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(Legislative acts)

DIRECTIVES

DIRECTIVE 2013/39/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 12 August 2013

amending Directives 2000/60/EC and 2008/105/EC as regards priority substances in che field of

water policy

(Text with EEA relevan

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European
Union, and in particular Article 192(1) thereof, (3)

Having regard to the proposal from the European Commission,

ce)

preventive action should be taken, that environmental
damage should, as a priority, be rectified at source and
that the polluter should pay.

Treating waste water can be very costly. In order to

facilitate cheaper and more cost effective treatment, the
development of innovative water treatment technologies
could be stimulated.



Prioritization Methodology

European
Cormmisaicn

Modelling-based

Screening phase

Risk-based Ranking

Exposure scors;

Use gssessment = Tofal produchion
(Tontyear) ® Use index [0.1-1]

Hazard score

PEC calculation for water, sediment, biota
PMEC estimation for waigr, sediment,
bicta and human heafth secondary
paisoning, drinking waber

PETscore( 3+CMRscore(3+EDscare(1) l'

Matrix-based selection, after

combining exposure and hazard score

RQ calculation for each recaptar

J

Ranking based on highest RQ

Initial list of
substances

Previous exercise: -
pricritised or ranked highly (Tabled.1)

Re-evaluate PECIMEC, #MS |

Monitoring-based

Exposure

o Minimum requirements

+ Quality criteria

1. Presence of aither LOD or
LG

2. LODvor LOG = %87 percentile

3, LODor LOQ < PNEG

4, Approprigte fraction analysed

" Representativity criteria

1, Monibored 10 &t least 4
countries  with at least 1
station each

Hazard Ranking
PNEC deivation for [ Colouse
FoR " enpoa U edem
different water

PNEC Score for separate
fractions, sediment, - fractions (water, sed,

biota, drinking water - biota|= .
{Data gathering from Fpanalsmpert
DB, official reports, Ranking based on
e} higher score

Jont

ranked

Substance
dossiers

EQS derivation

PRIORITIZATION
DECISION

Final list of substances highly




station par WBType

Database content (EU commission)

A RW (16066
VW (867

- Data 2000-2008
- Surface water
- 26 Member States + CH and NO
- 19 613 stations
- 5 water body types
- 545 387 sampling

- 14 567 816 analysis

- 1 168 substances

. . By, 4
Source: GIS layer : Official WFD Districts g

Data collection on priority substances : Monitoring stations reported



Substances

Quinoxifen

«Dioxins»

Aclonifen
Bifenox
Cibutrina

(irgarol)
Cipermetrina

SQA-MA

Ha/L
(inland

waters)
1,3x103

6,5 x 104

0,15

0,12

0,012

0,0025

8x10°

SQA-MA
Ha/L
(other
surface
waters)
3,2x 10~

1,3x10+*

0,015

0,012

0,0012

0,0025

8x10°6

SQAMAC

Ha/L
(inland

waters)

Nonappl.

36

2,7

Nonappl.

0,12

0,04

0,016

6x104

SQAMAC

Ha/L

Nonappl
7,2

0,54
Nonappl

0,012

0,004

0,016

6x10°

SQA-biota

(Ho/kg
(other surface fresh weight)

waters)

33

0,008 TEQ



Biota EQS (directive 2013/39/UE)

BDEs

Fluoranthene
Hexachlorobenzene
Hexachlorobutadiene
Mercury

Benzo(a)pyrene

Dicofol

PFOS

Dioxins and dioxin-like PCBs

Hexabromocyclododecane

Heptachlor (epoxide)

0.0085 pug/kg

30 pg/kg

10 ug/kg

55 pg/kg

20 pg/kg

5 ug/kg

33 ug/kg

9.1 ug/kg

0.0065 pg/kg TEQ

167 ug/kg
0.0067 pg/kg




Mandate Task 3
Expert Group CMEP
Chemical Monitoring

and Emerging Pollutants
(2010)

Action 1 Action 2

Chemical monitoring:
tandardization ,quality assurance,
ield trials, refer. materials

Emerging pollutants:
Effect Based monitoring tools

Deliverable 3.1D Deliverable 3.1 E Deliverable 3.2 A

Report on the results Status report on lab. Sfuemmn;?riynrepglrltustgrr]]tlsn(\)/r?sglgatlon
of regular collaborative ntercomparisons, uropea?n gp

omparisons eference materials and other tools or river-basin specific level

ith Member States Laboratories of quality control Responsible: NN)

Responsible: NN) ible: :

Deliverable 3.1 F

Deliverable 3.1 C Deliverable 3.2 B

Summary reports on EU-wide
nformation

about levels and occurrences
pf emerging pollutants
Responsible: NN)

Progress Report on Mandate M 424
on standardization for existing

madl 0TIty
substances and new standardization

ase studies on implementation
pf Commission Directive 2009/90/EC

Responsible: NN)

Deliverable 3.1 B Deliverable 3.1 A_COMPLETED Deliverable 3.2 C

: : echnical reports on the use
Case studies on compliance C : .
hecking Flnallzat_lon of gu_ldqnce document of aIFern_atlve effect-based
’ on chemical monitoring onitoring tools

of sediment and biota biomarker, bioassays)
Responsible: NN) Responsible: NN)

ncluding statistical methods
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COMMISSION IMPLEMENTING DECISION (EU) ZUISHQE
of 20 March 2015

establishing a watch list of substances for Union-wide monitoring in the field of water policy
pursuant to Directive 2008/105/EC of the European Parliament and of the Council

