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Abbreviations

API Active pharmaceutical ingredients

BAT Best available techniques

BPR Biocidal Products Regulation ( Regulation 528/2012 )
CMR Carcinogens, mutagens and reprotoxic substances

CSA Chemical safety assessment

ECHA European Chemical Agency

ELT End of life tyres

EMA European Medicines Agency

EPR Extended Producer Responsibility

EQSD Environmental Quality Standards Directive (Directive 2008/105)
EQS Environmental Quality Standards

ERA Environmental Risk Assessment

IED Industrial Emissions Directive (Directive 2010/75)

IPM Integrated Pest Management

JRC European Commission  Joint Research Centre

MBI Market -based instruments

MPD Medicinal Products D irective ( Directive 2004/27)
NAPs National Action Plans

NSAID Nonsteroidal anti  -inflammatory drug

OECD Organisation for Economic Cooperation and Development
PBT Persistent, bioaccumulative and toxic substances

PRO Producer responsibility organisation

SDS Safety data sheet

SVHC Substances of Very High Concern
SWL Surface water Watch List

REACH Registration, Evaluation, Authorisation and Restriction of Chemicals
Regulation (Regulation 1907/2006)

TLR Tyre Labelling Regulation (  Regulation 1222/2009)
TFEU Treaty on the Functioning of the European Union

TRWP Tyre and road wear particles

TWP Tyre wear particles

UWWTD Urban Waste Water Treatment Directive (Directive 91/27)
vPvB Very persistent and very bioaccumulative substances

WFD Water Framework Directive (Directive 2000/60)
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Terms and definitions

Active  pharmaceutical ingredients: Refers to the biologically active component or
active ingredient of a pharmaceutical product. Medicinal products are usually composed of

two core components: the active pharmaceutical ingredient, which is the primary
ingredient or substance responsible for the activity of a medicine and all other ingredients,

commonly referred to as excipients . Excipients are chemically inactive ingredients e.g.

lactose or mineral oil. In the case of a pharmaceutical product such as a pill or capsule
intended to treat headac  hes, acetaminophen is the active ingredient, while the liquid in the
gel -capsule is the excipient.

Communication: A policy document with no mandatory authority or no legal effect. The
Commission takes the initiative of publishing a Communication when it w ishes to set out
its own thinking on a topical issue.

Decision: A decision is binding on those to whom it is addressed (e.g. an EU country or
an individual company) and is directly applicable.

Directives:  Are b inding on the Member States to which they are addressed in respect o
the result to be achieved, however, allows national authorities to decide on the specific
form and methods  used to fulfil various requirements . Assuch, d irectives should, as far as
possible, be general in nature and cover the objectives, periods of validity and essential
requirements, while technicalities and details are usually left to Member States to
determine . Subsequent 'daughter' dir ectives can then adopted with specific rules for
individual products, sectors etc.

Economic instruments: Refers to economic or market -based tools that affect the cost or

f

price in the market; in order words , aims to serve as economic signals or incentives .

Examples of mark et-based instruments include taxes, charges, fees, fines, penalties,
liability and compensation schemes, subsidies and incentives, deposit -refund systems,
labelling schemes and tradable permit schemes.

Education and information: Refers to policy instrumen ts such as information and
publicity campaigns, training, guidelines, disclosure requirements, the introduction of
standardised testing or rating systems that aim to contribute to meeting EU objectives by

ensuring that citizens, consumers and producers are better informed.

Placement on the market: Refers to making a product available for the first time on the
Community market with a view to its distribution or use within the Community, whether
for reward or free of charge and irrespective of the selling technique.

Polluter - pays principle: The polluter -pays principle issetout under Article 191(2 )under
the EU Treaty and is very generally defined as the practice under which the polluter should
pay for environmental damage. Several types of policy instruments can be used to

implement t he polluter -pays principle , notably command and control measures  e.g.

licensing procedures, prohibitions, emission limit values , market -based instruments e.g.
subsidies, certificates, tax alleviations andvoluntaryapp roaches or 6soft | awbd
agreements, labelling, etc.

Precautionary principle: The Precautionary principle is laid out under EU Treaty Article
191.2, which allows regulatory action to be taken even if a risk has not been established

with full certainty. For example, t he precautionary principle is applied to manage risk in
cases of scientific uncertainty.

Proportionality principle : Action at Union level should not go beyond what is necessary

to achieve a certain objective. Proportionality i s about matching the policy intervention to

the size and nature of the identified problem and its EU (subsidiarity) dimension in

particular .

Regulations: Directly applicable in all Member States and binding in their entirety.
Regulations are used most com monly where it is important to achieve a uniform
implementation of a policy intervention such as in the internal market or the governance

of mergers
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1. Objectives and scope

1.1 Study objectives

The overall objective of the study is to analyse the feasibility of applying an extended
producer responsibility (EPR) scheme on products that release micropollutants and
microplastics into the aquatic environment during their life cycle.

The study aims to identify th e most effective approach T both in terms of practical
feasibility and legislative applicability i for applying an EPR scheme to products releasing
micropollutants and microplastics into the aquatic environment. Results of the study

present the main advant  ages and disadvantages of a potential EPR approach, applicability

of an EU regulatory framework and options for the way forward, with the overall aim of
enhancing on -going and future stakeholder discussions. The study is organised around the

four following  modules, specific objectives and guiding questions:

MODULES OBJECTIVES KEY GUIDING QUESTIONS

4 . . . ™

Module 1: Relevance ngr\{lew of current situation and

of EPR main impacts, relevance of EPR at

EU level. )
[ A t of EU regulat A
. . ssessment o regulatory

Modulg 2: J_D.pphcable framework to identify most effective

EU legislation ti for EPR
\ options ror * y At what level

and when

- -

Module 3: Targeted stakeholder consultation to A How can S"EE'tdaﬁgt,',';“s

Stakeholder identify main arguments for and Pmdu_i:?lr_tv

H i responsibill

| Perspectives on EPR against an EPR approach. be fairly
, ~ attributed?

Module 4: Communication documents aimed at

Communication policy makers, conveying overall
L documents narrative supporting EPR. )

1.2 Module 2 objectives and report contents

The objective of Module 2 is to assess relevant EU legislation with a view to determining
the most effective way to implement EPR schemes for products emitting pollutants into the
aquatic environment. The Module 2 report is structured as follows:

1 Part | summarises the objectives, scope and methodology
1 Partll evaluates applicab le cross -cutting EU legislation

Part Il evaluates applicable product -specific EU le gislation
1 Part IV assesses the possi  ble options for the way forward

1 Annex provides supporting technical information and list of references
1.3 Scope
The study covers potentially hazardous micropollutants and secondary microplastics

that are released diffusel y into the aquatic environment by products during their life -
cycle ( Figure 1). The study focuses specifically on nonpoint or diffuse emission sources (as

opposed to point or non  -diffuse emission sources) i.e. substances that do not have a
precise discharge point and are released from different emissions sources and entry
pathways. The study defines micropollutants and secondary microplastics as follows:
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1 Micropolluants are small, persistent and biologically active substances that are found
in water bodies in low concentra tions and which can have detrimental effects on
humans, the environment or drinking water supplies.

