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Covered by this Relevant

Common Request for Internal Tables with
species name TAC code(s)? Advice code(s)? Process® ICES advice basis® ICES advice in t7 Agreed TAC in t Review?? further detail®
Undulate ray RJU/9O-C. rju.27.9a EU/UK PA 31 100M Yes 2,3, 4
Herring HER/SBBANB her.27.6a7bc'? EUMUK PA o3 4840 Yes* 2,34

HER/6AS7BC (3480 + 1360)"14
Herring HER/7G-K. her.27.irls18 EUMUK MSY 016 86917 Yes* 2,3
Haddock HAD/7X7A34 had.27.7b-k EUMUK MSY 15948 15000 Yes 5
Megrim LEZ/O7. meg.27.7b-k8abd EU/MK PA / MSY"® 23831 (867+22964) 20786 (18916+1870) |Yes 5

LEZ/BABDE. |db.27.7b-k8abd
Anglerfish ANF/07. mon.27.78abd EU/UK MSY/PA 52936 52205 Yes 5
combined (white ANF/BABDE. ank.27.78ab (34275+18661) (41173+11032)
and black-bellied)
Common sole SOL/7TFG. sol.27.7fg EU/UK MSY 1337 1337 Yes 5
Norway lobster NEP/Q7. nep.fu.19 EUMUK MAP (Fmsy ranges) 19576 17038 Yes 5

/ MSY / PA1S (407+1257+1978+15

" The Union share within this TAC is 50 t, whereas the UK share is 0 t. The reason for this discrepancy between the total TAC (100 t) and the sum of the EU and UK shares (50 t) is not specified, but may be related to
deductions accounting for exemptions from the landing obligation. Nevertheless, even the EU share on its own still exceeds the advice by 61%.

2 |In addition to the official ICES advice of 0t (a full reference to which is provided in Annex 9), ICES also provided a number of responses to Special Requests from the EU regarding catch scenarios to support
monitoring of the stock situation through fisheries-dependent data collection, as well as assuming different levels of uptake of the monitoring TAC of 4840t (3480 + 1360 t). The first of these |ICES responses (from
2018) specified a humber of 46 samples for monitoring, resulting in a catch of 4840 t, to be taken as part of a specific sampling programmme meeting certain criteria. The second ICES response (from 2021) presents a
forecast on the stock development expected with partial (1540 t) or full (4840 t) uptake of the monitoring TAC. ICES (2016). EU request for advice on a scientific monitoring fishery for herring in ICES divisions 6.a, 7.b,
and 7.c. In Report of the ICES Advisory Committee, 20186. ICES Advice 2016, Book 5, Section 5.4.3. 7 pp.

https:/fAvww .ices.dk/sites/pub/Publication%20Reports/Advice/2016/Special Requests/EU her-6a7bc _monitoring fishery.pdf. ICES (2021): EU standing request on catch scenarios for zero TAC stocks 2021; herring
(Clupea harengus) in divisions 6.a and 7.b—c (West of Scotland, West of Ireland). ICES Advice: Special Reguests. Report. https://doi.org/10.17895/ices.advice.8215.

13 ibid.: While ICES provided a catch scenario of 4840 t for monitoring purposes, subject to a specific sampling programme, the official ICES headline advice remains 0 t.

4 thid.: While the sum of the two relevant TACs related to this stock follows the catch scenario presented by ICES in 2016 for monitoring purposes, the Contested Act does not make a reference to these TACs being
reserved for monitoring purposes, or to any specifics of a dedicated sampling programme as part of which data are to be collected. The extent to which catches taken under these TACs meet the criteria outlined by
ICES in order for the data collection to effectively contribute to monitoring the stock situation and supporting the stock assessment, and to which the amount of 4840 t ICES specified in 2016 is still appropriate is
unclear.

5 In addition to the official ICES advice of 0t (a full reference to which is provided in Annex 9), ICES also provided a number of responses to Special Requests from the EU regarding catch scenarios to support
monitoring of the stock situation through fisheries-dependent data collection, as well as additional catch scenarios with stock size forecasts. The first of these ICES responses (from 2019) specified a number of 17
samples for menitoring, resulting in a catch of 869 t, subject to an appropriate spatial and temporal distribution of samples. The second ICES response (from 2021) presents forecasts of stock development under
different additional catch scenarios. ICES (2019): EU request for advice on a monitoring TAC for herring in ICES divisions 7.a South of 52°30'N, 7.g-h, and 7.j—k. ICES Advice: Special Requests. Report.
https:#doi.org/10.17895/ces. advice 5614, ICES (2021): EU standing request on catch scenarios for zero TAC stocks 2021; herring (Clupea harengus) in divisions 7.a South of 52°30°N, 7.g-h, and 7.j—k (lrish Sea,
Celtic Sea, and southwest of Ireland). ICES Advice: Special Requests. Report. https:/doi.org/10.17895/ices.advice.8216.

