoc assessment can be carried out

with a view to make an exception from the persistence criteria.

Therefore, m special circumstances exception can be made if adequate information is available

on the connectioh et ween the substanceb6s rate of i-degrad
ble to assess with certainty the degradatataof a substance in its free (i.e. nadsorbed) state.
Furthermore the connection between adsorption (including possibtatgaiwf binding sites),xe

traction methods and bioavailability must be fully documented.

PECsoil
Calculation of PEGi followsthe Northern Zone guidance document.

Groundwater/Mobility

Mobile active substances entail a risk of unacceptaahingthrough the soil to groundwateraw
tercourses and lakes, which can cause pollution of groundwater andesirable effects on the
environment. The same applies to mobile maitss.

The Uniform Principles specify limitalue$! for the pollution of grondwater. These values are:

9 0.1 pg/l for each individual substance
0.5 g/l for the sum of substanégés

Limit valuesmayhowever be lower for sonsbstancesf thelimit values ae set by specific
healthrisk assessmentd the indivicual substances, .ciootnote 7.

21 point C 2.5.1.2 of the Directive mentions that authorization cannot be granted if the concentration of thebactive su
stance or its relevant metaibes, degradation or reaction products in groundwater resulting from the proposed use, can
be excted to exceed the lowest of the following limitues: i) the maximum permissible concentration laid down in

the Directive on drinking water (80/778 /EEC), ii) the maximum concentration which the Commission has set on entry
of the active substance in Aex | or, where such a limit is not set, one tenth of the ADI that was set on entry in Annex

l.

22To be interpreted as the sum of the active substance anetitisatites.
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For metabolites without pesti@@ffect which fulfil the Danislequirements for nooncernsee
section orhuman health riskssessment) and which do natstitute arisk to nontarget organisms
(see sectiomabové a limit value of 0.75 g/L can be set based on an "ad hasskasment

If the proposed use entails exposure of the external environment, the Danish Environmental Pr
tection Agency (cf. below) considers whether or not there is an unacceptable risk of the conce
tration of the ative substance and/or its metabolites exceeding the above limit values for
groundwater.

The risk of leaching igitially assessed froomathematical modelling. Threquirements of the
Danish Environmental Protection Agey 6 s f or mat h e mistediincaanex 6mited e | | i
most important requirements are:
1 ThePELMO 5.5.3model(or comparable modedyith the Hamburg scenartr MACRO
5.5.3with the Danish scenariod.both models are used then the results of both models
mustfulfil the limit values.
1 Substance specific parameters: 80 percentiles for degradation rates and sorption ratios (1/n)
must be used and fordé 20 percentiles must be ugéd
1 Separate model runs must be executed for at least three individual days of the period in which
use of theproduct is proposed&eg@rate models runs must be performed for each season.
{ Use every  39and 4" year can only be used as a refinement option if the crop can only be
grown 29 39 or 4" year. A list of crops where this refinement option can be uae be
found in Annex 13.
1 The results must be reported as annual averages. This also applies if the substanceds used ev
ry second, third or fourth year. All output files must be submitted.
1 An exceedance of the limit value of 0.1 pg/L is allowed iruflaf 20 annual averages. The
result of the modelling should therefore be reported as the number of exceedances of the limit
value(not as 95th percentile)

In this way the assessment is done for a realistic veast situation, based on the annuataye
concentration in the water that paelatesto the ground watelf this concentration does not exceed
the limit values in more than 1 of 20 years, the product is consideted constitute an una-
ceptable risk of polluting groundwater for thepropogduse If one or both of the limit values are
exceeded, the product cannotanéhorisedfor the proposed usanless other studigsysimeter
studies, field studies, and/or monitoring datajy convincingly demonstrate that unacceptable
leaching will na occur in the Danish context. When evaluasnghstudies, consideration must be
given to whether sqiklimate and conditions of application (crops, vegetation cover, application
method, formulation of the product, its quantity and time of applicationmgspond to Danish ne
ditions(see Annex for further guidance)Data from the Pesticide Leaching Assessment Pr
grammé* (PLAP) can be used in the assessments. When evaluating risk of leaching to groundwater
only data from the groundwater installation®LAP are used and not samples from drains or su

23 Formationfactions and D3 values should be frotie same tier (i.e. lab or fie)df data are available.
24 http://pesticidvarsling.dk/om_os_ukAi@rside.html
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tion cups.Considerationsnay also be given toonditionsof use (e.g. use on paved aréag he -
sessment is done for a realistic wezase situation, based on the annual average concentration in
the waer that percolates down from the root zone (a depth of aboatré)m

Surface water

Assessment of the concentration of an active substance or its metabolites in surface water is not an
end in itself bumust beconsidered in relation to the ecotoxicitsta of the active substance og-m
tabolites. The assessment of the concentration in surface water follows the guidance by FOCUS
(2001). The assessment is a stepwise approach with4Steps.p 1 accounts for a
worstcase loading without spéic additional characteristics. The Step 2 calculation accounts for a
more realistic loading based on sequential application patterns, while no specific additioral chara
teristics of the scenario are defined. Step 3 performs an estimation of the PEGsaigstic worst

case scenarios but taking into account agronomic, climatic conditions relevant to the crop-and a s
lection of typical water bodies. Finally, Step 4 estimates the PECs based on speaificosn-

cluding risk mitigationwhich should beised on a cadey-case basis if Step 3 fails.

The special requirements of the Danish EPA are describes Pem@from this the assessment
followsthe FOCUS guidance documgg003)

FOCUSswStep 1 and 2: Thassessment followtsie FOCUS guidance.

FOCUSw Step 3:Scenarios D3sandy soilVredepeel, Netherlanyland D4(loamy soil, Skousbo,
Denmark)are considered to be the relevant scenaepeesenting geological and climate conditions

of Danish agricultural soili.e.only inputs from spray drift andirainage are consideredlevant for

Danish conditionsThe highest PECsw deriverbin D3 and D4 is used in the aquatic risk asses

ment. Noted that FOCUSsw Step 3 operates with default crop specific distances between crops and
thetop of the bank that diees the edge of th@ater body 0.5-3m). If the aquatic risk assessment

is based on FOCUSsw Stepa3haspray zone of 2 meters hi@sbe added on the label in order to

cover the FOCUSsw Stepndodelassumptiondt is noted howeverthatif a FOCUSsw &p 3 risk
assessmeris requestetb ensure #OCUSsw Step Bsk assessmemthere the TER value is not

10x the required triggdto take account of possible higher PEC values at FOCUSsw Step 3),

meter buffer zoné notrequired Step 4:Risk mitigaton measuresan be appliedt this stepin
accordance with the recommendations in the FOCUS Landscape and Mitigation report (2007), up to
95% dift reduction(compared to Step 3)ased on no spray buffer zorem be applied. Guidance

on aop type spedic maximum acceptable no spray buffer zoisggrovided inAnnex9. Mitigation

of drainage contributions shall follow the recommendations in the FOCUS Landscape aad Mitig

tion report(2007)i.e. maximum 90% reductioof drain contributionge.g. prohibitapplication to

drained soil)

Input parametersust be in accordance wiEDCUS surface wateguidance.

Metabolites are modelled in accordance with FOCUfsa wateiguidance

25 Special documentation is required for paved areas and a special assessment is carried out, see Annex 4-(cf. Newsle
ter, Nov. 1999).

26DK EPA does not approve PPRitended fo spotapplication i field crops, sincét is not considered realistic or

practically possible, that sucim applicationrestriction would be respected
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Bioaccumulation

Bio-accumulatingactive substances entail a risk of accuatiah in organisms. Accumulation

can occur when aquatic organisms absorb the active substance from water and accumulate it in
tissue in a concentration higher than the concentration in the water.riinaiteactive substance

can accumulate in the foodaih, so that the highest levels of the chain receive higher coacentr
tions in tissue than the lower levélBomagnification) The same applies to baccumulatingne-
tabolites.

Tier 0: Potentially bieaccumulatingsubstances (i.e. log Kow > 3) are asseéssethe background
of laboratory tests to determine whet the active substance or relevant metabolites:

1 can be expected to accumulate in aquatic organisms witha@baentration factor of greater
than 1008, if they are easily degralle®®

1 are expe@d to accumulate in aquatic organisms with adaincentration factor of greater than
100, if they are not easily degradable

1 are expected to accumulateténrestrial food chainwith abiomagnificationfactor(BMF) of
greater than?,

If the above vales are not exceeded, products containing the relevant active substance are not co
sidered to constitute any unacceptable risk to the environment with respect to bioaccumulation. If
any of the values are exceeded, the proceduntnces to Tier 1.

Tier 1: The active substance or its metabolites are evaluated to determine whether the elimination
rate for the organ from which elinamon is slowest has a Rd< 3 days and a Dyb< 14 days (the

latter trigger is used in the Uniform Principles). If this is tase, products containing the relevant

active substance are considered not to constitute any unacceptable risk to the environment, from the
standpoint of bioaccumulation. If these elimination rates are exceeded, products containimg the rel
vant active shistance cannot be authorized fotdmor use.

Effects on nontarget organismsand risk assessment

Plant protection productesaypresent a risk afinacceptableffectsto nontarget organisms in the
aguatic and terrestrial environments. Appraisal ektkttent towhethertheseeffectsare unaccept

ble (or not)is based on labeatory tests in a number of standard organisms.rigkes estimated on
basisof toxicity towards tested organisppedictedexposure (which ismodeledon the basis of

the prodet's us&dossingand substance propertjemd use of an Assessment Factor (AF) in order
to take account of uncertaintiéstiered assessment is carried out, in whichetstanate ofoxicity
and exposure are gradually refined towardsoaerealistic wost caseor introduction of risk mit
gationmeasuresas described below.