1 Secondary microplastics are small plastic parts found in the aquatic environment
with a diameter of less than 5mm that are formed and released via abrasion or
weathering of larger plastic part icles, products or debris (ECHA, 2018).

Figure 1: Study scope

Potentially hazardous The study assesses the following
substances for humans, Small plastic parts product categories:

the environment or with a diameter of

drinking water supplies. PR— 1 Pharmaceuticals : Human

medicinal products

Present in water bodies through the release T Pesticides : Plant protection

i from products (directly or indirectly) in a products (agriculture)
diffuse way. f Biocides : Antibacterial
i products (human hygiene)
v EMISSION SOURCES v 1 Texties : Clothing

. Pesticides (products) . .

- Pharmaceuticals * Textiles T Tyres - Cartyres

- Biocides * Tyres

13.1 Product categories assessed

The approach for the selection of product categories considered the following factors:

(1) Evidence that the substance has been detected in E
frequency, concentration and occurrence;
(2) Representativeness of the key manufacturing/ product sectors concerned;

(3) Relevance of the product/product category with regards to the water industry and
protection of human health and the environment i.e. substances which are technically
difficult or costly to remove during drinking water/ waste water treatment; and

(4) Substances that can potentially pollute water sources (drinking water) and
characterised by properties that can cause detrimental environmental and health
effects if left untreated in aquatic environments.

1.3.2 EU legislation  and policy options assessed

In order to tack le the full scale of the micropolluants and microplastics problem in Europe,

which is characterised by the diverse range of product categories concerned and different

life -cycle stages, it is necessary to investigate regulatory opti ons at EU level that cov  er
both horizontal and product -specific approaches ( Figure 2):

9 Horizontal legislation : Applies to several or all products, substances and/ or life -
cycle stages (substance approval, marketing authorisation, manufacturing,
consumption, monitoring, and end -of - life).

9 Product -specific legislation : Lays out provisions specific to particular substances/
product groups.

EU legislation assessed for each productcat egoryw as selected based on possible legislative
changes that could further contribute to reducing the release of potentially hazardous
substances (at source) as well as potential areas where EPR could be applied to cover water
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treatment costs ( see Table 1 and Figure 2).

Based on the findings of the legislative assessment, four policy options  were identified and
analysed in further detail in regard to the extent that they contribute to meeting the
following objectives :

1 (1) Reducing and/ or avoiding the release of micropollutants and microplastics at source
from the product categories assessed into the aquatic environment; an d/or
1 (2) Financing the costs of additional treatment (both drinking water and waste water

treatment costs)

and related mitigation measures by water operators, or other

mitigation measures in the downstream supply chain.

In light of the above, t

1 Option A: Voluntary control
1 Option B: Mandatory control
1 Option C: Mandatory control

I Option D: Mandatory ~ EPR measures

-at-source & post -marketing measures (incl
-at-source measures
-at-source & post -marketing measures (incl

he four policy options assessed include:

uding EPR)

uding EPR)

Table 1: Summary of most relevant EU legislation assessed

ALL PRODUCT GROUPS

9 REACH Regulation 1907/2006 (REACH)
9 Water Framework Directive 2000/60
(WFD) :
o0 Environmental Quality Standards
Directive 2008/105 (EQSD)
o Groundwater Directive 2006/118
1 Drinking Water Directive 98/83

PHARMACEUTICALS

1 Directive 2001/83 on medicinal
products for human use and Directive
2001/82 on veterinary medicinal
products

PESTICIDES

9 Plant Protection Products Regulation
1107/2009 (PPP Regulation )

BIOCIDES

1 Biocidal Products Regulation 528/2012 (BPR)

TEXTILES

9 Textile Labelling Regulation 1007/2011

9 Ecodesign Directive 2009/125

9 Industrial Emissions Directive 2010/75
(IED)

9 Urban Waste Water T reatment Directive
91/271 (UWWTD)

9 Waste Framework Directive 2008/98

1 Regulation 726/2004 on authorisation and
supervision of medicinal products for
human and veterinary use

q Sustainable Use of Pesticides Directive
2009/128

TYRES

9 End-of-life Vehicles Directive 2000/53
1 Tyre Labelling Regulation 1222/2009

9 General Safety Tyres Regulation 661/2009

10
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Figure 2: Applicable EU legislation to address substance emissions

EU TREATY ARTICLE 191.2%*

Preamble 11, 44: Precautionary principle ™| Preamble 11, 38, Article 9: Polluter pays principle, cost recovery

Water
Framework

Directive
2000/60

Environmental quality standards,
threshold values, substance watch
list

Environmental Quality

Article 16: Strategies to address water pollution » Standards Directive 2008/105

Groundwater Directive Ground water quality standards,
2006/118 threshold walues, substance watch

list

Article 17: Strategies on groundwater pollution =

REACH Registration, evaluation,
- authorisation and restriction of . . .
Regulation :
1'33?;‘2(:(:6 chemicals to protect human health ‘ Microplastics Micropollutants
- and the environment . ;
Industrial BAT and emission limit il - Textile Labelling @l ° Directive 2001/83 on human medicinal products
Emissions requirements on manufacturing . Regulation Bl * Directive 2001/82 on veterinary medicinal products
- = ; ; /2 : . _ . .. -
Directive DFOCESSES){“WdUd”"‘Q waste water : égogt;lo—lblel il - Regulation 726/2004 on authorisation and supervision of
2010/75 treatment * ELE : P te E o = - - -
/ : Regulation 66/2010 : medicinal products for human and veterinary use
= :
Waste - Mandatory EPR for certain waste| =
| H
Framework strgams = . i . . .
Ter » Guidance on EPR = = Tyre Labelling i = Sustainable Use of Pesticides Directive 2009/128
2008/98 - Waste hierarchy and polluter- : Regulation Bl - Plant Protection Product Regulation 110
- pays principles " 1222/2009
LI - General Safety :
| R ~ .
i Regulation 661/2009
wasLIl:Lb:JIEIIter Reguirements on waste water : . Erlg-of-life Vvehicles i _
discharges from households and - Directive 2 . = Biocidal Products Regulation 528/2012
treatment - ! i Jirective 2000752
Di - certain industries (collection, L]
irecive treatment) "
'331,!'2?1 EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEESR

PRODUCT-SPECIFIC LEGISLATION

*In accordance with EU Treaty Article 191(2), EU environmental policy should be based on four main principles: Precautionary principle, Prevention principle, Rectification
at source principle and Poffuter pays principle.
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2.