18 ibid.: While ICES provided a catch scenario of 869 t for monitoring purposes, subject to an appropriate spatial and temporal distribution of samples, the official ICES headline advice remains 0 t.

17 jbid.: The sum of the TAC for this stock follows the catch scenario presented by ICES in 2019 for monitoring purposes, and the Contested Act contains two footnotes specifying that quota under this TAC “may only be
allocated to vessels participating in the sentinel fishery fo allow fisheries-based daia collection for this stock as assessed by ICES”. The extent to which catches taken under this TAC meet the criteria outlined by ICES
in order for the data collection to effectively contribute to monitoring the stock situation and supporting the stock assessment, and to which the amount of 869 t ICES specified in 2019 is still appropriate, is unclear.

'® The LEZ/07. and LEZ/8ABDE. TACs cover two stocks with different advice basis.

'® The NEP/07. TAC covers several functional units with different advice basis.
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Covered by this Relevant

Common Request for Internal Tables with
species name TAC code(s)? Advice code(s)*? Process® ICES advice basis® ICES advice in t/ Agreed TAC in t Review?? further detail?

nep.fu.22 0+835+11785+2804+

nep.fu.2021 360)20

nep.27.7outFU

nep.fu.14

nep.fu.15

nep.fu.16

nep.fu.17
Norway lobster NEP/SBCS. nep.fu.11 EU/MUK MSY / PA21 12274 11862 Yes 5

nep.fu12 (3853+3977+(3607 +

nep.fu.13 628)+209)22

nep.27 6aoutFU
Boarfish BOR/67 8- boc.27.6-8 EU/MUK PA 22791 22791 No (not above advice) NA
Common sole SCL/O7A. sol.27.7a EUMUK MSY 787 787 No (hot above advice) NA
Common sole SOL/07D. sol.27.7d EU/MUJK MSY 2380 2380 No (not above advice) NA
Common sole SOL/O7E. sol.27.7e EUMUK MSY 1810 1810 No (not above advice) NA
Common sole SOL/THJK. s0l.27.7h-k EU/MUK PA 213 213 No (not above advice) NA
Haddock HAD/O7A. had.27.7a EU/MUK MSY 3038 3038 No (not above advice) NA
Haddock HAD/EB1214 had.27.6b EU/MUK MSY 5825 5825 No (not above advice) NA
Herring HER/O7A/MM  her.27 .nirs EU/MUJK MSY 8455 8455 No (not above advice) NA
Norway lobster NEP/2ACA-C  nep.27 4outFU EU/MUK PA / MSY?23 25460 24268 No (not above advice) NA

nep.fu.7 (301+14803+3216+2

nep.fu.8 062+1240+1570+566

nep.fu.9 +46+956)

nep.fu.6

nep.fu.d

nep.fu.34

nep.fu.10

20 The sum of the projected landings corresponding to the headline ICES advice for all functional units of Norway |lobster in area 7 (FUs 14-17, 19-22) and outside of functional units is 17038t (286 + 1083 + 1703 + 150
+ 785 + 9924 + 2804 + 303), which is the level at which the TAC was set.

21 The NEP/SBCB. TAC covers several functional units with different advice basis.

22 The TAC for Norway lobster in this area (NEP/SBC6.) comprises 3 functional units (FUs 11, 12 and 13) as well as catches outside of functional units. The projected landings corresponding to the headline advice for
2022 are 3752t (FU 11, or nep.fu.11), 3890 t (FU12, or nep.fu.12), 4011t (FU 13, or nep.fu.13, including 3416 t for the Firth of Clyde component, and 595 t for the Sound of Jura component), and 209 t (outside FUs, or
nep.27 6aoutFU), i.e. 11862t in total, which is the level at which the TAC was set.

2* The NEP/2AC4-C TAC covers several functional units with different advice basis.
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Common

Covered by this
Request for Internal

Relevant
Tables with

species name TAC code(s)® Advice code(s)* Process® ICES advice basis® ICES advice in t7 Agreed TAC int Review?$8 further detail®
Norway lobster NEP/9/3411 nep.fu.2627 EU only PAZ28 316 (0 + 266 + 50) 355 No* NA

nep.fu.2829

nep.fu.30
Pollack POL/8ABDE. pol.27.89a EU only PA Q05 1851 No* NA

POL/O8C. (1482 + 166 + 203)
POL/9/3411

Anglerfish ANF/8C3411 mon.27.8c9a EU only MAP (Fumsy ranges) 3868 (1969 + 1899) 3868 No* NA