Assessment of toxicity

27 Assessed on the basis of bioaccumulation studies in fish, in which whole fish are the peattafel

28 Cf. the OECD guidelines for the testing of chemicals, see Annex 8.

29 See EFSA guidance on Risk Assessment for Birds and Mammals (EFSA, 2009).

30 Biomagnificationand food chain behaviour for birds and mammals are addressed in the section ssesisiant for
birds and mammals.
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The toxicity assessmaatinitially (Tier 0) carried out on the basis of the available laboratnay

point. Theseendpoins will in many casebave beemlerived and agreed during the Eptbcessof

the active substance; in such case, the studies are appraised to determine whether they are repr
sentative of the metabolites and prodircthe cases for which studies of the active substance and
metabolite, or stiies of the product, are available, assessments are made for each of thie subord
nate areas tdetermine whether it is most likely that exposure will be to the active substance and/or
metabolite or to the product (e.g. birds will be exposed to the produete seed dres

ings/granulated formulations are conceraad nortarget arthropods are exposed to sprayed fo
mulationg and consideratiois given to this in the risk assesent.

The iisk assessmeimicludes data foall relevant test organisms. Thsk assessmeiis normally

made on the basis of the most sensitive organisim.assessment includes the stenn (acute)

effects and effects over longer periods (chronic), if such data are available and if there is a question
of exposure for longer pericd

The LDso, LCs0 0or EGso values obtained from laboratory tests are used as the initial measure of
acute toxicity In the case athronic toxicity theno observedeffect level (NOEL) omo observed
effect concentration (NOEC) have hitherto been ydrdin the future more and more chronicdtu
ies are gpectal where an EC(x is normally 5 or 1Pis derived and should be used in the chronic
risk assessmeiftf. the data requirements and test guidelind$jen ECx values are availalitern
chronic studieshey should be used in thlronicrisk assessment

TheDanish Environmental Protection Agency does check that no effects are really observed for the
NOEC or NOEL. The mathemaal/statistical NOEC can be disregarded if there is an obvious but
not statisically significant effect, which can be the case if the statistical uncertainty is high. If the
NOEC value is considered credible (i.e. if it is only a question of marginal numerical differences
relative to the control group), it is used in the risk agsens if not, the data can beaealysed, for
instance, to determine the EQ@ a corresponding value codsred to constitute a negligible effect

level when viewed from the standpoint of the population (the determination of this level demands
expert assssment for each individual epies).

Use of acute geometric mean effect endpoints is accepted in line with recommendation in the
Northein zone GD (2016).

At higher tiers, the toxicity data from additional laboratory tests and subseqoe+iiete and feld
studies of effects on aquatic and terrestrial organisms@taled in the risk assessment.

If formulation toxicity data are not available, mixture toxicity should always be considered for acute
and longterm risk assessment ioc@rdance with th&lorthern zone GD (2@).

Assessment of exposure

With regard toexposurethe concentration and bioavailability of a given substance in the eaviro
ment will vary considerably, depending on local conditions and the substance's intrinsic properties.
It goeswithout saying that it is not possible to include all of the conditions that determinenthe co
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centration when estimating exposure and neither is it possible to work with a large number of di
ferent values. To allow for the probably considerable variatioegvircnmental concentrations, a
"normal use" situation with respect to the dose and crop will be treated as a realisticasersit
uation.

In the aquatic compartment the estimation of exposure fahewred approach provided for®-
CUSsw modeling (see fate sectionyVhen adjusting the PEW, consideration must always be/gi

en to the toxicity value witkvhich it will be compared (e.g. consideration must be given to the form
of exposure used in the test (static or ftthwough, etc.) and to the b in time at which the effects
start).Possible ge ofatime weightedaverage (TWA)exposuravhen conducting risk assessments

of chronic effectshouldfollow therecommendations in the EF$#R(2013) and the Northern

zone GD (201pi.e.addressin@ll concerngegarding use of TWA

Additional information (in the form of specific laboratory, seield or field studies of the &u
stance's fate) can be included at higher tiers in a realistic-easstestimate of the PEID add-
tion it is possibleto include mitigation measures

Since June 2016 DEPA has accepted the use of drift reducing equipment as a mean to reduce buffer
zones stated on the label in accordance stdtutory Ordeno. 1750 of 14/12/201&ndthe assoe

ated guidance document 17 (BJ*t. However, asdrift may not bemitigated more tha®5% in b-

tal (nospray buffer zones and/or use of drift reducing equipnoemtparedo drift estimated in

FOCUSsw Step R is not possible to further mitigate the risk by imposing drift redutzagr

niques.

The following section describes risk assessment and decision making for each individuad subord
nate area in more detail.

Aquatic organisms

The Danishrisk assessment for aquatic organigi@serallyfollowsthe NorthernZoneGD thatagain
builds on theguidance given in thEFSA aquatic GD (2013). Ongpecificnationalrequirements and
exceptiosto the Northern zoné&sD regarding aquatic risk assessmaat gven below.

Details onhow toperformexposure estimates required fagridnarkare givenm fate section of this
document. Aquatic risk assessnsaetevant for Denmark require PEC estimates foFRBEUSsw
scenarios D3 and D4.

Mesocosnand Assessment Factor

The Danish EPA accept the use of EcologitoveryOption (ERO) derived from mesocosstudies.
Howeverthe recovery period must not exceed 4 we€kes appraisal of the quality of the teststudy
is given in the EFSA Aguatic GD (2013).

The assessment factor (AB)associaté with anERC*? from amesocosm studiess the point of d-

31 http://www2.mst.dk/Udgiv/publikationer/2016/06/983-9343579-7.pdf
32The Ecological Threshold option (ETO) is used by all other MS in the Northern zone and the AF isceetianae with
the Northern zone GD (2016)rfthis option.
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parure, a minimum assessment factor of 5 will be used (as individual tests cannot be expected to be
representative of all of the organisms or biotopes in the landscape at any time that may be exposed).
Further advice regarding apgimon of AF is given in anex 1.

If the data on a specific substance does not indicate that fish are more sensitive than invertebrates,
mesocosm studies of invertebrates are considered to be representative of fish in connection with a
highertier risk assessment.

If there aresigns that fish are more sensitive, for example to endocrine disrupters, the total data set is
assessed for the specific case.

If specially designed serfield or field tests are available, an ad hoc assessment will be made on the
basis of a realistic @rstcase sitation.

Accepted mitigation
Risk mitigation of spray drift should follow the specifications in Anigrcluding the limitations on
maximum nespray buffer zones for different types of crop.

If severalmesocosntests of high quality havieeen submitted that illustrate the difference there can
be between the various naturasteyns, theassessment factoan be reduced in accordance with the
guidelines in Annex @ Tests that are different in terms oh& and space can be usedbiwer the
assessment factdrthey represent different population mixes ootapes.

If there is considered to be no question of unacceptable effects (possibly conditional on the use of
preservation zones) and the studies are satisfactory, the prodatt@sidered to constitute any
unacceptable risk to aquatic organismsin the poposed use.

If no such documentation is available, or if it is not possible to ascertain on the basis of the available
documentation that no unacceptable effects will occur, théust cannot be authmed for outdoor
use.

For cumulative risk assessment of combination prodfateyw the Northern zone GD (2@).

Sedimentdwelling organisms

Following the dataequirementsherisk for sedimenidwelling organismshould be assesséd
substance can accumulate in sediment (see Annex 13).

PECsed values are derived from FOCUSsw modelling (see fate section)

For cumulative risk assessment of combination prodiatsyv the Northern zone GD (26}

Terrestrial organisms

The risk @sessment for terrestrial organisms is based on standard laboratory tests in birds, ma
mals, eattworms, micreorganisms and, possibly, arthropods.

Typical conditions of significance to the concentration and bioavailability of active substances and
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metaboites in terrestrial environments include adsorption, mobilityafifivegetation cover,a
sorption by plants, evaporation and chemical, biological or photolytic daignadetc.

Birds and mammals

The toxicity assessment is based on standard labota&isyin birds and mammals. In the case of
spray products, it is assumed that birds and mammals are exposed through théuddodepos
tion of pesticideon plantsor insectsijncluding residual concentrations in plants. For gresaihd
dressed seedthe exposure is assessed on tmsbof ingestion of these

The risk assessment is carried out as a tiered risk assessment on the basis of the scenamios and pri
ciples that are used in the Community assessments in accordance watridee guideline i n 0
Gui dance of EFSA on Risk Assessment for sBirds
sessment Screening tire and Tier 1 risk assessmdallows the Guidance Document (EFSA,

2009).

If higher tierrefinements areequiredin order to add¥ss the risk to biland/or mammaléom an
appliedusefaprodugt gui dance is give in the Northern :
assessment for birds and mammeelection of relevant species and development of standewd sc
narios for highetier risk assessment in the Northern Zone in accordance with Regulation EC

110 7/ andah asSociated calculation tool is provided in the form of an Excel spreddsheet

The intentionof the guidanceis to provide risk assessments for birds and mamrbated on

Northern zone focal species relevant for the crop type and its growth stage. Biolodigabbad
information on crop stage specific relevant focal species and available refinement optioas are pr
sented in this document and it is applied inddeulation tool.

All the higher tier refinement options given in this document are agreed among the Northern zone
member states and as such accepted in the core assessment.

If needed, @irther higher tierefinements, accepted by Denmaake given imnnex 1A Gui danc e
Note on Higher Tier Birds & Mammals Risk Asse

The risk fom food chain poisoning shall be addressed for products with potential for bioaaeumul
tion (e section on bioaamulatio for definitions). The risk assessmeshall follow the Guidance
Document (EFSA, 2009).

If TER values are greater than the trigger values in the Uniform Principles, the productds consi
ered not to constitute any unacceptable risk to birds or mammals for the proposed use.

Fortheacutecunulative riskthe assessment shall follow Bed and MammalGuidance Dog-
ment (EFSA, 2009¥-or the chronic cumulative risk the assessment shall follow guidanee igi
Annex 12.