Methodology

The key components of the

chapter .

methodology
EU legislation for the selected product categories

used for the assessment of applicable
are described in the following

2.1

The legislative assessments carried out for each of the five product groups

|l

Assessment of

EU legislation

focuses on:

The most relevant legislative provisions in the context of addressing micropollutants

and microplastics emissions and the imple
Possible amendments in existing legislation and areas where EPR could be applied

mentation of EPR

in

regards to ensuring that additional treatment costs are covered by producers and

complementary

measures

to reduce/ prevent

emissions (Figure 3 and Figure 4)

Identification of the most relevant regulatory basis for the EPR scheme

potential obstacles and success factors

Product-based

[
=
n
(T8

o

1
o

C
w

Figure 3: Pros and Cons

FINANCIAL TOOLS

Producer fees (end-of

life costs):

% Variable: weight-based

% Fixed: unit-based

% Modulated: based on
specific design features

Bonus-malus:

% Incentive for low-
emission products
(bonus)

< Fee for high-emission
products (malus)

Subsidy for improved

water treatment:

< Investments and
research in advanced
treatments

Emissions charge:

< Paid by those who
discharge pollutants
into urban wastewater
system before treated
by WWTPs

of different

ADVANTAGES o

+ Respects polluter-pays

“ Recovers full end-of-life
costs

+ Potential savings in health
care costs

« Incentives for better design

< Incentive to purchase low-
emission products

% Revenue-neutral for the
government

< Important price signal

< Subsidies could encourage
uptake and reward the use
of best available
technologies

4 An effluent charge puts a
price on using the
environment as a sink

% Can reduce consumption
and input of pollutants

financi ng tools used for

micropolluants and microplastics

including

EPR!

DISADVANTAGES wm

< Reduces incentives for
eco-design in the case of
collective responsibility

< Increases free-riding if
control and enforcement
systems are weak

“ Supports high-income
households; disfavours low
income households

% Potential consequences of
the rebound effect

+ Potential unfair distribution
of costs

4 Does not apply the
polluter-pays principle

< Does not take into account
polluter-pays or life-cycle
approach

< Does not gquarantee
emissions are restricted to
a defined cap

1 See Module 1 report for specific case study examples of EPR schemes that apply some of these financial tools.

12
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‘--- CHALLEMNGES ---+

Figure 4: Policy tools on diffuse water pollution

Control-at-source Post-marketing

............................... sEssssEssEsEEEE

Water quality standards
Emission limit values .
Authorisation &

Application/ use conditions
Wastewater guality
standards

rgstrictinns * Best available technologies
Risk assessment (BAT)

Mitigation measures

£
7]
i
=
3
=
7]
1 4

Data collection, .
information and
reporting requirements

Monitoring & surveillance
* Product labelling,
awareness-raising,
guidance, training

e.g. publically available,
origin of product,
imports, sourcing

Information

o ) )
o * Fee reduction/ exemption * Fee reduction/ exemption
=z (ecodesign criteria, (BAT, best practices)
= substitutes) * Advanced disposal fee
3 * Substance/ product * Remedial/ clean-up costs
— charges
2 .
Tools used to implement EPR
.‘ .....................................................................

Figure 5: EPR implementation: overview of challenges and solutions

SOLUTIONS

R < Producer registration system e.g. volume and shares placed on the
Identification of market

producers % Innovative/cost-effective technologies for data collection & monitoring

Fair & transparent % Estimation of pollution and subsequent treatment costs e.g. via costs-
distribution of EPR benefits analysis, estimates based on existing practices
ST < Traceability systems allowing for designation of responsibility

% Harmonised monitoring and reporting requirements, recognition of
Monitoring and best practices
enforcement % Financial & technical supportfor local authorities

« Introduction (or threat) of legislative measures

+ Information & awareness campaigns

+ Stakeholder engagement: participation in legislative decision-making
process

Stakeholder
acceptance and
resistance

#% Take into account sector, economic, geographical and local
Existence of free- specificities, including proportionality of producer responsibility
riders < Improve monitoring and enforcement systems

% Information & awareness campaigns
% Financial mechanisms/ price signals that incentivise most
environmentally friendly products

Increased product
prices

13
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2.2 Assessment of policy options

The aim of the assessment of overall effectiveness of the policy options  (and associated

specific measures) is to determine the extent that they contribute to meeting the following
two key objectives: (1) R educing and/or avoiding the release of micropollutants and (2)

microplastics and covering th e costs of addit ional treatment

The final selection of options assessed are ba sed on an analytical framework, which was
developed to account for several assessment criteria. A simplified numeric scoring system
(1 = lowest 2 = medium 3 = highest) was developed with the aim of comparing the overall
effectiveness of the different options. The scoring system incorporates a weighted
average of the individual parameters assessed. It should be noted that the weighting of
the diff erent assessment parameters was based on expertju dgement of the project team,
which were established with the overall aim of reflecting the key priorities and most

relevant parameters for the water sector.

Finally, SWOT (strengths, weaknesses, opportunities, threats) analyses was also carried
out to provide further insights on the overall feasibility of each of the options.

The comparative analysis of the legislation assessed was carried at two levels T for (1)
Regulatory clarity and (2) Overall effectiveness. The two param eters assessed include the
following assessment  criteria and associated weighting for the final assessment of the
options as summarised in the following table (see section 11.2).

Table 2: Criteria and framework for assessment of policy options

Regulatory clarity : ANALYTICAL FRAMEWORK: Assessment of policy options

1 Identification and designation [  EGISLATION ASSESSED ]
of producer responsibility I

(financial and physical)
applying EPR/ polluter -pays ) .

principles [ Legislative basis for EPR
f Coherence and synergies with _for each product category
other EU legislation

|‘-

Policy options: A, B, C, D

|/ Implementation (30%) \|

End-of-lifefadditional
| treatment (20%) |

Overall effectiveness

Implementation approach
Timeframe

EOL/ treatment costs
Life -cycle approach
Stakeholder support
Product coverage

| Timeframe (20%) |

| Life-cycle approach (15%) |

=A =4 =8 -8 -8

| Stakeholder support (10%) |

{ Product coverage (5%) /|

14



Figure 6: Full life -cycle approach to reduce emission of water pollutants

® Occurrence/ release in water cycle
REACH ®
. _ Guidance/information Water Framework Waste Framework
. Subsi_:ar!ce registration @ Harketing Directive Directive
authorisation

Authorisation &
restriction

» Restriction and

authorisation Product-specific legisiation - EQS Directive Waste hierarchy
Chemical safety risk Product-specific legislation Groundwater Directive Collecl'.clontand .
assessment recycling targets
» EPR requirements
Labelling/info.
[T .
i Product-specific Drinking Water UWWT
. Phar_rn;ceuht_:als_, _— = legislation R Directive
pesticides, biocides = Emission limit
= Ecodesign Directive values
+ Best available
techniques

o Q@

Manufacturers Distributors/ Consumers/ DWTP WWTP Waste

o)

R&D/ Product Marketing
design authorisation retailers Use
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PartAddess mehnotr 1ozfont a
EU | egi sl ati on

Part 1l evaluates the applicability of three relevant cross -cutting EU
legislation: Water Framework Directive 2000/60; REACH Regulation
661/2009 and Urban waste water treatment Directive 91/271. The Annex

provides an overview of relevant provisions in other applicable cross -
cutting EU legislation: Ecodesign Directive 2009/125, Industrial Emissions
Directive 2010/75 and Waste Framework Directive 20 08/98.