ank.27.8c9a
Common sole SOL/8AB. sol.27.8ab EU only MAP (Fmsy ranges) 2233 2233 No™ NA
Four-spot megrim, LEZ/8C3411 Idb.27.8c9a EU only MAP (Fumsy ranges) 2445 (1892 + 553) 2445 No* NA
megrim meg.27.8c9a
Norway lobster NEP/O3A. nep.fu.3-4 EU only MAP (Fmsy ranges) 14449 8501 No* NA
Norway lobster NEP/S8ABDE. nep.fu.2324 EU only MSY 3880 3880 No™ NA
VWhiting VWHG/08. whg.27.89a EU only PA 2276 2276 No* NA
Anchowvy ANE/S/3411 ane.27.9a EU only PA 15005 15005 No NA
Common sole SOL/BA/BCD  so0l.27.20-24 EU only MAP (Fmsy ranges) 723 723 No NA
Horse mackerel JAX/OS. hom.27.9a EU only MSY 143505 143505 No NA
Norway lobster NEP/8CU31 nep.fu.31 EU only MSY 20 20 No NA
Plaice PLE/7BC. ple.27.7bc EU only PA 19 19 No NA
Plaice PLE/8/3411 ple.27.89a EU only PA 155 155 No NA
Sole SOO/MBCDE34 sol.27.8cHa EU only MSY 320 320 No NA

2% The NEP/9/3411 TAC covers several stocks with separate ICES advice, and the advice for FUs 28-29 and FU 30 is based on the precautionary approach, whereas the advice for FUs 26-27 is based on the MSY

approach and precautionary considerations.
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1.7

Acronyms and terminology

ANNEX IT

Term / acronym

Description

Bayesian method

Blim
B,.
BMSY
Bigger

Catchability

Cpue

Discards

Ecosystem
approach

Exploitation
boundary

Exploitation
pattern

F
Fishing mortality

pa
Fiim

FMSY

Fre

Assessment method that quantifies uncertainties and formulates advice on the basis of
probabilities of reaching a limit or target point.

Limit reference point for spawning stock biomass (SSB)

Precautionary reference point for spawning stock biomass (SSB)

Spawning stock biomass (SSB) that results from fishing at Fygy for a long time.
Value of spawning stock biomass (SSB) that triggers a specific management action
The fraction of a fish stock which is caught by a defined unit of the fishing effort

Catch per unit effort: The quantity of fish caught (in number or in weight) with one
standard unit of fishing effort; e.g. number of fish taken per 1000 hooks per day or
weight of fish taken per hour of trawling. Cpue is often considered an index of fish
biomass (or abundance). Sometimes referred to as catch rate.

Are those components of a fish stock thrown back after capture e.g. because they are
below the minimum landing size or because quota have been exhausted for that species.
Most of the discarded fish will not to survive.

Ecosystem approach to fisheries management. Management that takes into account the
effects of fisheries on the ecosystem and the effects of the ecosystem on the fish stocks.

Threshold on exploitation (catch, mortality, effort) that is consistent with a management
strategy or international agreement (e.g. exploitation boundary consistent with
precautionary approach)

Distribution of fishing mortality over the age composition of the fish population,
determined by the type of fishing gear, area and seasonal distribution of fishing, and the
growth and migration of the fish.

Instantaneous Rate of Fishing Mortality. When fishing and natural mortality act
concurrently, F is equal to the instantaneous total mortality rate (Z), multiplied by the
ratio of fishing deaths to all deaths. Expressed on an exponential scale: F=0.5 means that
1-EXP(-0.5)=39% are removed.

Precautionary reference point for fishing mortality (mean over defined age range)
Limit reference point for fishing mortality (mean over defined age range)

Fishing mortality consistent with achieving Maximum Sustainable Yield (MSY), (see
ICES Advice, Section 1.2)

Fishing mortality reference point as defined in management plans.

The fishing mortality rate at which the marginal yield-per-recruit (i.e. the increase in
yield-per-recruit in weight for an increase in one unit of fishing mortality) is only 10
percent of the marginal yield-per-recruit on the unexploited stock. The fishing mortality
rate at which the slope of the yield-per-recruit curve is only one-tenth the slope of the
curve at its origin.

ICES Advice 2012, Book 1
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Term / acronym

Description

Fy

Fecundity

Fishery

Fleet

FLR

HCR

Harvest Control

Rule

Harvest rate

High-grading

ICA

Lpue

Management plan

Management
strategy

Fishing mortality rate F corresponding to a SSB/R equal to the inverse of the 50th
percentile of the observed R/SSB.

Fishing mortality rate that maximizes equilibrium yield per recruit. Fo, is the F level
often used to define growth overfishing.

F status quo

In general, the potential reproductive capacity of an organism or population expressed in
the number of eggs (or offspring) produced during each reproductive cycle. Fecundity in
fish usually increases with age.

Group of vessel voyages targeting the same (assemblage of) species and/or stocks, using
similar gear, during the same period of the year and within the same area (e.g. the Dutch
flatfish-directed beam trawl fishery in the North Sea). See also: fleet, metier.

A physical group of vessels sharing similar characteristics in terms of technical features
and/or major activity (e.g. the Dutch beam trawler fleet < 300 hp). See also: fishery,
metier.

Fisheries Library in R. The FLR library i1s a collection of tools in the R statistical
language that facilitates the construction of bio-economic simulation models of fisheries
and ecological systems. It is a generic toolbox, but is specifically suited for the
construction of simulation models for evaluations of fisheries management strategies.
The FLR library is under development by researchers across a number of laboratories and
universities.