33 Available on the Danish EPA website



Bees

The risk assessment for bees follows@wedance document on terréstiEcotoxicology(2002) The
data requirement2832013 and®84/2013 include studies for beg¢shronictoxicity, effects on deve
opment (bee broo@dndcolony surviva) that are not covered by the Guidance document from 2002
but must be fulfilled

For systemic plant protection products, exposure considerations and calculations should be based on
the a.s. (or metabolite) present in the respective plant parts (e.g. nectar, pollen) to which honeybees
could be gposed.

Acutetoxicity

The hazard quotierns stated to benaximum singleapplication rate/oral LD50 anaximum single
application rate/contact LD50, where the LD50 ipressed asgia.s./bee and the application rate is
in g a.s./ha. As stated above, the maximum single application rate shasddo® calculate the

oral and contact H@alues. If the oral and contact HQ < 50, laauterisk to bees is concluded and
no furtheracutetesting is required. If thacuteoral or contact HQ > 50, further higher tier testing is
required to evaluate thesk to bees. The critical HQ of 50 was validated against incidents (EPPO
2002b); it is only pplicable toacute risk assessmentsgray products.

Chronictoxicity and colony survival

The EFSA Bee Guidance Document (EFSA, 2013) is currently not implednerte EUNone-
theles<DK still require a risk assessment to fulfil the data requiremegts3(284 and to demo-
strate safe usegarding the risk to beesd bee colony survivéincluding bees other than hgne
bees) The risk assessment may or may fudliy or partially follow the EFSA Bee GD (2013) Wwe
ever the risk assessment will be evaluated based on-bgasse expert judgemenot restricted
by the EFSA Bee GD (2013).

Acute highertier refinements should follow thHeuidance document on ternéal Ecotoxicology
(2002)

Arthropods34

The initial risk assessment for ntarget arthropods (NTA¥ based omglassplate tests with the
two standard specieéghidius rhopalosiphandTyphlodromus pyjiin accordance with the Gds
ance Document on Testial Ecotoxicology (SANCO 10329/200By comparing the endpoint of
these studies are LR50 values (i.e. lethal rate that causes 50 % mortalityj}hehpcedicted exq
sure both irfield and offfield, hazard quotients (HQ) are derived. Hence, the asses®f risk for
arthropods living inand oftfield is conducted separately.

If the resulting HQ is greater than or equal to 2, then further data and/or risk management measures
are equired.

There are several options for highir testing or combinains of adequate tests: extended labor

tory tests (tests with natural substrate aiming at lethal antethdl effects), agedesidue studies,
semtfield tests and field tests. Depending on theniitiial case testing cadditionalspecies might

be triggeed.

For further details please refer to the Guidance Document on Terrestrial Ecotoxicology (SANCO
10329/2002) and the recommendations of ESCORT 2

34 peneficial arthropods, which are a natural part of integrated pest control. The compatibility of greenhouse products
with the principles of biological pest control set by the Danish Institute of AgrialiSciences (DJF) isssessed.
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Mitigation:

In order to reduce effects in ditld areas, @nishEPA considers that buffer zones dscribed in
Annex9, specifically to protectegaragrapB-habitat$® must be considered in order mitigate &-
posure to nostarget athropods.

Beneficial arthropods:
Theappraisabf beneficial arthropodsther than beeis described imnnex 15.

In-soil organisms

The assessment is based on standard laboratory tests of earthworms (chronic tests). The exposure of
earthworms is assessed on the basis of deposition of the substanceand,soithe case of spray

products, subsequent exposure through tHelsdihe case of dressed seeds and granulates; exp

sure is assessed on an ad hoc basis.

Tier O:

PECis estimate in accordance with éhNorthern zone GD (201 dressed seed or granulate is
used an ad hoc assessment is carried out. In the case efsatistances that bind strongly to soll
(log Kow > 2), correction for this is made by dividing the effect values by 2basal@ry tests in
earthworms are conducted in adiéil soil with a high content of organic material (and, this r
duced availabili of the test substance).

The toxicity exposure ratio (TER) is estimated on the basis of the toxicity data and the PEC and is
compared to the relevaassessment factas shown below:

Chronic toxicity: TER = NOEC or ECX/PEC >5
The chronic toxicityfor earthworms is assessed on thsidof reproduction studies.

If the quotient is greater than thesessment fac®used, the product is considered not to constitute
any unacceptable risk to earthworms/terrestrial invertebrates in the proposddamsthd other
hand, the TER quotient is lower than #esessment fac®rthe pocedure continues to Tier 1.

Tier 1:

The PEC is adjusted with respect to the vegetation cover (see Abngs Ihe test is regarded as a
simulation test, in which the prsure is expected to reflect a natural degradation process, the PEC

is not initially adjusted with respect to degradation of the substance) and compared to the toxicity. If
the TER value is greater than thesessment fac®used, the product is considémot to constitute

any wacceptable risk to earthworms/terrestrial organisms in the proposed use. If, on the other hand,
the quotient is lower than tlessessment facgrthe procedure otinues to Tier 2.

Tier 2:

If relevant data is available in them of specially designed laboratory, sefieid or field tests, an

ad hoc assessment of a realistic waeste situation is carried out. In this connection, the Danish
Environmental Protection Agency has set an acceptable effect level of a 50 penceindmed

earthworm populations ("Probable high risk", in the classification proposed in "Earthwornas as ec
toxicological test organisms”, Christensen & Mather, 1994), on condition, however, that recovery
occurs within one season/within the intervals betwsggaying (cf. EPPO Bulletin). Tlessessment

factors that are associated with this effect level depend on the quality of the toxidigssta this

context, consideration must be given to the fact that this assessment is not necessarily representative

35 habitat types encompassed by section 3 of The ProtectioatmfeNAct, with exception of aquatic habitats like lakes,
ponds, streams etc.
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of other terrestrial organisms. For other species, ad hoc assessments of the effect levels are carried
out.

If there is not considered to be any question of unacceptable effects and the studies are satisfactory,
the product is considered not to consétahy unacceptable risk to earthworms/deiklling organ-

isms in the proposed use.

If no such documentation has been presented, or if the available documentation does not make it
possible to ascertain that no unacceptable effects can occur in earthwdratbex soiddwelling
invertebrates, the product cannot be approved ftwtoau use.

For cumulative risk assessment of combinapoosduct where product effect data are not available,
follow the guidancen Annex 12.

Microorganisms

The assessment dffects on microorganisms is based on an appraisal of microbial processes, in
which an evaluation is carried out of whether or not the microbial metabolisation of N anch€ are i
fluenced by the active suiasice or its metabolites. In the case of spray prtsdtiee exposure of
microorganisms is assessed on the basis of the deposition of the substance on soil and the resulting
exposure through the soil. Where granulates and dressed seeds are concerned, the expgsure asses
ment is based on a mixture of the aetsulstance in the soil, unless special tests are available.

Tier O:

PEC is estimated in accordance with tlorthern zone GD (2016

The trigger for effects on the microbial metabolisation of N (N mineralisation) is set to 25 per cent
reduction after 10 days. The DanisBnvironmental Protection Agency will initially use this trigger
as a cubff value in risk assessments in relation to the initial concentration in the soil. If thie inhib
tion of microbial processes is below 25 per cent, the product onsidered to constitute an ana
ceptable risk to microorganisms in the proposed use. If the inhibition exceeds 25 per ceat, the pr
cedure continues to Tier 1.

Tier 1:

As the test methods used are a simulation testl{iohathe exposure is expectedédlect a natural
degradation process), the PEC is not adjusted in relation to degradation of the substance unless there
are major differences in the degradation rates between laboratory and field tests. The PEE is adjus
ed in proportion to how great a quay of the sprayed product/activebstiance is deposited on the

soil for a given crop, at a given time of application (see Anrighorla more detailed desption).

Tier 2:

An ad hoc appraisal of specially designed laboratory,-§eidior field tess is carried out. These

tests must be able to demonstrate that, in the proposed use, the product has no unacceptable infl
ence on microbial activity with respect to the microorganisms' reproductraeity.

If there are not considered to be any unacd@teffects and if the study is satisfactory, the product
is not considered to constitute any unacceptable risk to microorganisms in the proposed use.

If no such documentation is available, or if it is not possible ascertain on the basis of the available
documentation that no unacceptalfteets will occur, the product cannot be authorised for outdoor
use.

Biological methods of wastewater treatment

Within the scope of the Regulation (EC) No. 1107/2009 the risk to Biological Methods of Wastewater
Treatmet will be assessed where use can cause exposure of the wastewater treatment plant (e.g. for
greenhouse products and pbatvest use). There are no specific gines for risk assessment of this
area, and therefore an ad hoc assessment will be done leasih of whether a realistic wecstse
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PEC can cause unacceptalffeds.

Non-target plant§NTP)3®

The risk assessment shall follow tHerthernzone GD(2016)regarding NTPIl.e.repeated appl
cationneeds to be considered in a risk assessrogmédating drift values to number of applications
(Seeappendix IVin Escort 2(Candolfi et al., 2001).

In order to reduce effects in ditld areas, DEPA considers that buffer zqrassdescribed in
nex9, specifically to protectegaragrapl8-habitat$” should be considered arderto mitigate &-
posure taorttargetplants

36 Non-target plants are considered to be-somp plants located outside theament area.
37 Habitat types encompassed by section 3 of The Protection of Nature Act, wigti@xcd aquatic habitats like lakes,
ponds, streams etc.
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Annex 1 Data requirements on plant protection products

Thebasis for the specifidata requirementre provided in th€ommission rgulations (EU) lg-

ing down the data requirements tbe dossier to be submitted for the approval of active substances
contained in plant protection produ¢@OMMISSION REGULATION (EU) No 283/20)3nd for

the authorisation of plant protection produ@®MMISSION REGULATION (EU) No 284/201)3

In the tabls below, themaindata requirements are listed according to the application form and
subdivided into the following areas of use:

1. Agriculture; outdoor use
Forestry; outdoor use
Fruit growing outdoor use
Nursery gardens, market gardening; outdoofuse
Soil disinfection; outdoor use

2. Private use in gardetts
Greenhouses
Soil disinfection; indoor use
Products for controlling algal growth; indoor use
Products for controlling algal growth; outdoor use

3. Seed dressings

4. Granulates

5. Repellents
Insecticides; indoor use

Insecticidesin stored grain

Please notice, the tables only givei@itial overviewwithout detailsand ae no intended to repl
cate the formal data requirements.