16
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3.  Water Framework Directive 2000 /60

3.1 Key relevant provisions

The EU Water Framework Directive 2000/60  (WFD) entered into force on December

2000 and is a major component of the EU&s O6Blueprint
Box 1). The WFD is  the most comprehensive and important legal basis for water policy in

the EU. The objective of the WFD is to protect water resources (quality and quantity). It

sets environmental objectives to ensure that all EU water bodies achieve good status. For

groundw ater it covers chemical and quantitative status. To achieve its goals, the WFD is

accompanied by two 6d a uhelGtoendwaterDirectivec t i200€/kl8 and the
Environmental Quality Standards Directive 2008/105 1 whichlay s outthe following specif ic

provisions:

1 Environment al Quality Standards Directive 2008/105 (EQSD) (also referred to
as the Priority Substances Directive): Established in accordance with Article 16
6Strategies against p ol | u\ateo rrameviork Wieettieer 6, setsf t he
envir onmental quality standards (EQSs) concerning the presence in surface water of
certain substances or groups of substances identified as priority pollutants because of
the significant risk they pose to or via the aquatic environment. Priority substances are
used to determine chemical status of surface waters.

1 Groundwater Directive 2006/118 (GWD) : Established in accordance to Article 17
6Strategies against pol | ut i oater Flafmewgrk Diractiveé wa ailesr 6 of t
to prevent and combat groundwater pollu tion in the EU and sets the procedures for

assessing the quality (chemical) and quantitative status of groundwater as well as for
the identification and reversal of significant and sustained upwards trends.

It should be noted that the WFD is currently und er-going a Afitness checkod, wi
assessing whether the current regul atory framewor k i
effectiveness, efficiency, coherence, relevance and EU added value in meeting current and

future challenges. Aspects such a s the potential for regulatory simplification and burden

reduction, assessment of costs and benefits, impacts on business and elements of the

legislation or implementation that could be improved will be covered. 2 The review phase is

expected to be complete by the end of 2019.

The provisions laid out by the WFD are potentially applicable to all hazardous substances
present in the aquatic environment ; many of which are emitted from pharmaceutical,
pesticide and bioc idal products, among others. Table 3 summarises how key provisions of

the WFD apply to some of the product groups assessed

Table 3: Key provisions of EQS Directive 2008/105 and Groundwater Directive 2006/118

Key provisions

The EQSD sets Environmental Several substances used in
E_QS _ Quality Standards (EQS) for priority pharmaceuticals, plant protection and
Directive substances. Several of these priority biocide products a re currently identified as
2008/105 substances are classed as hazardous. Priority Substances (  Table 24). Further, the

The water standards defined under the EQSD considers the contamination of water

2 EC website on Fitness Check  of the Water Framework Directive:
http://ec.europa.eu/environment/water/fitness_check_of_the_eu_water_legislation/index_en.htm
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EQSD include setting thresholds for with  pharmaceutical residues as an
average and maximum allowable emerg ing environmental concern
concentration of the substance. (Article 8c)

Article 8b(1) of the EQSD establishes

the Surface water Watch List to ] )
obtain high -quality EU -wide monitoring Several substances used in pharmaceuticals,
data on potential water pollutants for pesticides and biocidal products are
the purpose of dete rmining the risk currently included in the surface water watch
they pose and  whether EQS should be list ( Table 24).

set for them at EU level. This list should

be updated every 2 years.

Similar to the EQSD, GWD establishes
groundwater quality standards
(GWQS) that must be met for
pollutan ts of EU -wide concern (Annex
) as well as groundwater threshold

Several substances used in plant protection
and biocidal products are concer ned by the
requirements of the GWD , including GWQS

GWD values (Annex I1)

Directive

2006/118 The Groundwater Watch List (WL) To assess environment and health risks to
lists further substances for which groundwater, the persistence and mobility of
threshold values should be set by EU the substance must be considered , which
MS if they are putting groundwater concern s in particular certain  active
bodies at risk of failing their good substances used in p harmaceuticals,
status objective (Annex II). pesticides and biocide products.

Box 1: Blueprint to Safeguard Europe's Water Resources 3
In 2012, the Commission published its Communication on A Blueprint to Safeguard

Europe's Water Resources 6 (COM/2012/0673 final), outlining actions that concentrate

on better implementation of current water legislation, integration of water policy

objectiv es into other policies, and filling the gaps in particular as regards water quantity

and efficiency. The Water Blueprint's time horizon runs in parallel to the EU's 2020
Strategy andthe 2011 Resource Efficiency Roadmap , butalso covers a longer time span

up to 2050, to drive EU water policy over the long term. The Blueprint highlights the

need for upstream measures and that they should be seen as preferable to downstream

(cleaning up) solutions, the need for MS to improve implementation of the Water
Framew ork Directive as well as legislation on nitrates, waste water treatment, industrial
emi ssi ons, priority substances and pl ant pr ot

proposed actions in the area of chemical status and pollution of EU waters include:
1 Water Framework Directive 2000/60 : Enforce reporting requirements.

I Urban Waste Water Treatment Directive 91/271 : Improve compliance rates on
waste water treatment through long -term investment  planning .

Industrial Emissions Directive 2010/75 : Ensure that industrial emissions permits include

Emission Limit Values (ELVs), which are in line with Best Available Techniques (BAT) in

relation to relevant water objectives

According to the Commission website, the Commission will develop and regularl y update
a scoreboard to check progress on implementation of all aspects of the Blueprint and, if
necessary, propose amendments to the WFD to facilitate the achievement of its
objectives. 4

3 Communicatonon 6 A Bl ueprint to Safeguard Euitpe/ee ' sexWapaen/legRlesour ceso:
content/EN/TXT/?uri=CELEX:52012DC0673

4 European Commission Memo, Brussels, 15 Novemb er 2012. Blueprint to Safeguard Europeds
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3.2 Possi ble legislative changes and opportunities for EPR under the
Water Framework Directive

The Water Framework Directive 2000/60 explicitly refers to the polluter pays principle

twice , allowing for potential op portunities to use of EPR tools in order to apply the polluter -
pays principle and achieve cost recovery objecti ves:
1 WFD, Recital 38 on the use of economic instruments: MS may use market -based

instruments (MBIs) as an appropriate part of a programme of measures. Principle of
cost recovery of water services, including environmental/resource costs should be

taken into account in accordance with the polluter pays principle
1 WEFD, Article 9: Recovery of costs for water services: Member States shall take
into account cost recovery of water services (including waste water treatment) the

basis for water -pricing policies, that reflect an adequate contribution of different water
uses (at least industry, households and agriculture) and in accordance in particular with
the polluter pays principle.