An algorithm for pre-agreed management actions as a function of variables related to the
status of the stock. For example, a control rule can specify how F or yield should vary as
a function of spawning biomass. Also known as “decision rules’ or “harvest control laws’.

(= harvest ratio) Ratio between landings and total stock abundance (e.g. as estimated
from TV surveys for Nephrops).

The discarding of a portion of a vessel’s legal catch that could have been sold in order to
retain a higher or larger grade of fish that will bring higher prices. It may occur in quota
and non-quota fisheries.

Integrated Catch Analysis, Stock assessment method

Landings per unit effort, similar to cpue, but based on that part of the catches that are
landed and reported.

A management plan includes the decision-making processes (harvest control rules,
tactical decision making) and the sanctions on implementation and the requirements for
monitoring and reporting. Management plans may also exist in the form of rebuilding
plans or recovery plans.

Management strategies consist of objectives with associated performance criteria, the
implementation measures (e.g. input or output control) and what 1s considered a relevant
knowledge base for decisions.

ICES Advice 2012, Book I
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Term / acronym  Description

Metiér

MSY

MSY Bcscapemcnt

MSY Bligger

Population

R

Recruitment

Reduced
reproductive
capacity

S3B
SSBue

SSB/R
SR

SMS

Homogeneous sub-division of a fishery by fleet (e.g. the Dutch flatfish-directed beam
trawl fishery by vessels < 300 hp in the North Sea). See also: fishery, fleet.

TRIP ID
(gear, area, mesh size (target species))
Fishery 1 Fishery 2
n
s ) '
o= Fleet A Métier p Métier q
S8
w @
2L
ug
£ Fleet B Métier r Métier s
o
£

Maximum Sustainable Yield. The largest average catch or yield that can continuously be
taken from a stock under existing environmental conditions.

A biomass reference point for short-lived species within the ICES MSY framework (see
ICES Advice, Section 1.2) where the target is to leave the reference spawning stock
biomass to spawn the next year.

A biomass reference pomt that triggers a cautious response within the ICES MSY
framework (see ICES Advice, Section 1.2).

A group of fish of one species which shares common ecological and genetic features. The
stocks defined for the purposes of stock assessment and management do not necessarily
coincide with self-contained populations.

The amount of fish added to the exploitable stock each year due to growth and/or
migration into the fishing area. For example, the number of fish that grow to become
vulnerable to the fishing gear in one year would be the recruitment to the fishable stock
that year. This term mostly used in referring to the number of fish from a year class
reaching a certain age. For example, all fish reaching their first year are age 1 recruits.

When SSB 1s at a level where the stock reproduction i1s mmpaired as evident from
historical observations.

Spawning stock biomass. Total weight of all sexually mature fish in the stock.
Spawning stock biomass reference point as defined in management plans.

Spawning Stock Biomass per Recruit: expected lifetime contribution to the spawning
stock biomass for a recruit of a specific age (e.g., per age 2 individual). For a given
exploitation pattern, rate of growth, and natural mortality, an expected equilibrium value
of SSB/R can be calculated for each level of fishing mortality.

Stochastic Multispecies Model; Stock assessment method.

ICES Advice 2012, Book 1
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environment and therefore 15 in breach of Article 60(4) of EEACH, (3) it breaches
Article 604 and (30 and Article 64(2) of REACH, (4) it breaches the obligation to state
the reasons under Article 296 TFET, (3) 1t breaches the precautionary principle under
Article 191 TFET, and (&) 15 incompatible with the Duba Declaration on International
Chemicals Management.

After careful consideration of the grounds put forward in your request, T have come to the
conclusion that the Commission has neither infringed any of the provisions of the
EEACH Eegulation referred to in your request for internal review, nor any obligations
under the Treaty on the Functioning of the Eurcpean Tnien or under international law.
Accordingly, the grounds put in your request for internal review have to be dismissed as
unfounded The Commission’ s assessment of each of those grounds is provided in Annex
to this letter.

Should you not agree with the present reply, yvou may make a complaint to the
Cmbudsman in accordance with Article 228 TFEU or institute proceedings before the
General Court under the conditions laid down in Article 263 TFET.

For the Commission

Elitieta Bienkowska
Iember of the Comimission

CERTIFIED COPY

For the Secretary-General,

Jordi AYET PUIGARNAU
Director of the Registry

EUROPEAN COMMISSION
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ANNEX

Assessment of grounds for review of Commission Decision C(2016) 5644 granting an
authorisation for uses of lead sulfochromate yellow and lead chromate molybdate
sulfate red

1. Alleged lack of conformity and breach of Article 60(7) of REACH'

In your request you contend that Decision C(2016) 5644 granting an authorisation for
uses of lead sulfochromate yellow and lead chromate molybdate sulfate red (hereinafter
referred to as “authorisation Decision™) is in breach of Article 60(7) of REACH because
the application for authorisation to which it refers (hereinafier referred to as
“application”) was not in conformity with the requirements of Article 62 of that
Regulation. Your conclusion on the lack of conformity is based on the grounds that the
application failed to define the uses of the substances in accordance with Article 62(4)(c)
of REACH and did not meet the requirement to submit an analysis of alternatives in
accordance with Article 62(4)(e) of REACH.

