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1. Is the VMP exempt from the

Phase I Decision Tree

2. Is the VMP a natural substance,

need for an ELA by legislation Ho P the use of which will not alter the
and/or regulation? concentration or distribution of the
\ ‘,Y:/",/ substance in the environmem?
sToP | Ng
4. 1s the VMP intended for use in a ¢
minor speeies that is reared and Ly No 3. Will the VMP be used only in
treated similarly to a major species ket non-feod antmals?
for which an E1A already exists? -
No \
s5TOP
Yes
/ Yes
e’ - /
Y WAL the WIAL hie Msad 1o No 6. Is the VMP extensively
treat a small numbcer of ‘

animals in a flock or herd?

AQUATIC ————— 7. Is the YMP used to treat
aquatic or terrestrial species?

|
8. Is entry into the aguatic
cnvironment prevented by disposal
of the aquatic waste matrix?
i N{?

v

9. Are aquatic species

metabolized in the treated animal?

a

\

» TERRESTRIAL

.

Yes 14, 1s entry to the terrestrial
» STOP -(— environment prevented through disposal
of the terrestrial waste matrix”

§

15. Are animals reared

reared in a confined facility? it
on pasture”? Yes
Mg Yes \‘
16. Is the VM
I an ecto- and/o
Yes 1), Is the VMP an ecto- No endoparasitici
andfor endoparasiticide?
i No Nao Yi
11. s the environmental 17. Is the predicted
introduction concentration Yes environmental concentration
(EIC, i} of the VMP ‘—_“_““”STOP € fthe VMP in soil (PEC..0)
released from agquaculture A < 100 peke 1 No
facilities < 1 pg/L? | Yes e
Yes | 18, Do any mitigations
) ' exist that alter the PECsoil?
No 13. Is recalculated 1
. Yes
EIC yuaic < 1 ng/L?
Yes /' Mo I 19, 15 recaleulated
: 12. Do data or mitigations I PECsoil < 100 ue/ke? o
| exist that alter the EIC g7 v ”
| ; No
i No | Phase 11
| * Tailored to address o Y
¥ issues of concern
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Decision tree/Flow diagram for VM Ps used for intensively-reared animal systems

Physical-Chemical Studies
| - UV/VIS absorption spectra
- Melting point/Melting range
- Water solubility
Iz Km\' ;
- Dissociation constant in water
- Vapour pressure {calculation)

Environmental Fate Studies

- Biodegradation in soil
- K_uf](_,ﬁ_ af zoil

- Photalysis (optional)
- Hydrolysis {optional )

Envirenmental Effect Studies

Terrestrial

= Hitrogen transformation®

- Terrestrial plants growth

- Earthworm subacute/reproduction
Agquatic

- Algae growih inhibition

= Dapfiria immobilization 11
- Fish acute toxicity

l

f

| Caleulate the PECs, .,y and compare the PECs with each PNEC, caleulate RQs for all taxonomic levels tested.
| 1fall RQs are <1 and other criteria are met®, STOP. 1f not, consider PEC refinement

|

Refine PEC,

imitia]

for compartment(s) of concer and recalculate RO using PEC .
Ifall R(}s are =1 and other criteria are met®, STOP.
IF not, do additional testing from lists below only for the relevant species below.,

* RO from PEC,,, __spe TOT
aquatic invertebrate > 1.
Consider

])E(-‘suclim;m /PNE '('.mr-luun..
IfRQ = 1, do sediment
study

Environmental effect studies

Terrestrial

- Mitrogen ransformation test (100 days)

= Terrestnial plants growth test (more species)
Aqguatic

= Daphmia reproduction

- Fish early-life stage

- Algal growth inhibition
(wse NOEC of Tier A test)

Environmental effect
studies

1

* LogKow = 4, and
following consideration
given in Section 3.2.2

l

Environmental fate studies

= Bioconeentration in fish

l

Freshwater
-Sediment invertebrate
species toxicity

>

Ifall RQs is now <1 and other criteria are met STOP.

If not, seek regulatory guidance for further studies or
risk management options

IFBCF<1000 STOP

IF= 1000 seck
regulatory guidance
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Decision tree/Flow diagram for VMPs used for pasture animals

Physical-Chemical Studies Environmental Fate Studies

= UVIVIS absorption spectra

- Meli somnt/Melting range P 5

\1@21{@ ;;(3 nt/Melting range KK, of soil

- Water solubuity Nl .