Possible amendments to the Water Framework Directive and its related provisions,

including areas where extended producer responsibility (E PR) principles could be applied

to further address the release of micropollutants / microplastics include:

1 Identify possible areas for increased synergies: Recital 12 and Article 11 of the
WFD recognise the need to improve coordination, strengthen coherenc e and explore

potential synergies with other pieces of legislation. There are several potential
opportunities to further streamline the data and knowledge gathered in the context of

other policies; for example by simplifying and harmonising reporting tools and
establishing a centralised European register and database on elements such as
environmental impacts of substances as well as relevant data on production volumes,
consumption and end -of-life management. Environmental monitoring under the WFD
provides e ssential information for other horizontal legislation, such as for substance
evaluations under REACH  Regulation and product -specific legislation (Plant Protection
Products Regulation  1107/2009 , Biocidal Product Regulation, etc.). However, as certain
chemic als are persistent and can remain in the environment for a long time, information

is needed on trends, frequency and occurrence to assess whether or not and how
concentrations are changing.

1 Amendments to the Environmental Quality Standards Directive 2008/105
0 Update chemical status assessment parameters: To take into account the
possible combined effects of chemical mixtures (mixture toxicity) (EEA, 2018 b). The

EQSD currently does not consider the combined effects of chemical mixtures.
Subsequently, it is possible that while concentrations of priority substances could
be slightly below their EQSs and meet good chemical status, the combination of
substances e.g. neonicotinoid insecticides, antibiotics, etc. present could be harmful
(EEA, 2018 b).

0 Surf ace water watch list: Extend scope of monitoring by additional (active)
substances to the Watch list, particularly in relation to combination with mixture
effect predictions, to further improve and address the need for harmonised and
high -quality EU -wide m onitoring data on potential water pollutants and their risks
to the environment. This measure could allow for more targeted monitoring and

http://europa.eu/rapid/press -release_ MEMO -12-866_en.htm
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reduction measures to be initiated and gain information about concentration levels

of micropollutants to identify pot ential priority substances, for example active
ingredients and substances used in pharmaceuticals, biocidal products and
pesticides. Substances included in the watch list and the resulting monitoring data

could be used as a basis for designating the substa nces to be covered by an eventual
EPR scheme.

1 Amendments to the G round water Directive 2006/118 . Inclusion of additional
potentially hazardous substances such as those used in pharmaceuticals, which are
currently notincluded in the Groundwater watch list . Furthermore, the results of the
environmental risk assessment (ERA) should be allowed to be considered during the
review process of Annexes | and Il. Similar to the surface water watch list, the
substances monitored could contribute to identifying the prio rity substances to be
addressed by EPR .
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4. REACH Regulation 661/2009

4.1 Key relevant provisions

Regulation 1907/2006 concerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH Regulation ) came intoforcei nJune 2007 , with the overall
objective of protecting human health and the environment from the potential risks posed

by chemicals. REACH has an impact on most industry sectors and companies across the

EU due to the fact that the regulation is applicableto all chemi cal substances manufactured
or imported into the EU in quantities of 1 tonne per year or more; including those used in

industrial processes and to manufacture final products sold on the market e.g. cleaning
products, paints, garments, furni ture and electri cal appliances. In other words, the REACH
Regulation covers both individual substances, used in a preparation or in a manufactured
article placed on the EU market . Key provisions of the REA CH Regulation are summarised
in Table 4.

Table 4: Summary of relevant provisions of REACH Regulation 661/2009

Registration

Substances manufactured or imported over 1 tonne per year must be registered  with the
Europ ean Chemical Agency (ECHA) by manufacturers and importers, through a dossier
containing information on the intrinsic properties and if relevant, the assessment of the

risks presented by the su  bstance during the manufacturing and intended use including
risk management measures as part of the Chemical safety assessment (CSA) ( Box 2)
Evaluation

A substance is evaluated by a designated MS competent authority for its

environment/public health impact. The evaluation may conclude that the risks are
sufficiently under cont  rol with existing measures, or lead to the proposal of EU -wide risk
managementm easures eg.restrictions, authorisation and
Very Hi gh Conc eThe griorify BoWedduation is given to PBT, vPvB and CMR
(Carcinogens, mutagens and reprotoxic) or equivalent level of concern (ELoC) as well as
per sistent, mobile and toxic (PMT) substances.

Authorisation & restriction
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REACH establishes and defines two distinct EU risk management approaches:

9 Authorisation : Designed to ensure that SVHCs (substances of very high concern) are
used safely while  promoting substit  ution by suitable alternatives

1 Restriction : Enables the EU to impose conditions on the manufacturing, placing on
the market or use of substances

Authorisation and restriction requirements under REACH aim at ensuring that SVHCs are
progressively replaced by less hazardous substances if alternatives exist, by constraining
their placement on the market up to a tolerated cap. Substances meeting the SVHC criteria

(identified by national Competent Authorities or ECHA) can be placed on one or both of
two |ists that are defined in Annex XIV of th
t he 6Aut horisation Listo. I n particul ar, t h

i mpl ementation of REACH Ri sk Management mRoadnapr
2020) aims to identify all relevant SVHCs in the Candidate List by 2020. The SVHC

Roadmap 2020 foresees to cover the following groups of substances: Carcinogens,
mutagens, reprotoxic (CMRs), sensitisers; persistent, bioaccumulative and toxic (PBT) or
very persistent, very bioaccumulative (vPvB) and endocrine disruptors (ED).

Communication in the supply chain

REACH requires manufacturers or importers to communicate information about the safe

use of chemicals (risk management measures) across the supply chain in the format of

Safety Data Sheets. However, an important distinction should be noted i companies
estab lished outside of the EU are not bound by the obligations of REACH, even if they

export their products into the European Union. The responsibility for fulfilling the
requirements of REACH lies in principle with the importers established in the European

Uni on 5.

Substitution  ©

ECHA is currently carrying out several actions to promote the substitution of SVHCs as a

measure towards the use of safer chemicals and products. In its Strategic Plan for 2019 -
2023, the agency identified several priority areas includi ng: promoting best practice of
increased substitution of hazardous substances, green chemistry and sustainability in the

supply chain; promoting a mind -set and behavioural change within industry towards more
sustainable and safer chemicals; collaborating w ith industry associations in raising
awareness; and developing and providing tools for sustainability assessments of
chemicals.

Box 2 provides an overview of the main components of the Chemical Safety Assessment
(CSA) required as part of REACH registratio n requirements.