1.1, Alleged infringement of Article 62(4)(c) of REACH®

In the request you allege that the application failed to define the uses of the substance,
contrary to the requirement in Article 62(4)(c) of REACH. That allegation is based on
two arguments: firstly, that the application did not define the functions and performance
characteristics of the substances, and secondly, that the uses covered by the application
are too broad.

With regard to the first point, you state that the application failed to detail the function of
the substances, and you refer in support of that statement to the explanation provided by
the applicant in his analysis of alternatives for one of the uses of lead sulfochromate
yellow®, which in your view does not explain the value added of that substance compared
to other yellow pigments and does not specify which shade of yellow and why only
yellow are necessary to achieve the claimed safety needs. You claim the authorisation
Decision acknowledged the failure of the application to define the technically required
performance characteristics.

The statement from the application which is referred to as evidence does not reflect such
failure in any way. The statement is taken from the introduction of an extensive analysis
of alternatives for that use, and is presented as if that were the sole reference to the
alternatives made in the analysis. Contrary to your claim, the document in question
provides an assessment of the properties of over thirty pigments grouped in families of
inorganic, organic and hybrid pigments, depending on their chemical composition. The
technical properties assessed are chroma, opacity, heat stability, weather fastness, shade
and dispersibility. The analysis includes a matrix (in its Appendix I) of all the identified
potential alternatives and their respective technical performance characteristics as
compared to lead sulfochromate yellow. Contrary to your claim, this comparison shows
that the combination of these desired properties cannot be achieved with other pigments,
which explains the added value and specificity of lead sulfochromate yellow (as well as
of the second lead chromate pigment). Furthermore, whereas Article 62(4)(¢c) requires
that the application for authorisation specifies the use of the substance for which an

! Par. 80-107
2 Par. 82-98
3 Par. 86
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that substance and that such performance is necessary for the intended use”)’ (emphasis
added) and, on the other, by requiring the authorisation holder to report to the
Commission by 31 December 2017 on the status of the suitability and availability of
alternatives for his downstream users and to refine the description of the uses on the basis
of that information. By imposing conditions on the authorisation to demonstrate that the
above mentioned technical performance characteristics are needed, the Commission
ensured that only the uses concerned are covered by the authorisation (that is, the specific
"niche application” to which the applicant for authorisation referred to in the public
consultation). It should also be noted that those conditions apply to the downstream users
in the supply chain of the authorisation holder if they wish to be covered by the
authorisation pursuant to Article 56(2) of REACH. These conditions give grounds to the
Member State enforcement authorities to verify whether the downstream users are using
the substance within the remits of the authorisation, as set out by these conditions, and
act accordingly if this is not the case.

In your request you argue that the REACH Regulation does not provide for the
possibility to make the authorisation conditional upon reporting obligations aimed at
further refining the use®. This claim is not founded on the text of the Regulation, which
does not specify in any way the concrete conditions that may be imposed in an
authorisation decision. In fact, Article 60(9)(d) of REACH provides for the possibility to
impose conditions in a very broad way (“any conditions under which the authorisation is
granted”), which in itself constitutes an acknowledgement that applications may
potentially contain shortcomings that can be addressed in the decision granting an
authorisation.

In view of the above, the Commission considers these grounds for review as unfounded.
1.2, Alleged infringement of Article 62(4)(e) of REACH’

In your request you claim that the Commission should have considered the application
not to be in conformity and therefore refuse the authorisation on the basis that the
analysis of alternatives was not in conformity. You argue that, by acknowledging the
uncertainties regarding the lack of technically feasible alternatives for the entire scope of
the uses covered by the application, the authorisation Decision is recognising the lack of
conformity of the application with Article 62(4)(e) of REACH, and therefore, the
Commission should have refused the authorisation on the basis of Article 60(7) of the
Regulation. You also argue that the authorisation Decision interprets Articles 60(8) and
60(9) of REACH as allowing the Commission to grant an authorisation despite the lack
of conformity of an application, if it sets a review period that is shorter than the one
recommended by SEAC.

As stated under point 1.1, the Commission acknowledged the uncertainties regarding the
lack of technically feasible alternatives due to the broad scope of the uses in the
application and addressed those by imposing certain conditions on the authorisation
holder, which in effect limit the scope of the authorised uses and thus more appropriately
reflect the conclusions of the analysis of alternatives. The Commission did not consider
those uncertainties in the analysis of alternatives to amount to lack of conformity of the
application, but considered that they could be addressed by imposing particular
conditions through the authorisation.