K - Photolysis {optional}
o . - Hydrolysis (optional}

- Dissociation constant in water ~ <

- Vapour pressure {caleulation)

- Biodegradation in soil

Dung fly and beetle tests - for
endo/ectoparasiticides only

Environmental Effect Studies

Terrestrial

~ Nitrogen transformation®

- Terrestrial plants growth

- Earthworm subacute/reproduction

Aguatic

- Algae growth inhibition
- Daphnia immobilization
~ Fish acute toxicity

'

Caleulate PECs, ., and compare the PECs with each PNEC, caleulate RQs for all taxonomic levels tested.

Ifall RQs are <1 und all other eriteria are met™, STOP. If not, consider PEC refinement

h 4

IFRQ =1 for one or more taxonomic levels | refine PEC | for compartment(s) of concern and
recalondate RQ wsing PEC g 1 all RQs are nosw <1 and all other are eriteria met*, STOP

I non, do additional testing from lists below only for the relevant species.

For effeets on dung insects seek regulatory guidance.

¥ RQ from PEC, | 00 To
aguatic invertehrate » 1.
Consider:

PEC st PNEC s dimem
IRQ 2 1, do sediment test

k4

Environmental effect
studies

Freshwater

- Sediment invertebrate
Spreies toNigity

Environmental effect studies

Terrestrial
- Nitrogen transformation test (100 days)
- Terrestrial plants growth test {more species)
Aquatic
- Daphnia reproduction
« Fish carlwlife stage
- Algal growth inhibition
{use NOEC of Tier A test)

* LogKow = 4, and
following consideration
given in Section 3.2.2

!

Environmental fate studies

- Bioconcenzation in fish

y

If all RQs are <1and other criteria are met STOP.
If not, seek regulatory guidance for further studies
or risk management options

I BCF<1000 STOP

121000 scek regulatary
guidance
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‘»\‘:E,":"\zr“ a Stichting
L e =z : -
Geofox- '; Kennlsoverdracht ~
Lexmond
Therapeutic group Active substance Fattening pigs sows and piglets
2004 2005 2004 2005
Penicillines Benzylpemcillin 0.29 030 093 0,77
Ampicillin 0,12 0,12 0.85 0,80
Amoxicillin 0.04 0,01 1.63 327
Total 0,45 0,43 341 4,34
Cephalosporines Cefquinome 0 0 0.01 0.02
Ceftiofur 0 0 0.01 0.02
Total 0 0 0,02 0,04
Macrolides Tilmicosin 0.09 0,03 0,27 0.56
Tylosin 0.55 1.12 0.25 0.17
Tulathromycine - 0.01 - 0.05
Total 0.64 1.16 0,52 0,78
Quunolones Flumequine 0 0 0,19 0.28
Enrofloxacin 0.01 0,01 0,02 0,04
Total 0,01 0,01 0,21 0,32
Sulphonamides Tmp-sulfadiazine 0.63 1.09 477 2.13
and trimethoprim Tmp-sulfadoxine 0 0 0.16 0.07
Tmp-sulfamethoxazole 0.38 0.56 3,97 438
Total 1.01 165 8.90 6,58
Tetracyclines Doxveycline 5.33 5.00 2.32 3.72
Oxytetracycline 492 534 577 573
Total 10,25 10,34 8.00 9.45
Aminoglycosides Gentamicin 0.02 0,03 0.08 0.11
Neomycin 0 0 0 0,02
Total 0,02 0,03 0,08 0.13
Combimations Lincomycin-spectinomycin 0.02 0.01 0,52 0.58
Amoxicallin-colistin 0.06 0.01 0.16 0.15
Neomycin-benzylpenicillin 0.01 0,02 0.07 0,07
Dihydrostreptomycin-nezylpen-nafcilline 0 0.21 0 011
Dihydrostreptomycin-benzylpenicillin 0.33 0.20 0.99 0.62
Total 0.42 0,24 1.74 142
Others Tiamulin 0 0 0,02 0.00
Colistin 0.05 0.08 1.48 2.33
Florfenicol 0.02 0,01 0,02 0.01
Total 0,07 0,00 152 2.34
Total 12.87 14.39 24,48 26,01
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Lexmond
Aminoglycosides Neomvcin 0.46 2,55
Combinations Lincomycin-spectinomycin 0,04 0,17
Total 19,10 1981
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Tabel 5.1 Acute toxiciteit van bodemorganismen
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