Box 2: Key components of CSA under REACH Regulation 661/2009

5 ECHA website on the REACH regulation: https://echa.europa.eu/regulations/reach/understanding -reach

6 ECHA (2018) Strategy to promote substitution to safer chemicals. Accessible at:
https://echa.europa.eu/documents/10162/13630/250118_substitution_strategy_en.pdf/bce91d57 -9dfc -2a46 -4afd -
5998dbb88500
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In accordance with the REACH Regulation 661/2009, a Chemical Safety Assessment
(CSA) is mandatory for all substances that are manufactured or imported in volumes

equal to or greater than 10 tonnes per year.

The CSA is an essential component of the

REACH registration process

and also forms the basis for other REACH processes

including substance evaluation, authorisation and restriction. The main objective  of the
CSA is to ensure that risks from exposure to the substance (exposure scenario) are
identified and controlled. As part of the substance registration dossier, information from
the CSA must be documented in the chemical safety report (CSR) (REACH, Annex I)

The principle components
of the chemical safety

Figure 7: Structure of ECHA guidance document on
CSA

report are illustrated in
Figure 6, which is b ased R.2-R.7: Information requirements
on ECHAGOGSs gu R.8-R.10: Dose -or concentration-
document on Carrying out response characterisation
7.

the CSA : PBT and vP vB assessment R.11: PBT / vPVB assessment
1 Human health hazard

assessment R.12: Description of uses
1 Environmental hazard

assessment R.13: Conditions of use (RMM,0C)
1 PBT and vPvB R.14-18; Exposure estimation

assessment
I Exposure assessment

. . . R.19: Uncertainty assessment

I Risk characterisation

The scope of the chemical

safety assessment considers the use of the substance on its own (including any major

impurities and additives), in a preparation and in an article. Further, the CSA takes into

account all rel evant st ag-ewledulting from the mdnsfactara c e 6
and identified uses.

Based on the results of the chemic al safety assessments and report , if the substance
meets the criteria for classification as dangerous or PBT or vPvB, an exposure

assessment (identification of all o
exposure estimation) and risk

fthe possible exposure scenarios or relevant uses and
characterisation are required. Furthermore , all relevant

and appropriate measures to control the risks

related to all the intended uses should

also be provided in the CSR in the form of is
particularly vital as it is passed down the supply chain , with the aim of ensuring that all
potential risks situations and mitigation actions are accounted for . Lastly the CSR must
also be updated regularly . For example, in cases where new properties of a substance

are identified

safety data sheet (SDS ). This information

4.2 Product -specific provisions

The REACH Regulation 661/2009 applies to all substances with some exemptions, for

example radioactive substances, substances under customs supervision, nonisolated

intermediates and the transport of substances. Further more , substances used in  certain
products e.g. pharmaceuticals, biocidal products and plant protection products are also
exempt from some REACH®S s requi rdeenwmnthes existence of product -specific

legislationthat coverrelated requirements. Table 5 describeshow some ofthe key relevant
provisions of REACH apply to the product groups assessed

7 ECHA website on guidance on the CSA: -on-information

and -chemical -safety -assessment

https://echa.europa.eu/guidance -documents/guidance -requirements -
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Table 5: Summary of r elevant product -specific provisions under REACH

Product group Product - specific provisions

All chemicals, including pharmaceutical starting materials and
reagents, are subject to REACH requirements and must go through

the registration process if they are produced or imported in
guantities of more than 1t/y/company. Moreover, compliance with
authorisation and restriction requirements is mandatory, even for
Pharmaceutic als | volumes lower than 1t/y (if the substance is considered SVHC i
substance of very high concern ). However, active pharmaceutical
ingredients (APIs) and excipients are exempt from registration,
evaluation, and authorisation requirements under REACH if they are
already registered with the European Medicines Agency (EMA) as an
ingredient of a medicinal product for human or veterinary use ( See
chapter 6 on pharmaceuticals).

Similar to substances used in pha
authorisation procedure and requirements do not apply to
substances used in plant protection products (PPPs) and biocidal
products as specific provisions apply for these substances/ product

groups (see chapter 7 on pesticides and chapter 8 on biocidal
products.)

Plant protecti on
products and
biocide s

All textile articles incorporating chemical substances intended to be
intentionally released (e.g. dyes, fragrance, etc.) must be
registered for that specific use if present in those articles in
guantities of over  1t/y/producer.  The EU has initiated a transition
period for the restriction of 33 chemicals used in the textile sector,
Textiles which are classified as CMR (carcinogens, mutagens and
reprotoxic ). All textile suppliers in the EU must comply with the new
restriction s by December 2020. However, there is no provision in
REACH related to microplastics emissions from the use and
manufacturing of synthetic textiles as they are not intended to be
intentionally released from textile articles (intentionally added
microplasti cs are currently being addressed under REACH).

Box 3: Application of the REACH Regulation 661/2009 on PFASs

PFOA, its salts and PFOA -related substances : Due to their high toxicity and wide
use in consumer products, in June 2017, the Commission introduced Regulation
2017/1000 adding an extra entry in Annex XVII of REACH on the restriction on PFOA,

its salts and PFOA -related substances. Limit values have been set for these substances

and for products containing these substances e.g. te xtile s, paper, etc.

According to the regulation, PFOA, its salts and PFOA -related substances shall not be
manufactured, placed on the market as substances on their own, used in another
substance as a constituent, used in a mixture, or used in an article in a concentration
equal to or above 25 ppb of PFOA including its salts or 1 000 ppb of one or a combination

of PFOA -related substances. The restrictions will be applicable from 4 July 2020 . The

following notable exemptions, however, are allowed:

1 Allarticl es placed on the market before 4 July 2020

I Concentrated fire -fighting foam mixtures (intended to be used, or used in the
production of other fire  -fighting foam mixtures) placed on the market before 4 July
2020 . This also applies for fire  -fighting foam mi  xtures used for training purposes,
provided that, emissions to the environment are minimised and effluents collected
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are safely disposed of.

1 Applications in photo -lithography processes for semi -conductors or etching
processes for compound semiconductors, photographic coatings for films, paper or
printing plates and for the production of implantable medical devices.

For certain articles that f  all within the scope of the restriction, restrictions will not be
applicable until a later date: 4 July 2022 for equipment used to manufacture semi -
conductors and latex printing inks; 4 July 2023  for textiles used for the protection of
workers, membranesi ntended for use in medical textiles, filtration in water treatment,
production processes and effluent treatment and plasma nano -coatings; and 4 July
2032 for medical devices other than implantable medical devices. The restrictions do

not cover PFOS andits  derivatives, which are already widely restricted under Regulation
850/2004 on persistent organic pollutants (POPs Regulation) (as amended by
Commission Regulation 757/2010).

PFHXS and its salts: Perfluorohexane -1-sulphonic acid and its salts (PFHxS) was a Iso
added t o t he REACH Candi dat e List of SHVCs
bi oaccumul ative substancebo.