7 Article 1(1) and (2)
8 Par. 94
° Par. 108-117
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According to Article 60(8) of REACH the duration of the review period shall be
determined on a case by case basis taking into account all relevant information. The
review period set in the authorisation Decision is based on the merits of the present case,
among them the difficulties in fully ascertaining lack of technically feasible alternatives
for the entire scope of the uses. The fact that the adopted review period is shorter than the
one recommended by SEAC does not mean that setting a shorter a review period is a tool
to compensate lack of conformity of an application. As already stated, the Commission
considered this application to be in conformity.

Therefore, the Commission considers this ground for review to be unfounded.

2. Alleged manifest error of assessment of the risks to human health and the
environment and breach of Article 60(4) of REACH

In your request you claim that the authorisation Decision is vitiated by a manifest error of
assessment of the risk arising from the uses applied for, for two reasons: firstly, because
the risk assessment only covered the carcinogenic and reprotoxic properties of the two
lead chromate pigments and did not cover their hazardous properties for the aquatic
environment; secondly, because the risk assessment did not assess exposure to those
substances due to paint degrading in time or due to heat.

With regard to the first point, it should be noted that the requirement to conduct a risk
assessment for the use(s) applied for is limited to the hazards listed in Annex XIV. From
a literal reading of Article 60(4) of REACH it could appear that a risk assessment
covering all hazards for human health and the environment arising from the use of the
substance has to be performed in order to conclude whether the risk is outweighed by the
socio-economic benefits. However a conclusion on the interpretation of a provision
cannot rely only on a literal reading of the provision in isolation, but it has to take into
account its context and objectives of the Regulation as a whole.

Article 60(4) is part of the authorisation system provided for in Title VII of REACH and
it sets the conditions for granting an authorisation under the so-called "socio-economic
route”. Article 62(4) of REACH lists the information that must be included in an
application for authorisation, i.e. the information that the applicant needs to submit in
order to demonstrate that the conditions for authorisation are met. This article specifies in
point (d) that a chemical safety report (CSR) (which is the document that contains the
chemical safety assessment, including the risk assessment) must be submitted “covering
the risks to human health and/or the environment from the use of the substance(s) arising
from the intrinsic properties specified in Annex XIV" (emphasis added). Therefore, in
order to conclude whether the socio-economic benefits outweigh the risks, Article 60(4)
cannot be interpreted as requiring the applicant to conduct a risk assessment wider than
the one Article 62(4)d) requires him to submit in order to demonstrate that the
conditions for authorisation are met.

Furthermore the above understanding is the only possible interpretation of Article 60(4)
in the light of the objectives of the REACH authorisation requirement set out in Article
55 of the Regulation, which are to ensure the good functioning of the internal market
while assuring that the risks from substances of very high concern ('SVHC") are properly
controlled and that these substances are progressively replaced by suitable alternative
substances or technologies where these are economically and technically viable.
Therefore until substitution is viable, the purpose of authorisation is to properly control
the risks from SVHC. For that purpose Title VII establishes a procedure to list in Annex
XIV the substances whose use should be subject to authorisation, which is based on the
6
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It is worth noting the practical implications of your interpretation of Article 60(4). As
established above a CSR is not required neither by Article 60(2) nor by Article 62(4)(d)
for hazards other than the ones listed in Annex XIV. Performing such a wide risk
assessment (covering all potential risks from all hazards of the substance) would require
many resources and would be disproportionately burdensome for the applicant vis-a-vis
the relief sought. With regard to the authorisation Decision under discussion, the SEAC
concludes that the socio-economic benefits largely outweigh the risk of continued use.
While the quantified benefits of the continuation of each use amount to hundreds of
millions of euros'® based on a conservative assessment (i.e. mainly based on substitution
costs, but not considering other relevant impacts such as job losses or welfare loss borne
by downstream users due to lower quality of the paint), the health impact associated with
the risk amounts to a few thousand euros'!. Even if it was considered that the risks from
other hazards should have to be taken into account (guod non), it should be noted that the
RAC acknowledged that the predicted environmental exposure levels were much lower
than the background environmental concentrations and, on that basis, it seems
unreasonable to expect that any impacts associated with potential risks to the aquatic
environment may make up for such a difference. Thus, even if the potential risks to the
aquatic environment were taken into consideration in the benefit-risk comparison, it
would not have changed the validity of the conclusion that the socio-economic benefits
outweigh the risk from continued use, therefore the relevant criterion under Article 60(4)
would still be met.

An additional argument you put forward to support this ground for review'” is the
wording of Article 62(5)a) and Annex XVI to REACH, which refers to the socio-
economic analysis in applications for authorisation under Article 60(4) REACH. Firstly,
it should be noted that Annex XVI provides that “the level of detail and scope of the
SEA, or contributions to them, shall be the responsibility of the applicant for
authorisation” (emphasis added). Reference to the risks to human health and the
environment is made in Annex XVI, in particular in the 7™ indent of the list of elements
that may be included in a socio-economic analysis in an authorisation application (“in the
case of a proposed restriction or a refised authorisation, the benefits for human health
and the environment (... ). For example, worker health, environmental performance and
the distribution of those benefits, for example, geographically, population groups,”). The
Commission interprets the above mentioned provisions of Annex XVI, and in particular
the use of the term “may” regarding the list of elements of a socio-economic analysis, as
meaning that the scope of the analysis, including information on the costs for human
health and the environment of a granted authorisation, has to be determined on a case-by-
case basis.