(notified under document C(2015) 1756)

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European Union,

Having regard to Directive 1008]1{])[FC of the European Parliament and of the Council of 16 December 2008
environmental quality standards in the field of water policy, amending and subsequently repealing Council Direct
82/176/EEC, 83[513EEC, 84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive 2000/60/EC of the Europ
Parliament and of the Council (), and in particular Article 8b(5) thereof,
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1st Watch List substances

17 - Alpha -ethinylestradiol (EE2 ) (contraceptive pill ingredient)

17 -Beta -estradiol (E2) (natural hormone/pharmaceutical), to be
monitored with  Estrone (E1)

Diclofenac (painkiller)

2,6 -ditert -butyl -4-methylphenol (industrial chemical -antioxidant)
2-Ethylhexyl 4 -methoxycinnamate  (uv filter sunscreen)

Macrolide antibiotics  (Erythromycin , Clarithromycin, Azithromycin)
Methiocarb (plant protection product)

Neonicotinoid pesticides (Imidacloprid, Thiacloprid,
Thiamethoxam, Clothianidin, Acetamiprid) (plant protection
products/biocides)

Oxadiazon (plant protection product)

10. Tri-allate (plant protection product)

10




Clarithromycin-reasons for watch-list inclusion

2. Reason for proposal as candidate for the Watch list and suspected environmental risk
Clarithromycin, a semisynthetic macrolide antibiotic derived from erythromycin, inhibits bacterial
protein synthesis by binding to the bacterial 508 ribosomal subunit. Binding inhibits peptidyl transferase
activity and interferes with amino acid translocation during the translation and protein assembly

process’,

Clarithromycin has been classified as Category 2 according to the NORMAN Prioritisation Methodology?,
with a frequency of exceedance of 15% and an extent of exceedance of 2.33-fold of the lowest PNECY,
considering monitoring data from 2002-2011in the NORMAN database®,

A significant ecotoxicological risk due to the presence of clarithromycin in freated waste water in EL was
estimated from acute and chronic toxicity data in algae % In addition, a risk indicator considered adverse
to ecosystems was calculated for clarithromyein ° considering the presence of this substance in the
Llobregat river in ES®, Furthermore, clarithromycin was considered to pose a potential risk to the

environment considering the predicted exposure in Turkey 7,




PNEC Clarithromycin

7.3 PNEC derivation

PNEC Endpoint Endpoint value PNEC value

Anabaena flos-aquae, 72

PNECsw — 2.6 pg/L 0.13 pg/L3

PNEC.os 0.0012 mg/ke
dwt

PNECuiota,sec pois - Info missing

0.012 mg/kg
food ©

PNECgiota, hi 0.0002 mg/kg bw/day

4 The PNEC value was retrieved from the UBA factsheet?? on the substance. The additional AF of 2 was used because
the toxic metabolite 14-Hydroxy-Claritromycin occur up to about 50% in surface water and is equivalent toxic.

b Calculated using the equilibrium partitioning method. The following values were used: Ksed-water= 4.55 m*m-?
(calculated with eq. D of section 3.3.2), RHOsq= 1300 kg m-3 (default value). Fsolidseq= 0.2 (default value), RHOsid=
2500 kg m-3 (default value), Kps=a= 7.5 L/kg (calculated, Koc X Focsea). Koc= 150 L/kg (from PubChem?), Focseq= 0.05 kg
kg-1 (default value). Conversion from wet weight to dry weight was done with eq. B (see section 3.3.2).

cADI value retrieved from Leung et al., 2013 (see reference 25) used in equation E as TL. See section 3.3.4 for
calculation

@ ADI value used in equation F as TLan. See section 3.3.5 for calculation




Reporting Year 2 WL1

Reporting Year 1 WL1

European

Commission
I

Reporting Year 3 WL1

)\

Reporting Year 1 WL2
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Year 1 WL 1

Year 2 WL 1

Year 3 WL 1

Year 1 WL2

R — —

Year 1 WL3 Year 2 WL3

2015

2016

2017

| | 2018

ZOJE\ 2020

1st WL Decision

May 2018:
adoption of
2nd WL Decision

N\

2019 : adoption
of
3rd WL Decision

4th and last
year of
monitoring for
substances
from WL1




Update of the 15t watch list

A 2-step process :

A Reviewing the substances in the 1st WL to assess
whether substances can be removed (substances having
sufficient high-quality monitoring data)

A Identifying new substances (substances posing a
potential risk at EU level but for which the monitoring
data doesn't allow to confirm the risk)



Review of the substances from the first
watch list-Decision 5/06/2018

Analysis of the 1st year of monitoring data for the 1st WL
performed by the JRC, in consultation with the WG
Chemicals.

|dentification of the following substances to be removed from
the list because they have sufficient high-quality data :
Diclofenac, antioxidant, triallate, oxadiazon.

Retention of EE2, E2, E1, macrolide antibiotics, methiocarb,
neonicotinoids.



New substances-Watch List
Decision 5/06/2018

Metaflumizone, former veterinary medicine, currently used as
a PPP, identified based on results of last prioritisation

Amoxicillin and Ciprofloxacin, antibiotics, based on
research projects on ecotoxicological effects and taking
account of the revised European Antimicrobial Resistance
(AMR) Action Plan , which supports the use of the WL to
"Improve knowledge of the occurrence and spread of
antimicrobials in the environment". Also some indications of
possible risk (respectively some monitored exceedances /
modelled exceedances).
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