PFCAs, salts and precursors: Concerning perfluorinated carboxylic acids (PFCAs) and

salts and precursors including linear and branched chained C9 -C14 substances, the
restri ction dossier is in preparation, with the aim of including these substances in Annex
XVII, at the request of Germany and Sweden 8. Once the restriction is adopted, these
substances cannot be manufactured or placed on the market as subs tances on their
own or in a mixture, or in an article or parts therein in a concentration equal or above

25 ppb (for the sum of C9 -14 PFCAs and their salts) or 260 ppb (for the sum of C 9-C14
PFCA related substances). The restriction aims to prevent a switc h by industry using
PFOA-based substances (6C8 chemistryé)4d tohedmingte
fulfil the same role in the end products. T he proposed restriction , however would not
cover all relevant  PFCA substances . In particular, proposed exemptions include (1)
articles placed on the market before the restriction becomes effective; (2) C9-C14
PFCAs, their salts and related substances that occur as unintended by - products during
the manufacturing of other fluorochemica Is with a carbon chain equal to or shorter than

eight carbon atoms; and (3) substance that is to be used, or is used as a transported

isolated intermediate

4.3 Possi ble legislative changes and opportunities for EPR under
REACH

The introduction of the REACH Regulation 661/2009 has resulted ina notable reduction in
the number of chemicals used on the European market as manufacturers must balance
registration costs against possible revenues, while also taking into account requirements
on substance authorisation and restrictions. The REACH regulation authorisation and
restriction processes has allowed for the gradual phase out of many dangerous substances.

And with the current trend of ever increasing new and emerging substances and their

potential harmful impact s on human health and the environment, REACH will continue to

play animportant role in EU chemicals legislation. Despite the significant progress achieved
under REACH to protect human health and the environment, facilitate communication
throughout the sup  ply chain and enable traceability, additional measures/criteria ¢ ould be
further explored to more adequately address diffuse micropollutant emissions . For
example, REACH does not currently address specific aspects such as the mobility of
chemical substanc es, which consequently  does not allow for effective or  sufficient control

8 Public consultation  on proposed restriction of the manufacturing, use, placing on the market and import of C9 -C14 PFCAs,
their salts and precursors Accessible at: https://fecha.europa.e  u/documents/10162/b6f777c3 -aab6 -9a46 -f120 -0f8cOb57dc2a
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and monitoring of micropollutants released to the aquatic environment. Table 6

summarises

the most relevant possible amendments to REACH that could further

contribute to addressing the micropollutants and microplastics emissions.

Table 6: Po ssible amendments to the REACH Regulation 661/2009

Possible legislative changes

D efinition of
SVHCs

Consider PMT substances as SVHCs: In accordance with REACH Art. 57,
persistent, mobile and toxic (PMT) substances and/or metabolites originating

from the degradation of a substance in the natural environm ent and fulfilling the
PMT criteria, shall be considered as SVHC. In fact, PMT compounds are highly
soluble and therefore difficult to remove in drinking water treatment plants.

I'n June 2019, ECHAG6s Member State Committ
as Substances of Very High Concern (SVHCs). This marks the first time that
chemicals are identified as SVHCs in part based on their mobility in the
environment. The committee agreed that the persistent, mobile and toxic (PMT)

nature of GenX substances poses an equivalent level of concern (ELoC) as
traditional categories used by REACH to define SVHCs T specifically CMR, PBT
and vPvB °.

Chemical
Safety
Assessment

Based on the results of the Environmental hazard assessment , an exposure
assessment and risk characterisation steps shall be performed for substances

meeting the criteria for classification as PMT as well as for PBT and vPvB. This
would allow for their identification during registration and, consequently, these

substances could be subject to additional authorisation steps and associated

product/ disposal treatment fees, etc. Some key criteria to identify vPvM and

PMT substances i.e. substances that can potentially disrupt the water cycle

include their capacity tob e transported and recirculated with the water cycle as

well as the human exposure through drinking water. According to a study
published by the UBA &suestamafulfisthe Robilityciiteriond

if: its water solubility is at environmental re levantpH6 -8 and 12 AC (
and its log K oc!® at environmental relevant pH 6 -8 and 12 AcC i
Accordingly, water solubility and K oc are key parameters to be monitored for PMT
identification. KOC values are useful in predicting the mobility of organic soll
contaminants i.e. higher KOC values correlate to less mobile organic chemicals

while lower KOC values correlate to more mobile orga nic chemicals. These
criteria could be added in the list of data that need to be provided for registration

List of
authorised
substances

The tolerable concentrations of authorised substances should be assessed based

on the trends and results of research studies and monitoring activities on
chemical emissions into the natural environment. As such, restriction conditions

could be adapted accordingly.

Information
provision

Distributors _ could be more involved in information requirements and processes:

their responsibility should be extended, in particular they should be required to

provide all the information needed for the safe use and disposal _ of substances to
final consumers (as required for producers). In addition, information from
manufacturers on metabo  lites release and their potential presence and impacts

on the environment, should be mandatory and included in the safety data sheet.

This information should also be communicated through labelling requirements in
accordance with the Regulation 1272/2008, o n classification, labelling and
packaging of substances and mixtures (CLP regulation).

9 https://echa.europa.eu/

-/msc -unanimously -agrees -that -hfpo -da-is-a-substance -of-very -high -concern

10 Koc is the equilibrium partition coefficient of a chemical between water and natural organic carbon. It is a very important
input parameter for estimating en vironmental distribution and environmental exposure level of a chemical substance (K oc
measures the mobility of a substance in environmental compartments).
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Further to the possible revisions of existing provisions of REACH as summarised above ,
there are also several areas for increased synergies with other relevan t legislation that
could further  contribute to addressing micropollutants and microplastics the emissions:

1 EU water legislation e.g. the Water Framework Directive 2000/60 ( EQSD, GWD,
UWWTD), Drinking Water Directive: H armonisation and streamlining of data collection,
databases, monitoring and reporting activities, are needed to constantly identify
substances that can disrupt water cycle. These substances can then be banned or
restricted under REACH. For example Article 44 on withdrawal or amendment of an
authorisation of pesticides regulation (1107/2009) stipulates that a Member State (MS)
shall review an authorisation at any time where, inter alia, it concludes that the
approval criteria for active substances may not be achieved. The MS can also withdraw
or amend the authorisation where the requirements referred to in Article 29
(requirements for the authorisation for placing on the market) are not or are no longer
satisfied. Thus findings of PPP in water should lead to a re -assessment of substances
and adju stment of the product authorisation process. This should be extended to all of
the substances under REACH.

9 Industrial Emissions Directive 2010/75 (IED): Operators of industrial installations
manufacturing and or using chemical substances in their activitie s have obligations
under both IED and REACH and are therefore key actors in making sure chemical
substances are used safely and that their release to the environment is avoided or at
least minimised. Downstream users/operators can benefit from the informat ion
generated under REACH and IED for cross -legislation compliance in many different
situations. However, it is important to stress that the role that operators have under
REACH will determine the amount of REACH information that they will have access to
(IMPEL 2013). A harmonised database and information exchange between REACH and
IED could be implemented.