B3 For use 2 of C.I. Pigment Yellow 34: €522-€1,700 million; for use 2 of C.I. Pigment Red 104: €336-
€1,099 million; for use 3 of C.I. Pigment Yellow 34: €130-€426 million; for use 3 of C.I. Pigment Red
104: €84-€274 million, for use 5 of C.I. Pigment Yellow 34: €20-€65 million; for use 5 of C.I. Pigment
Red 104: €2-€6.6 million; for use 6 of CI. Pigment Yellow 34: €5-€16 million; for use 6 of CI.
Pigment Red 104: €0.5-€1.6 million.

" For use 2 of CI. Pigment Yellow 34: circa €1,500 per year; for use 2 of C.I. Pigment Red 104: circa
€1,500 per year; for use 3 of C.I. Pigment Yellow 34: circa €2500 per vear; for use 3 of C.I. Pigment
Red 104: circa €1000 per year; for use 5 of C.I. Pigment Yellow 34: circa €40,000 per year, for use 5 of
CI Pigment Red 104: circa €15,000 per year, for use 6 of C.I. Pigment Yellow 34: circa €32,000 per
year; for use 6 of C.I. Pigment Red 104: circa €14,000 per year.

¥ Par. 112
8
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With regard to the environmental hazards, in the case at hand, the CSR included, for each
of the six exposure scenarios'®, relevant environmental contributing scenarios describing
the grounds for calculating the estimated releases to water, air, soil and waste and
providing the modelled predicted environmental concentrations of lead for all the
relevant environmental targets (freshwater, freshwater sediment, marine water, sewage
treatment plant and agricultural soil). In all cases the information provided indicated that
either there are no emissions to the environment or these result in environmental
concentrations which are orders of magnitude below the background concentrations in
the environment, thereby indicating that the environmental exposure to the substances is
negligible.

As indicated in section 9.0.2.1. of the CSR submitted by the applicant "Environment
Scope and type of assessment”, a quantitative environmental risk characterisation was
done as regards the risks for the environment associated to the uses of the two pigments.
The basis for the assessment are explained in that section, including the use of the "added
risk approach" (given that lead and chromium are naturally occurring elements found in
environmental media) and taking into account the dissolution of these metals from the
two pigments, as calculated using test results applying the OECD transformation
dissolution protocol. The same section of the CSR also provides justification for the
approach chosen whereby for the risk assessment of C.I. Pigment Yellow 34 and C.L
Pigment Red 104, lead was identified as the leading substance indicator given that the
content of lead in the pigments is higher than the chromium content by a factor of 4, the
dissolution from the pigments is higher by a factor of 4 to 100 and the Predicted No-
Effect Concentrations (PNECs) for lead are generally lower. In this respect it is
highlighted that PNECs and PEC regional for lead were taken from the voluntary Risk
Assessment Report'’ for lead and that conservative PNECs (reference values for the
environmental risk assessment) had been selected.

The second point raised is that the risk assessment in the application was limited to the
risk of release of the substance during the use of the mixture containing it and did not
assess exposure due to paint degrading with time or due to heat. This claim is unfounded
as the CSR in the application did consider not only environmental emissions from the
uses applied for, but also from relevant aspects related to the service life of the articles
containing the pigments:

- section 9.4.1 of the CSR addresses environmental emissions due to the sanding
of painted / coated articles;

- section 9.5.1 of the CSR addresses in its environmental contributing scenario 1
(ECS1) the leaching from painted metal surfaces (machines, vehicles, structures,
signs, road furniture, coil coating) during service life;

- section 9.5.2 deals with the sanding of painted/coated articles;

- section 9.5.3 examines leaching from painted road marking during service life;

- section 9.8.1 contains the ECS for use of colour premixes and pre-compounds in
the application of hotmelt road marking;

' BEg, for exposure scenario 1 - Section 9.1.1 of the CSR. Environmental contributing scenario 1:
Distribution and mixing pigment powder in an industrial environment into solveni-based paints for non-
consumer use

17 Boreiko, C., Battersby, R. (2008). Voluntary Risk Assessment Report on Lead and some inorganic Lead
compounds. Testing laboratory: ILZRO and EBRC Consulting. Report no.: not available. Owner
company: LDAI Lead Risk Assessment Working Group. Report date: 2008-03-04.

9
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- section 9.9.1 contains the ECS for industrial service life of coloured plastic or
plasticised articles, including hotmelt road marking;

- section 9.10.1 contains the ECS for service life of coloured plastic and
plasticised articles, including hotmelt road marking (leaching), and

- section 9.10.2. contains the ECS for removal of hotmelt road marking.