38 For these uses the standard data requirements apply as a rule, but an ad hoc assessmentezhouiebeasd on
the extent/crop etc. of the use.
3% For private use in gardens data on adsorption/desorption is also required.
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Data requirements on active substance for area of use:

Plant metabolism

x

Metabolisation in 1 soil type

Degradation, 3 soil types, aerobic

Photolysis on soil

Adsorption/desorption

Accumulation of active substae and significant metalites*%in
soil(if DT50 > 3 months)

XX X[ X

X[ X]| X]| X

Evaporation from soil (only if vapour pressure >*Fn)

Biological degradation in water/watsediment studies

Effects on water treatment plants

Acutetoxicity in fish

Long-term toxicity in fish

Acute toxicity in daphnidand additional species for insiities)

Reproduction test in daphnia

Acute toxicity in algagdandmacrcealgaefor herbicide$

XX X| X[ X] X

Effectson other aquatic organisms

Bioaccumulation (Kow > 1000)

Long-termeffects in earthworms

Effect on soilmicro-organisms

Acute toxicity in e bird and mammaspecies

Reproduction test in one biethd mammaspedes

Effect on honey bees

Any information on toxic effects towards other useful species

XX X|X[X[X]X]|X|X|[X[X]|X]X]|X

X | X | X[ X[ X[ X] X

XXX XX X[X]|X]|X[X]|X]X|[X]X

Data requirements on product for area of use:

Content of substances harmful to honey bees

Other ecotoxicological effest

Nontarget arthropod@Aphidius rhopalosiphi and Typhlooimus
pyri).

Nontarget plants

Acute toxicity infish

Acute toxicity in daphnia

Acute toxicity in algae

X | X| X| X

X | X| X| X

X[ X]| X| X

40 See p.2 for description of significant metabolites.
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Annex 2: Soil classificatons in Denmark

The Danish soil types are classified according to the distribution of their particle sizes and humus
content:

Texture defim | Symbol |JB |Clay less|Silt Fine sand Sand Humus | Cultivat-
tion for soill (insert [No. |than 2-20mm |[20-200 |20-2000 |58.7 % C|ed land
type footnote 2 mm nmm nmm in DK*,
here: %
Abbreu-
ations
refer to
the Dan-
ish text)
Coarsely sai+ |GR.S. 1 0-5 0-20 0-50 | 75-100 <10 24
ed
Finely saded |F.S. 2 0-5 0-20 | 50-100| 75-100| <10 10
Coarseclay |GR.L.S. |3 5-10 0-25 0-40 65-95 <10 7
mixed sand
Fine clay F.L.S. 4 5-10 0-25 40-95 | 65-95 <10 21
mixed sand
Coarse sand |GR.S.L. |5 10- 15 0-30 0-40 55-90 <10 4
mixed chy
Fine sand F.S.L. 6 10-15 0-30 40-90 | 55-90 <10 20
mixed clay
Clay L. 7 15-25 0-35 40- 85 <10 6
Heavy clay SV.L. 8 25-45 0-45 10-75 <10 1
Very heavy M.SV.L. |9 | 45-100| O-50 0-55 <10 -
clay
Silt Sl 10 0-50 | 20-100 0-80 <10 -
Humus HU. 11 > 10 7
Special SPEC. [12 -

Source: Ministry of Agriculture; Bureau of Land D#1®80)
* From: The Danish Agricultural Advisory Service (2005)

Percentage content adred and clay in Danish soils:

Sand content, pe Samples with Clay content, pe | Samples with

centage of top soil. | more than: centage of top soil. | more than or equ{
to:

40 % sand > 99 % 2% clay =99 %

50 % sand =99 % 5% clay =70 %

60 % sand =97 % 10% clay =35%

70 % sand =81% 15% clay =10 %
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80 % sand =49 % 20% clay =2%
90 % sand =9% 30%clay =0.4%
95 % sand <1% 50% clay =0.01%
Total number of 38927 Total number of 38930
samples is samples is

Source: Danish Institute @fgricultural Sciences (personal communication).
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Annex 3; Climate conditions in Denmark

Average precipitation (mm):

Normal Jan | Feb | Mar | Apr | May | Jun| Jul | Aug | Sep| Oct | Nov | Dec | Year
197200* | 53 | 34 | 43 | 35 | 42 | 55 | 54 | 59 | 70 | 69 | 65 | 59 | 641
196190** | 57 | 38 | 46 | 41 | 48 | 55 | 66 | 67 | 73 | 76 | 79 | 66 | 712
193160** | 55 | 39 | 34 | 39 | 38 | 48 | 74 | 81 | 72 | 70 | 60 | 55 | 664
*  Cappelen (2002)
** Frich et al. (1997)
Average air temperature (°C)
Normal Jan | Feb | Mar | Apr | May | Jun| Jul | Aug | Sep| Oct | Nov | Dec | Year
1971-00* 09(08| 27| 61|11.0(14.2|16.3{16.3[129| 9.1 | 50| 24| 8.1
1962:90* | 0.0 | 0.0 | 2.1 | 5.7 (10.8|14.3|15.6|15.7|12.7| 9.1 | 4.7 | 1.6 | 7.7
* Cappelen (2002)
** Cappelen (1997)
Average soil temperature at a deptii6fcm(°C) (19882006

Jan | Feb| Mar | Apr | May | Jun | Jul | Aug | Sep| Oct | Nov | Dec | Year
Average 20| 20| 31| 7.2 |122|158|17.9|17.4|14.4|10.2| 6.1 | 3.5 | 9.3
Source: University of Aarhus, Faculty of Agriculturali&wce
Average soil temperature at a depth of 10 cm:(°C)
Normal Jan | Feb | Mar | Apr | May | Jun| Jul | Aug | Sep| Oct | Nov | Dec
France 1993 6.1 | 59 | 8.4 | 12.8|18.6|22.3|24.8| 2.3 |20.3|15.1| 9.4 | 6.9
Germany* | 2.7 | 35| 6.0 | 8.3 |13.8|16.8|19.8/ 20.2| 15.0| 98 | 55| 2.2
198292
Sweden -09(-13|-06| 23| 9.1 |13.9|15.9|14.7|10.5| 6.0 | 2.2 | 0.0
197385
England 26 | 30| 46| 83|125(17.1|18.6|17.1|14.6| 9.8 | 6.1 | 3.7
30 years

* Landwirtschaftliche Untersuchungsnd Forschungsetalt (LUFA) Speyer.




Annex 4. Pavements and similar use areas

Curbsides along major roads, bare soil with old topsoil and railways are considered special (and
seldom/never applied foryeas of usage, which The Danish Environmental Protection Agency will
consider on an ad hoc basis on the receipt of agbipls.

The following categories are acknowledged by The Danish Environmentattrnotgency:

1T AReal 0 paved argoacsbblesmmey laid e/ dgravel firedtlyl oa the earth
from which the topsoil has been removed. This includes asphalted areas. These areas are
characterised by having a bearing layer which is impermeable. Water which falls on these
areas must be lead aw usually via a sewer. It is vital for the stability of these paved areas
that water does not permeate the layers otherwise they lose theipéaahg capability.
There is therefore no risk of leaching in areas such as these, which are typicallyrroads
larger parking areas.

1 Partially paved areas of flag or cobblestones laid directly onto the earth, from whicp-the to
soil has been removed, or gravel or stone covering laid directly onto topsoil. These types of
areas are typically driveways, terracamaller footpaths, storage depots, etc. The private a
eas are often so small that it is not necessary to perform any risk assessment in accordance
with the Framework for assessment, as they constitute a negligible exposure of the general
environment.

Applications for the use on paved areas waiiays be assessed on an ad hoc laaslspecific
evaluatiors based on available data will be carried. out

References:
Mi |l jRBstyrelsens oONotat til BekbPmpel sesai ddel r
stedeard er af 10. november 20080.
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Annex 5 Appraisal of field studies and lysimeter tests for pollution of groundwater

Experience has shown that field studies and lysimeter tests do not yield incontrovertibfe descri
tions of the risk of pollutingundwater. Several active substances are frequently foundn{in co
centrations above the limits) in groundwater, even though lysimeter tests with the same substances
have not indicated unacceptable leaching. The probable reason for this is that theidagrawldt

tions in the lysimeters were more favourable than those in the field. It is, therefore, vital tleat the r
sults of such tests be appraised very carefully and compared to the other information (intrinsic
properties, mathematical modelling andmtoring results).

In the case of lysimeter tests (which are conducted according to standardised principlesg-t is esp
cially important to decide whether they were conducted under conditions that were representative of
Danish conditions and that were "reatistorst cases". As far as field dtes are concerned (where

there are no guidelines), it is also important to ensure that the sampling resolution is sufficiently
high with respect to time and depthespecially in relation to the pattern of precipitatida permit

the detection of any leaching of the active substance and itsotitetsb

The following requirements on scenarios and tests must IsBeshti

1 the soil type must be representative of Danish conditions (see Annex 2) and must repeesent a r
alistic worst case for the specific active substance or its metabolites, with respect to degradation
rate and sorption conditions (for instance, if the substance degrades slowly at a relatively high
pH or in sandy soil, the test must bendocted in such a daype)

1 the climate conditions must be representative of Danish conditions (including precipitation and
temperature, and including trends over the year, cf. Annex 3)

1 the use must represent a realistic worst case with respect to the time of spraysaylfespring
or in the autumn), crop (including vegetation cover, root development), as well as the dose and
number of applications. Furthermore, the formulation of the product must correspond to that of
the product for which authorization is sought (éog.granulates)

1 the test must extend over a period long enough to permit assessment of the leaching of the active
substance and metabolites (2 years, minimum)

1 compensatory watering must be comparable to realistic \was&t precipitation under Danish
condtions, with respect to the quantity and timing

1 sampling and assays of eluate or soil/water samples must be arranged so that there is no signif
cant degree of degradation of the active substance or ohttab

1 the detection threshold for the active substaaind metabolites must be << 0.1 pg/l.