1 Application ofébni gn by desi gno :0l'heREACH deguiatiogaoouldfurther
promote and support the use of ecodesign principles e.g. non -toxic ch emicals and/or
chemicals designed for fast and complete biodegradation in the environment into non -
toxic degradation substances, etc. for new compounds or product development,
through for example fast -t rack regi stration for fiecode®is@®n cher
in order to incentivise their development, use in products and placement on the market.

Moreover, based on the assumption that these compounds / products have been
specifically designed to be non -toxic and/or readily biodegraded in the environment,
th ey would not need to be as extensively tested for effects in the environment, reducing
costs, time and overall administrative burdens during the registration, approval and
authorisation process.

Finally, in regard  to potential opportunities for EPR , regist ration, monitoring and reporting
data collected through the REACH Regulation could be used to help calculate EPR fees

Under a scenario where EPR is directly applied in the context of REACH, the following

options could be considered in regard to EPR fees:

1 A product/substance fee applied as part of the authorisation and restriction
procedure on SVHCs, PMTs, etc., based on the volume placed on the market and the
frequency of detection of the substance in water bodies in order to cover costs of
additional tre atment steps, mitigation measures, etc. at other life -cycle stages.

1 Likewise, modulated product/substance fees could be another approach, whereby
producers would be subject to a modulated product (substance) charge based on
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environmental criteria e.g. seve rity of potentially hazardous properties of the active
substance, frequency and occurrence in the
6green chemi stryo6 pr i nc ioplifeetregtment, diodegrddabitity, btd. t
REACH currently allows re  gistration fee reductions and exemptions for SMEs. Similar
fee reductions or exemptions could be appl
to promote the development and use of less hazardous alternative substances.

In addition to areas where EPR coul d be applied, other measures have been proposed as
part of a review by several trade associations. For example, national and EU legislation

natur al
y/ end

ied to

should O6émotivateb companies to actively look for

O6positive i ncenbxicussa Groducers Trdde associdtions also suggest that a
mechani sm is established at EU | evel to all
protectiond for companies that i nvest in al
measures to boost inve stment in R&D initiatives for alternative solutions/ substitution
development. For example, the implementation of a specific European programme
(financed by producers) to support investments in new technologies, or upgrades, via
Horizon 2020 or subsidies a  t national level for innovation projects to improve knowledge

on chemicals. Box4 provides an example of how EPR principles could be specifically applied

in the case of PFASs.

Box 4: Possible application of EPR principles on PFASs

ow for
ternat.i

PFASs including PFOA, PFOS, PFHxS and PFCAs, are or are expected to be widely
restricted under REACH and POP regulations. However, due to several exemptions and
special conditions such as later application dates for certain articles and preparations,
thesere gul ati ons serve as an opportunity for s
on the market to avoid financial losses. Further, as discussed previously in Box 3, short

chain PFAS (<C8), which are more mobile and persistent are not currently covered by

exi sting regulations, allowing some manufacturers to switch from long to short chain
PFASs (see Box 3) . For these articles and preparations, a modulated product fee
could be implemented depending on the volume of PFASs used in the product and

placed onthe ma rketaswellas water cycle risk assessment criteria, indicating high,

medium and low level risks, based on criteria such as mobility, persistency, toxicity,
water treatment complexity, etc. The concept of water cycle risk assessments could be
incorporated into existing environmental and safety risk assessments (e.g. under the
REACH Regulation 661/2009, pharmaceuticals, biocides and pesticides regulations). In
the case of PFASs for example, fire -fighting foam mixtures present a high risk of
emissions intot he water cycle. Consequently, an emission charge could be added for
the producers of these products (in a new article) in order to finance the costs of extra
treatment or other mitigation measures by drinking water and waste water treatment
plants, or othe r actors. However, it should be noted that REACH provisions concerning
PFAS have just been revised. To this end, solutions such as the integration of a water
cycle risk assessment could therefore take time before being incorporated into
legislation.

om
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5. Urban waste water treatment Directive 91/271

5.1 General requirements and objectives of the UWWTD

In addition to the above provisions governing water and chemicals policy in the EU, the
Urban Waste Water Treatment Directive 91/271 (UWWTD) is another important
pi ece o-bf-pfiepnedd | e gddaptechin 1991ln and aims to protect the environment
from the adverse effects of urban waste water discharges from households and certain

industri al sectors , setting requirements on the collection and treatmen t. The UWWTD is
closely linked to the Water Framework Directive 2000/60 as its requirements are essential

for the achievement of the WFD objectives. After more than 25 years of the UWWTD,

significant improvements in the quality of European waters have been observed i
particularly downstream of European urbanised zones. For example, according to most

recent reported figures, approximately 95% of the EU'’s urban waste water is collected and

over 85% is treated according to the Directive's requirements (EC, 201 7). Despite the
improvements to overall water quality since the Directive's existence, the review of its
implementation reveals several challenges and areas where further progress is needed T
notably in relation to proper governance, adequate competences, significant
investments and appropriate treatment level . These challenges and other findings of

the forthcoming evaluation will feed into the Commission's reflection on possible further

action.

5.2 Keyr elevant provisions  of the UWWTD

Similar to the Water Fram ework Directive 2000/60 and REACH Regulation 661/ 2009, the
UWWTD regul ates one of the many pathways through which micropollutants and
microplastics are released into the aquatic environment . Relevant requirements of the
UWWTD applicable to the product groups assessed include for example, Article 10, wh ich
requires MS to ensure that WWTPs are built to comply with treatment and discharge
requirements and that they are designed, constructed, operated and maintained to ensure

sufficient performance under al | normal local climatic conditions. The basic elements for
the implementation of the Directive include (1) the designation of receiving areas and (2)

the de lineation of the agglomeration. The size of an agglomeration and the sensitivity of

water body (orr eceivingarea), which  receives waste water discharges define the treatment

level requirements for the treatment plan t(s) serving this agglomeration

5.3 Poss ible legislative changes and opportunities for EPR under the
UWWTD

The recent OECD report on the hazard s and policy responses of p  harmaceutical residues

in freshwater statesthat, fiend -of-pipe measures should only be used in complementary to

source -directed and use -orientated measures. An over -emphasis on upgrading waste

water treatment plant s infrastructur e is not a sustainable, optimal use of limited

resources . QOECD, 2019). Inorderto ensur e cost efficiency in regardsto investments on

WWTPs upgrades , the OECD also emphasizes the need for e  valuation , prioritisation , and
consideration of trade -offs, financing needs , cost-recovery mechanisms for capital , and
operation and maintenance costs. This clearly indicates that as stand -alone solutions,

mitigation measures applied at the very end of the product ds lis hegthercycl e
environmentally  sustainable nor financially viable . Instead , end-of-life measures should

29




































































































































































































