In the case of lysimeter tests, appraisal must be based on the annual average concentraton of the a
tive substance and/or metabolites in the eluate.

No such appraisal is possible for field tests. When appraisiotéists, every effort must be made to
estimate the areal leaching. This also means that the individual samples must be appeitied to r

the heterogeneity of the field.
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Annex 6. Appraisal of mathematical modelling of risk of pollution of groundwater

The leaching of active substances and metab@#pbe assessed based on mathematical lnode
ling.

The following requirements on modelling and scenarios must be satisfied:

1 Models: a model code, usable for Danish conditions must be used. The PEQdDwith the
Hamburg scenario from FOCUS can be used, and the MAGRWKE-SHE models. If &-
other model code is used, the report must document the way in which the calibrated iwater ba
ance corresponds to the Danish scenarios.

1 Soil types and localitieshe soils/localities specified by the Danish Environmental Protection
Agency are usedat present, two typical Danish soils, representing sandy soil (Karup) akhd bou
der clay with preferential flow (Langvad) the Hamburg scenario from FOCUS.

1 Climate da&: time series over 30 and 24 years, respectively, for th®amehlocalities must
be usednd 20 years (+ 6 years' idahtion) for the Hamburg scenario.

1 If a substance is used every second year the time series is run for 40 years in PELMO with use
every second year. If use is every third year the time series is for 60 years with use every third
year. If use is every fourth year then this cannot be modelled within the PELMO shell and at tier
1 use is every third year. If refinement is required themuthenust be completed outside the
shell by costructing weather files and running 80 years with application every fourth year.

1 Substance specifigarameters: 80 percentiles for degradation rates and sorption ratios (1/n) must
be used and for d& 20 percatiles must beised All available data should be included, buea r
finement can be made by selecting shadies that are relevant/representative for Danishicond
tionse.g. with respect to soil texture or plfithereareless than three endpoints avaliathen a
worst case value should be used for modelling.

1 Crop: where several crops are involved, the woaske crop (with respect to vegetation cover,
root development, etc.) must be used where possible. Alternatively, all crops must be modelled.

1 Applicaton and deposition: The worst case situation regarding soil deposition must béeuod
This situation is identified by combining pesticide dose with the BBCH dependent soil-depos
tion.

1 Application datestn order to investigate the sensitivity to changethe application dateega-
rate model runs must be executed for at least three individual days of the period in which use of
the product is proposedi the period, in which use of the product is proposed (GAP use), is for
more than 1 season, 3 addital separate model runs must be conducted for every season. The
separate model runs should be evenly distributed within the period, and should all be based on
the same set of input values (pesticide specific parameters, BBCH, interception etc.)apf split
plication is intended the use most be covered by the model runs.

1 The results must be reported as annual averages. This also applies if the substance is used every
second, third or fourth year.

1 Result of the modellinghustbe reported as the number otegdances of the limit value (not as
95th percentile).

1 All output files must be submitted.
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1 All use of values/input other than those set by the Danish Environmental Protection Age
cy/default values must be jufstd.

The appraisal is done on the basishaf average annual leaching below the root zone (a depth of
about one metre). The number of occasions when leaching exceédstthialue is compared

against the total number of runs. If the limit is exceeded on more than a specifiedignogiche
occasions (1 of 20 years), the model runs cannot be used to support authorization for the proposed
use

If unacceptable leaching occurs in just one of the scenarios (sandy soil or moraine clay) the Danish
Environmental Protection Agency will generally camd® that it is not possible to grant authariz

tion on the grounds that there is a risk of leaching.
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Annex 7: Groundwater monitoring data

When assessing the leaching of pesticides and their metabolites to grounahivatieryant mon

toring data must bcluded in the ssessmentlhere is currently nadopted Etguidance on how

to assess groundwater monitoring data, but t
studies in Europe for pesticide active substances and their metabolites in tié aloRegulation

( EC) 11 8gives2ddedt®mfor assessing groundwater monitosinglies andlataand

should be consulted

For the assessment of the leaching risk in Denmesdts from th&anishnational monitoring
programmes (groundwater monitgg, the Agricultural Watershed Catchment Areas), drinkiag w
ter abstraction wells and the Danish Pesticide Leaching Assessment Programmeg(felusen
Data, e.g. from GEUSpen scientific literaturer monitoringstudiesirom other countriesvhich
could be relevant and representative for Denmark, shaattbe included/assessed

h

The monitoringdata should either be presented in a separate study report, or they can be included in

the groundwater modelling repoBRata should be a part of the Regista Report.The presera-
tion of the monitoring data shoustiart by specifyinghe monitoring programmeis whichthe sup-
stancehas been included ammdw many filters or boreholes have been examilethe presersi-
tion of the monitoring results the follang should bencluded:

1 Total number of analyses
1 Number of detections above the limit of detection but below the limit value
9 Number of detections above the limit value

If there are no results this mustiepotedsothat it can be seen that tlsuehas been investita
ed.

Assessment of results from the Danish Pesticide Leaching Assessment Programme (PLAP)

The resultxan beobtained either form theLAP website or by contacting GEUS.
The assessment should contain an introduction which gives anewvef the uses in PLAP. The
introductionmustpresent the fields used, the crpgpplication timingand the dose rates.

When assessing the risk of leaching to groundwater in PLAP only data from the groundwater insta
lations should be useHence, datérom drains or suction cups are not used.

The assessment of results from PLAP includes a consideration of whether the substancea occur in
few individual samples a short time perioth con@ntrations above the limialue, or if therare
many samplebelow thelimit value and many without detect®nn these casd3anish Enviro-

4L Gimsing et al(2019):Conducting groundwater monitoring studies in Eurfgpeoesticide active substen
es and their metabolites in the context of Regulation (EC) 1107/260hal of Consumer Protection and
Food SafetyJuly 2019, Volume 140pen acess ahttps://link.springer.com/article/10.1007/s00603-
0121%x
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mental Protection Agenayonsiderghat, although the substance has sometimes exceedadithe
value, the overall picture does not showaacceptablesk of leaching

If manysamplesexceedthe limit valuein the groundwater installatioms longer time periodghen
therisk of leaching is considered to beacceptable.

The following points should be considered in the overall assessment.

Some substances have beeregseveral times or several years. In these cases all data should be
included in the assessment. For some substances the first years may natastueptable lede

ing, but afteruse for a number of years tlegaching may becommore ponouncedThereforeit is
important to assess tiebange in findings over tim&lost substances have been used on more than
one PLAP site, and the different sites may exhibit different patterns in leaching. Leaching may be
minimal at one site buhore pronounced ian anothersite. The assessment must take into account
the results form the most vulnerable site.

All results should be presentdmweverthe assessment should gegrticularattention to thespe-
cific uses in PLAPSome uses (crops, dose rates, application tinBBgH) may present a higher
risk of leaching than others. This shoulddaefullycompared to the inteled use.

In PLAP wells are installed both ugtream and dowstream Measurements from the 1gtream

wells give an indication of thedehing from tle neighbouring wstream fields and are hence not
directly linked to use of pesticides on the PLAP fiedsasurements from the dovetream wells
can be directly related to the udegpesticides on the PLAP fields and hence gives an indication of
the leabing potetial related to thepecificuse on the PLAP fields.

When assessing the results from PLAP the weather data should also be included in the assessment.
If the weather deviates significantly from the normal weathem this can affect leachingg. a

very dry summer can lead tesls leaching and a very wet autucam lead to more leachinDe-

scription of the weather is presented in the PLAP reports.

Monitoring data from other sources

Datafrom other monitoringprogramsn Denmarkand other coumniescan also add information

about theisk of leaching For infamation about how to evaluate publicly available monitoring data
please consutthapter 7 infGimsing et al. (2019): Conducting groundwater monitoring studies in
Europe for pesticide activgibstances and their metabolites in the context of Regulation (EC)
1107/20089.

The finalassessment of the risk of leaching to groundwatest take into account all relevant i
formationusing a weight of evidenceproach This includes knowledge about fahs of use and
possible changes in thetfan of usever time

If availablethe Danish Environmental Protection Agency also uses monitoring data on swaface w
ter from the NOVANA programme in connection with risk assessment for aquatiisinga
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Annex8: Definition of readily biodegradable

The extent to which an organic substance is ready biodegradable is determined in accordance with the
OECD (OECD guidelines for testing ofeshicals, section 3, OECD TG No. 301):

The assessment is done on the bafdise following tests, in which the substance must be able to attain

the following levels of biodegdation within 28 days*:

Test No. Level

DOC DieAway 301 A 70 % (DOC)
CO; Evolution 301B 60 % (BOD)
MITI (1) 301C 60 % (BOD)
Closed Bottle Test 301D 60 % (TOD)
Modified OECD Screening |301 E 60 % (CQ)
Manometric respirometry 301F 70 % (DOC)

* With the exception of MITI (), degradation must occur within adby window after an initial dg
radation of 10 per cent has bedtaiaed.

These testsiclude ultimate degradation to G&nd not just primary degradation to possible imeta

olites or bound residual products.
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Annex 9: Nonspraying buffer zones to the aquatic and terrestrial environment

Maximum no spray buffer zones covering bothaheatic and terrestrial environment are seein r
lation the type of crop (see tableldw)*,

Crop type and maximum no spray buffer zones accepted as risk mitigation measure.

Crop type Maximum buffer zone
Agriculture 20 metres
Fruit trees 50 metres
Vegetables, ornamental plants, fruit bushes| 30 metres

Aquatic environment
Non-spraying buffer zones to the aquatic environment &f 20, 20, 3040and 50 netres are used.

The twometre zones correspond to the uncultivated zones that extend ta#tie agvironment.

In Denmark spraying booms are typically divided into sections of 3, 4, 5 or 6 metres for valich re
son, it is not possible to use nspraying zones around the aquatic environment thatitoeethto

all spraertypes.

Terrestrial envionment

No-spraying buffer zones to therrestrial environment df, 3,5, 10, 20, 3@nd50 metres are used
(see table belovior single applietion). If GAP uses include more than one application, please find
specific drift values for repeated applicatiin Appendix IV of the Escort 2 GD (Candatti al.,

2001D.

Basic drift values for one application
Ground deposition in % of the application rate'{@@rcentiles)

Distance| Field Fruit crops Grapevine Hops Vegetables Field
crops Ornamentals crops
Small fruit
[m] Early Late Early Late Height | height | Water
<50 > 50 > 900
cm cm L/ha
1 2,77 2,77 4,44
3 29,20 | 15,73 | 2,70 8,02 19,33
5 0,57 19,89 | 8,41 1,18 3,62 11,57 | 0,57 3,62 0,18
10 0,29 11,81 | 3,60 0,39 1,23 5,77 0,29 1,23 0,05
20 0,15 2,77 1,09 0,13 0,42 1,79 0,15 0,42
30 1,04 0,54 0,07 0,22 0,56 0,10 0,22
40 0,52 0,32 0,25
50 0,30 0,22 0,13

42 A standard, 2 meter buffer zone should be applied if FOCUSsw Step 3 is used as basis for the aquatis+isk asses
ment.See the section ondace water irthefate section.
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Annex 10: Assessmenfactor in mesocosm studies

The assessment of mesocosms and derivation of an endpoint should folleasotnenendations
given inEFSA aquatic GD (2013). The association of an assessmenttéeatdtcological Recovery
option ERO) endpoint(to give aRegulatoryAcceptableConcentration (RAC)) deviates from the
EFSA guidance. The procedure is described below.

Theassessment facttrat isassociated with thendpoint established frormasocosm study is set
on the basis of an appraisal of the stadyality. If the study does not live up to the recomnaend
tions,O penal ty pointso agherasgessmenhfactom t he f orm of

The NOEC or alternatively NOAEC (no observable adverse effect concentration) is used as the
endpoint from mesocosm studies. If NOAEC is determined there must only be relatively limited e
fects and recovery must occur within a pdrad maximum four weeks.

If a specift mesocosm study has beengieepenal ty pointsodo becamuse it
mendations, it is possible to lower thesessment factor theoverallrisk assessment if, for exa
ple:
- the mesocosm study coversotdifferent periods of time (summer/autumn) in the same |
cality such that different stages of growth (e.g. newly hatched organisms) or diffesent ma
imum/minimum population sizes of the same orgias are investigated.
- other highettier studies are avaltée that support the NOEC/NOAEC value determined.
- other single species laboratory studies of most sensitive organisms or tests with the most
sensitive stages of these (e.g. newly hatched larvae) ataldeai

As the point of departure a minimumssessent factorof 5 will be usedor some mesocosm stu
iesas individual tests cannot be expected to be representative of all of the organismhgpesb

Theassessment factoan be reduced if several studies of high quality are submitted that shed light
on the difference between different natural systems. Studies that differ in terms of both time and
space can be used to lower #ssessment factdrthey represent different population mixes av-bi
topes.
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Annex 11 Vegetation cover and deposition on sb

The proportion of a spray product deposited on the soil beneath different crops at different times
depends on the vegetation cover. The Danish Environmental Protection Agency uses upper 80 per
cent confidence intervals for pesticide deposition ontssked on the measured values in Jensen

and Spliid (2003). Values for crops for which no Danish measured valuepmsitlen is available

are based on the plant cover estimates in Olofsdotter and Streibig (1997). Values for crops that are
not covered by th above two reports are taken from FOCUS (2002). When using values from
FOCUS groundwater (2002), the assessment takes account of the fact that these are awesage va
and do not therefore represent realistic woeste situations, but instead represardé\gerage sit@r

tion.

Deposition of spray product on soil beneath various crops. The table shows averages, 95 per cent
upper and lower confidence interval, and approximated 80 per cent upper confidencé foterval

each growth stage interval (based oradedm Jensen & Spliid, 2003).

Crop Growth stage | Deposition (% of sprayed)
Winter wheat (BBCH) 95 % lower Average 95 % upper 80 % upper
Winter baley 11-13 41.1 59.6 86.7 77
Winter rye 2328 38.5 50 65.3 60
30-32 30.6 36.9 44.7 42
3334 14.5 18.4 22.9 21
3845 6.4 8.2 10.2 10
51-57 2.7 3.4 4.2 4
61-71 3.5 4.1 4.7 4
87 11.3 14.7 19.1 18
Crop Growth stage | Deposition (% of sprayed)
Spring barley (BBCH) 95 % lower Average 95 % upper
Spring wheat 11-13 53.7 65.1 79.8 75
20-24 41.7 49 57.5 55
28-32 34.2 38.9 44.7 43
3335 19.7 23.8 28.8 27
4950 13.0 15.8 19.5 18
59-68 14.1 17.3 21.3 20
87-89 16.6 20.4 24.9 23
Crop Growth stage | Deposition (% of sprayed)
Sugar beet (BBCH) 95 % lower Average 95 % upper
11 84.3 99.8 100 100
12 84.1 99.3 100 100
1314 81.3 93.1 100 98
1518 69.2 76.4 84.1 81
20-22 36.6 42.7 49.9 47
30-35 24.7 28.9 33.7 32
39 6.4 7.6 8.9 8
Crop Growth stage | Deposition (% of sprayed)
Potatoes (BBCH) 95 % lower Average 95 % upper
10-19 - 100 - 100
18-25 67.6 90.4 100 97
30-32 56 74.6 99.5 91
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3540 40.3 48.5 58.4 55
59-79 5 6.4 8.2 8
'The Danish Environment al Protection Agessomngs
normal distribution of the data:
Approximated 80 per cémpperco f i dence i nterval = Average val
Vegetation coveand depositiomn different cropgOlufsdotter and Streibig, 1997):
Crop Treatment Leaf stage Growth stage Vegetation | Deposition
cover
Feekes| BBCH % % (of
sprayed)
Peas hemicide x 2 Newly germin& 2 1012 5-15 86-95
insecticide ed 5-7 11-75 80-100 5-24
12
Winter herbicide Before germia- 0 0 0 100
rapée Autumn herbicide [ tion 2,3 13 20-40 62-81
Spring hericide |3 leaves 2,6 16 60-80 24-43
Insecticide 6 leaves 3,34 60-69 90-100 5-15
flowering
Spring rape| herbicide 3 leaves 2,3 13 20-40 62-81
insecticide before floweing 3,2 30-59 40-60 4362
insecticide flowering 3,34 60-69 90-100 5-15
1 calculated on the basis of the following formydarcentage of spray product on soil@0- (0.95 x percentage vegetation cover)

2 pests are present in peas from the early stages of leaf development (pea weevil), during pesticide spraying and-fiatortagopostage, 8000 per cent vegetation cover @sir

sponds to late spyang againstortricidae and aphids.

3 Based on the ranges given and the crop development (cover increases more at higher stages than at lower), thedetlmtvangover values are appropriate for BBCH 18:

12: 10 %, 13: 20 %, 14: 30 %, 15: 45 % and 16: 60 %

cal

ue

Deposition of spray product on soil (percentage of amount sprayed) beneath various crops (from
FOCUS groundwater, 2002).

Crop Bare earthi | Leaf develgp- | Formation of side | Flowering | Ripening Senes-
germination ment shoots/rosette cence
growth and stem
elongation
BBCH
00-09 10-19 20-39 40-89 90-99
Beans 100 75 60 30 20
Cabbage 100 75 60 30 10
Carrots 100 75 40 20 20
Grass* 100 60 40 10 10
Linseed 100 70 40 30 10
Maize 100 75 50 25 10
Onions 100 90 75 60 40
Soybean 100 65 45 15 35
Strawberries 100 70 50 40 40
Sunflowers 100 80 50 25 10
Tobacco 100 50 30 10 10
Tomatoes 100 50 30 20 50

* The value 10 is used for spraying on established grass.
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Annex 12: Environmental risk assessment of cumulative effects for combination products

Limitation

Assessment of cumulative ecotoxicological effects of chemical mixtarpsoductswill be limited

to include groups of organisms where the risk assessment is based on a quotient calculation, i.e.
birds, aquatic organisms, mammals, fleadrms and bees.

Methods

Two basic concepts for analysisafmulativetoxic effects of chemicals in mixtures are well esta
lished, i.e. independent action (IA) and concentration addition (GAAco et al., 1995; McCarty

og Borgert, 2006)IA is when toxicants act impendenty and have different modes of toxic action,

and CA is when toxicants act on the same biological site by the same mode of action.

It is found that the model of CA can be recommended as the best reference model for both similarly
and dissimilarly acting cheicals when evaluating cumulative effects of chemical mixtures
(Boekelheide, K., 2007; Cedergreen et al., 2008).

I n the workshop report from the fAExpert works
January 2009 in Hornbaek, Denmark it is recommertdat regulators use the model of CA aga d

fault when evaluating cumulative effects, as it is a conservative model and further it requires less
data than the model of IA.

Synergistic effects where the cumulative effect is higher than expected fromdeeahGA are

rarely seen. Procloraz, a chemical causing hormone disrupting effects, has been identifeed as a p
tent synergis(Cedergren et al., 2008jlowever, pocloraz is no longeapprovedm any products in
Denmark and not been sold since 2005.

Basal on the current knowledge the model of CA will be usbdn evalating cumulativeecotox-
cologicaleffects(see also EFSA aquatic GD)

Method for risk assessment
Risk assessment for products containing several active substances (or problematic el@iary
cals) will be peformed for:
1 Test with theprodud
1 For areas where there is no test of the product, cumulative risk for ecotoxicological effects
for relevant groups of organisms will be calculated based on the model of CA usinlg the fo
lowing equation
0OTri ggalr Ae/ TERA vabUei gg&BBé €. = SUM
If SUM < 1 the risk assessment is acceptable

Where

0 Tr i gaue regresent the uncertainty faatdchemical A, B etc.

TER is the Toxicity Exposure Rataalculated from the effect concentost (EC50, NOEC)
divided by thePredicted Environmental concentration (PEC).

For aquatic organisms SUM is calculatedthe same taxonomgroup (i.e. fish, crust
ceans, algae and aquatic plants) for the most sensitive organisms.
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Annex 13: Crop rotation - normal cultivation practices in Denmark

Cropsfor which normalcultivation practice exceeds one yeawp rotation intervalsThis is ree-
vant as a potential refinement option in the groundwater leaching assessment.

Crop type and maximumand years between cultivation:

Years between cultivation| Crops

3 Sugar beets
4 Oil Seed Rape (winter and summer),
potatoes,

legumes (field peasannedpeas, peafor silage
beans, lupines)
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Annex 14: Criteria for pesticides that can be used by and sdlto non-professional users

Products must either comply with 1 and 3, or 2 and 3:

1. Readyto-use products
a. Products may not be classified for health efféctBhis means that the label must not i
clude anyhumanhealthhazard statementsot even thosbsted in Table 1
b. It must not be necessary to use personal protective equipment to demonstrate safg-use. Ho
ever, ifapplicans recommend gloves on the label for reasons of routine hygiene it ig-permi
ted.

2. Concentrated products
Only concentrated produstontaining the following active substancasbeauthorised for non

professional ugé insect soapdatty acids sulphur oriron, microbiologicalagentsandpheromonesor
insect confusin.
And

a. Productsnaynotbeclassified for health effectéloweve, classificatioras local irritant or
as contact allergenic with thezardstatements listed in Tabledacceptableas long as the
endusesolution fulfils requirements a. and b. under point 1.

b. Products must be apportioned in dosage bags or hawagaldevice or similar which &n
bles easy measurement of the correct amount and ensures that contact with the concentrated
product is restricted (stating the correct dosage on the bottle is not sufficient; it must also be
ensured that the product can beigal or apportioned without the user coming into direct
contact with the product).

3. Products sold in packages corresponding to treating a limited area of magjé@om# (0.1
ha), when used in acaance with the instructions for use.

Table 1

Hazard statements with respect to human health

H315 Skin Irrit. 2 H315: Causes skin irritation

H317 Skin sens. 1 H317: May cause an allergic skin reaction.

H319 Eye Irrit.2 H319: Causes serious eye irritation

H335 STOT SE 3, H335: May cause respiratory &fitn

EUH066 | EUH066: Repeated exposure may cause skin dryness or crécking

1) Regulation no 1272/2008 (EC) of the European Parliament and of the Council

43 EUH208 is mt considered a classification but merely a labelling and does not prevent the product from being sold to
nonprofessionals.

#4In accordance with the supplementary aggreement from January 2019 to tH202Q1Festicide Strategy.

4 The relevance of labetig dilutions with EUH066 should be made case by case. A wefghtidence approach

should be employed, taking into account test data -wséndilutions, bridging, human useperience, the concentration

of substances labelled with EUHO66 or classified as corrosive/irritant to skin intise iilution and the number of
treatments relating to the ngmofessional use. A concentration limit of ingredients labelled with EUK@&Rriggers

labelling of a mixture/dilution with EUHO66 is not specified in Regulation (EC) No 1272/2008. However, as labelling
with EUHOG66 is regarded as less severe than classification for skin irritating properties, the concentration limits spec
fied for classification of mixtures for skin irritating properties based on data on individual components may be used as a
starting point (point 3.2.3.3. infhex | of Regulation (EC) No 1272/2008)
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Annex 15: Beneficial organisms (other than bees).

For indoor pesticides it must be stated on the l@bsiructions for use) to what degree the product
is compatible with biological control with beneficial arthropods. If no information regardind-the e
fects on beneficial arthropods is available this must be mentioned on the label.

Products will be class#id by IPM impact in accordance with established I0OBC criteria:

1 Based on field or senfield test data:
N = harmless or slightly harmful (< 50 % reduction in beneficial capacity)
M = moderately harmful (55 % reduction in beneficial capacity)
T = harmful(> 75 % reduction in beneficial capacity)

1 Based on laboratory test results:
Laboratory 1 (< 30 %) N (harmless or slightly harmful)
Laboratory 2 (3079 %) M (moderately harmful)
Laboratory 3 (809 %) and 4 (>99 %)T (harmful)

To obtain a clear labeéxt the following classes will be used for the Danish labels:

< 25% mortality or reduction in beneficial capacity => Class 1 (harmless; skansomt)

25 to 50 % mortality or reduction in beneficial capacity => Class 2 (relatively harmless; relativt
skansomt)

50 to 75% mortality or reduction in beneficial capacity => Class 3 (moderately harmful; moderat
skadeligt)

> 75% mortality or reduction in beneficial capacity => Class 4 (harmful; skadeligt)

Productslassified 1 or 2n a worst case laboratory trial avensiderecharmlesor relatively ham-
lessto that specific beneficial organism and further testing under-selahior field conditions is

not required.

Productslassified 3 or 4n a worst case laboratory trial are consideredierately harmfubr

harmiul to beneficial organisms, respectively, unless further testing undeffistdror field cond-

tions is performed showing < 50% reduction in beneficial capacity, thereby changing the alassific
tion to 2relatively harmless

Some of the most common beieedl organisms in greenhouses are (but not restricted to):
- Lacewings (e.gChrysoperla spp

- Ladybugs (e.gHarmonia axyridi$

- Parasitoid wasps (e.gphidius sppandEncarsia formospa

- Predatory mites (e.g\mblyseuis spp

- Midges (e.gAphidoktes aphidimy2a

- Pirate bugs (e.@rius spp)

Wording for the Danish labels:

If no information regarding the effects on beneficial arthropods is available:
nDet er i1 kke oplyst, om midlet er foreneligt

If information regading the effects on the most common beneficial arthropods is available:

Class 1: OMi dl et er sk-nsomt overfor popul ati
Class 2: oMidlet er relativt sk-nsomt overfor
Cl ass 3: oOMi dl et er moderat skadeligt for xxx
Class4 : oMi dl et er skadeligt for xxxx.o0
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In addition, if information regarding the effects on only some beneficial arthropods is available,
then the following sentence should be added:
OForeneligheden med anvendel se af de RBvrige n
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Annex 16- Danish requirements for groundwater metabolitesand persistent metabolitef no toxicological ca-
cern

It must be demonstrated that groundwater metabalitd®ut pesticide effeqt> 0.1eg/L and below
0.75¢g/L) and persistent metabolitésee sectioon persistendyare of no toxicological concern.

The limit of 0.75 pg/L can apply to a single metabolite or to a sum of metabolites and the active
substance with similar structure and/or toxicological profile. If other sources (e.g. other aative su
stance) also can contribute to the occurrence wiegabolite these should be counted in the sum.

Themetabolitesare not considered to be harmful to human health if they do not possess thie follo
ing properties:

1 Meet the criteria to be classified for actagicity cat. 23, carcinogenicity, germ cell mutage
icity, reproductive toxicity or specific target organ toxicity according to Regulation (EC) No
1272/2008, or

1 Are considered to potentially have endocrine disruptive properties.

The data requirementsrfthe assessment for groundwater metabolites > 0.1 pg/L and below 0.75
pg/L are listed below:

Existing data and netest information

A toxicological profile of each metabolite must be provided based on available toxicological data
including open literaturé/Nhere no specific studies on metabolites are available the profiling
should be based on readross and QSARexcept for genotoxicity and ED effects where data are
required, see below. The quality criteria from REACH should be followed according tonGaida

on information requirements and chemical safety assessment Chapter R.6 (ECHA, 2008) for the
QSAR. A conclusion on the QSAR predictions including analysis of the predictions and their reli
bility should be made.

Genotoxicity:

The metabolites should bested for their genotoxic activity by a minimum of timovitro test$’

covering gene mutations and structural and numé¥iabkrrations. The Danish Environmentab-Pr
tection Agency gives preference to an Ames test (OECD TG 471) and/iro Micronuclets test
(EFSA Scientific opinion on genotoxicity testing strategies applicable to food and feed safety a
sessment, 2011). Grouping maybe proposed which should be justified for example based on profi
ing based on (Q)SAR (se also EFSA Guidance on the esialelig of the residue definition for

dietary risk assessment, 2016). For groups of metabolites at least one representative metabolite
needs to be tested. The selection of the representative metabolite(s) should be justified.

Equivocalin vitro results cold be followed up by relevamm vivotesting. Result interpretation and
follow up test strategy should be made by reference to the Scientific Opinion on genotoxicity tes
ing strategies applicable to food and feed safety assessment (EFSA Scientific €er@fiit) and

46 Readacross and QSAR of genotoxicity and end points coveyed Yitro endocrine disruption endpoints are not
necessary.

47 In vitro studies cannot be derogatedibyivo studies unless the specific genotoxic effect is addressed for example
chromosome aberration in tirevivo micronucleus test.

48 A negative chromsomal aberration test is not considered to be sufficient to cover the numerical chromosomal abe
ration endpoint as this test is optimised for the detection of structural aberrations and may only give an indication for
numerical chromosome aberrations (O@mon genotoxicity testing Strategies, EFSA 2011).
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taking into consideration Scientific Opinion on clarification of some aspects related to genotoxicity
assessment (draft EFSA 2017).

Endocrine disrupting properties:

Each metabolite should be tested and assessed for its endocrine disrap@rges according to

level 1 and 2 in the OECD Conceptual framework for testing and assessment of endocipre disru
tors )ED)(as revised in 2012). Etaxicological data should also be included in the assessment. A
says should be documented according to DEgGidance document 211 if no standardized test
methods are available. A scientific justification is needed if metabolic systems are not included in
the assay.

Currently, nan vitro thyroid assays are included in the OECD Conceptual framework. Tleds, m
tabolites suspected to disturb the thyroid axis or metabolites of active substances with effects on the
thyroid axis are not acceptable or additional toxicity studies need to be considered chyaczese

basis but described according to OECD GD 211.

Metabolites which potentially may have ED properties determined by screening from level 1 and 2
data could be followed up by relevantvivotesting according to OECD guidance document 150
(currently under update). The outcome and further testing strateglddbe discussed with the

Danish Environmental Protection Agency.

Strateqy for repeadosein vivotoxicity testing:

The metabolites should be tested or addressed by a justified read across for their subchiienic toxic
ty. For subchronic toxicity testingn enhanced 28ay study (OECD TG 407) or a @My rat

study (OECD TG 409) are suggested. However, the choice of study must always be justified case
by-case taking into consideration the nature of the alert. In regard to potential ED propegties, rel
vantfollow-up studies should be according to OECD guidance document 150

For groups of metabolites at least one representative metabolite needs to be tested. The selection of
the representative metabolite(s) should be justified according to Guidance on grafughiemicals
(OECD 2014).

Combined toxicity:

The combined toxicity of all metabolites of no concern, according to the criteria above, should be
considered where two or more metabolites could have an effect on the same endpaint (i.e. o
gan/tissue or equalent effect seen in different organs/tissues, share a similar alert). In cage the m
tabolites are likely to share a common adverse outcome their combined concentration in ground w
ter must not exceed 0.75 pg/L.

Exceptions or metabolites which need sfiecionsiderations:

Metabolites of active substances classified or suggested to be classified as specific target-organ to
ic should be assessed on a edage&ase basis with respect to the toxicological profile of the active
substance. Leaching of metabesd of neurotoxic active substances will usually not be accepted
unless substantial data demonstrates that the metabolite is not neurotoxic. Metabolitesoar metab
lites of parents with a toxicological profile of concern not foreseen by these requirehmaritsds

S0 be assessed on a chgecase basis. The testing strategy should be discussed with the Danish
Environmental Protection Agency.
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http://www.mst.dk/NR/rdonlyres/F8172436-A8B5-4205-BCA6-029ABAF8B958/0/NorthernZoneworksharingguidance_April2013.pdf
http://www.mst.dk/NR/rdonlyres/F8172436-A8B5-4205-BCA6-029ABAF8B958/0/NorthernZoneworksharingguidance_April2013.pdf
http://www.mst.dk/NR/rdonlyres/A9A1B9EE-084E-46AA-BAE4-F0B573D4FDCC/0/DKFrameworkpesticideRAjan2013final.doc
http://www.mst.dk/NR/rdonlyres/A9A1B9EE-084E-46AA-BAE4-F0B573D4FDCC/0/DKFrameworkpesticideRAjan2013final.doc
http://www.efsa.europa.eu/en/efsajournal/doc/1438.pdf
http://mst.dk/media/mst/9038564/Birds-and-mammals-higher-tier-risk-assesment-Northern-Zone2014April-ver1-1.docx
http://mst.dk/media/mst/9038564/Birds-and-mammals-higher-tier-risk-assesment-Northern-Zone2014April-ver1-1.docx
http://mst.dk/media/mst/9038561/Bird-mammal-scenario-template_v1-1.xlsm

Summary of Danish mandatory devi

ations from the Core assessment

Northern Zone Core assessment

Denmark

Endpoints

Acute LD50 (birds and mammals) :
Geometric mean approach is accepted,
cf. EFSA (2009) section 2.4.1

Acute LD50 (birds and mammals):
Geometric mean approach isnot accep-
ed; worst case LD50 is used*

Reproductive endpoint (birds) :
Geometric mean LD50/10 is used if low-
er than NOAEL

Reproductive endpoint (birds) :
Geometric mean LD50/10 is used if low-
er than NOAEL (i.e. no deviation from
Core assessment)

* Cf. Footnote 9 in the Guidance Document on work-sharing

Summary of Danish refinement options

(NZ GD =

Northern

Zone

Gui dance

Document nPestici

Northern Zone Core assessment

Denmark

Pelleted beet
seeds

Follows EFSA GD for birds and mam-
mals risk assessment (only relevant for
birds as mammals eating pelleted beet
seeds (wood mouse) crack and discard
the pellet with most of the residue before
ingesting the seed

Sowing of pelleted sugar beet and fodder
beet seeds is carried out with special
sowing equipment that sows the seed in
the soil with a band. In this way seeds

are sown precisely at a specific depth and
at a specific distance from one another.
The Danish Environmental Protection
Agency finds that there is no exposure to
wild bird s and mammals for this use

Focal species

Whinchat Saxicola rubetra :
Focal species in cereals (BBCH 4089
and pre-harvest desiccation)

Willow warbler Phylloscopus trochilus :
Focal species in maize (BBCH 3039)

Whinchat and Willow warbler are not
considered relevant focal species in agi-
cultural fields *

For all other focal species, the Summary
Tables in chapter 6 of the NZ GD apply

Proportion of diet
(PD)

Acute risk:
No refinement of the Tier 1 diets (EFSA
2009 appendix A) is accepted

Acute risk:

The crop and growth stage specific PD
values in the NZ GD can be used; see
chapter 5 (sections
and appendices 3 & 4 in the GD

TER values must be calculated for all
relevant combinations of growth stage
and month; worst case TER is used

Long-term (reproductive) risk :

The crop and growth stage specific PD
values in the NZ GD can be used; see
chapter 5 (sections
and appendices 3 & 4 in the GD

Long-term (reproductive) risk :

The crop and growth stage specific PD
values in the NZ GD can be used (as in
the Core assessment)

TER values must be calculated for all
relevant combinations of growth stage
and month; mean RUD is used for each
focal species

Residues
(RUD)

Standard RUD values (EFSA 2009 a-
pendix F and NZ GD Table 4.1) may be
supplemented (not replaced) by residues

The assessment follows the same prin¢
ples as described for the Core asses
ment. New additional data will be evalu-
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Annex18: Abbreviations

ADI'T

AF -
AV -

BBA -

DJF-

DOC-
DTso-
DToo-
EGso-

EPPO-
ERO _
ETE-

ETO-
HARAP -
JB-

Ka -

KOC -

Kow -
LCso-
LDsol

LL HCS -
NOAEC-

NOEC/NOEL-

OECD-
PD-
PEC-

Acceptable Daily Intake, i.e. the daily amount that can be ingested durieiinaelif
without risk of aderse effects on health.

Assessment Factor, also called an uncertainty factor or saftty fa

Avoidance Factor; if a bird completely avoids the treated food, then the AV= 0 and
with no avodance AV=1.

Biologische Bundesanstalt fur hé und Forstwirtschaft (The FederaldBgical
Research Centre for Agriculture and ForestayFederal Authority and Federal
Research Centre affiliated to Germany's Federal Ministry of Food, Agriculture
and Consumer Btection).

FormerlyDanmarkslordbrugsForskningnow Det Jordbrugsvidenskabelige Fakultet
(The Faculty of Agicultural Sciences)

Dissolved Organic Carbon

Time taken for 50 per cent of thebstance to degrade/disappear.

Time taken for 90 per cent of thebstance to degrade/disappear.

Effective Concentration 50 per cent; the concentration that causes 50 péfectnt e
in a doseresponse test.

European and Mediterranean Plardt€ction Organization

Ecological Recovery Option

Estimated Theoretical Exposure; either as mg/kg bodyweight or as daily dose in
mg/kg bogweight/day.

Ecological Threshold Option

HigherTier Aquatic Risk Assessment for$Beides; international workshop 1998
Jordbundsnummer (soil typeimber)

Distribution coefficient between soil and water

Soil organic carbonwater partitioning coefficient; Kknormalised to organic carbon
content in soil.

Octanol/lipidwater partition coefficienfoctanol is used as a model lipids in
organisms or aaon in soil.
Lethal concentration 50 per cent; concentration that kills 50 per cent of test orga

isms.

Lethal dose 50 per cent; dose that kills 50 per cent of testismya
Lower Level 5th percentilef speciessensitivity

No observed adverse effect concentration; the highest dose for which no afiverse e
fects are observed. In mesocosm studies it is interpreted as the highest dose for
which no longterm adverse effects are observed. Recovehimat maximum of

four weeks is regarded as adedye.

No observed effect concentration/level; the highest dose in aeks@nse test that
is not statigtally different from the control.

Organisation for Economic Gaperation and Bvelopment

Proportion of a food type in diet (between 0 and 1)

Predicted Environmental Concentration
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PT-
RAC -
SETAC-
TER-
TG-
TOC-
TSW-
TWA -
US EPA-

Proportion of food that is found in the treated area (between 0 and 1)
Regulatory Acceptable Concentration

The Society bEnvironmental Toxicology and Chemistry
Toxicity-to-exposure ratio

Test Guideline

Total Organic Carbon

Thousaneseed weight, weight of 1000 grains/seeds (Q)

Time Weighted Average

United States Environmental Protien Agency
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