For each of the environmental contributing scenarios the rationale underlying the
emission factors is described, the different exposure estimation tools are defined'® and
the calculated environmental concentrations and associated risk assessment ratios are
provided. These scenarios address releases not only of painted articles due to leaching,
but also leaching from plastic articles as well as release of particulates due to
maintenance operations (e.g. sanding).

Thermal decomposition of the pigment in the paint is not addressed as their
decomposition is highly unlikely under any reasonably foreseeable, non-accidental
environmental condition, given that the two lead chromate pigments subject to the
application for authorisation are highly heat stable inorganic compounds (this being one
of the main reasons for being the pigment of choice for the described uses), with stability
up to 300°C according to the applicant, which allows the thermal processing during
plastic manufacture and in certain coating operations.

Finally, you claim that the absence of an assessment of the indirect exposure of man via
the environment in the application is contrary to the wording of Article 60(4) in as far as
it requires an assessment of “the risk to human health or the environment”.

The CSR provides justification as to why it is not possible to develop a precise
estimation of exposure to man via the environment for lead but, in any event, the risk
characterisation conclusions for each of the environment contributing scenarios described
in the CSR state that "under the conditions of this contributing scenario, the local
concentrations and associated risk characterization ratios due to the use of C.I. Pigment
Yellow 34 and C.1. Pigment Red 104 are orders of magnitude lower than the background
concentrations of lead for all environmental compartmenis assessed". Given that the
calculated contribution to environmental concentrations of lead from the described
industrial, professional and article service life scenarios is claimed to be below
background environmental concentrations it does seem reasonable to accept that the
exposure of man via the environment (due to the use of the pigments) was not included.

The fact that an assessment of exposure of man via the environment was not performed
and was not considered applicable due to very low environmental exposures is
acknowledged and confirmed by the RAC in the opinions, and no conditions or
monitoring arrangements to address this matter are recommended in them. The
Commission services have examined the information and justifications in this regard
provided in the CSR by the applicant and have no reasons to disagree with neither the
applicant nor the RAC.

In your request you contest the conclusion of the RAC that, since the predicted
environmental exposure levels are much lower than the background environmental
concentrations, the absence of a risk assessment of indirect exposure of man through the
environment can be accepted. In other words, you argue that the REACH Regulation
requires the indirect risk of man via the environment to be calculated also in cases where

¥ essentially EUSES or specific SpERCs
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the predicted environmental exposures are considered to be negligible because they are at
or below the background environmental concentrations.

In the Commission’s view this is not supported by the letter and the spirit of the REACH
Regulation. Section 5 of Annex I to REACH, which sets out the requirements for
conducting an exposure assessment, provides that “An estimation of the exposure levels
shall be performed for all human populations (workers, consumers and humans liable to
exposure indirectly via the environment) and environmental spheres for which exposure
to the substance is known or reasonably foreseeable” (emphasis added) (section 5.2.4).
In the case at hand the outcome of the assessment of risks to man via the environment is
considered negligible and thus it would not affect the overall risk/benefit comparison.
Consequently, the Commission has accepted that the assessment of indirect exposure of
man via the environment is not evaluated.

In view of the above, the Commission considers this ground for review as unfounded.

3. Alleged breach of Article 60(4) and (5) and Article 64(2) of REACH"

In your request you allege that the authorisation Decision is vitiated by an etror of law in
the interpretation of the notion of suitable alternative in the meaning of Article 60(4) and
(5) of REACH and a manifest error of assessment of the information submitted by third
parties under Article 64(2) of the Regulation.

3.1, Error of law in interpreting the notion of suitable alternative™

The request alleges that the Commission erroneously interpreted the notion of technical
feasibility and economic feasibility of alternatives.

3.1.1. Technical feasibility*!

Regarding technical feasibility, you firstly contend that the assessment made by the
applicant was erroneous because it covered all the individual properties of the substances
irrespective of their function, whereas what should have been assessed, in your view, are
the characteristics of the substances which are necessary for their function. On the one
hand, you argue that the approach followed by the Commission excludes any alternative
that would not achieve all the technical criteria of the two substances in question at the
same level of performance. On the other, you claim that the notion of substitution under
EU competition law rules cannot be taken into account when implementing the REACH
Regulation.

Concerning the first argument, it should be noted that the analysis of alternatives focused
on six technical properties the two substances confer (i.e. chroma, opacity, heat stability,
weather fastness, shade and dispersibility) that, according to the applicant, allow the
paints and coatings to which they are added to perform a number of functions (i.e. in
terms of their durability, reliability, signal and contrast, and quick drying). The applicant
assessed the performance of over thirty identified potential alternative pigments against
the above technical properties and concluded that none of the alternatives could provide
the same level of quality for all of them. In other words, while some alternatives (such as
the pigment PY 184, bismuth vanadate) allow meeting some of the technical properties
identified as necessary by the applicant, not all of them were satisfied (in the example of

19 Par. 118-175
W par. 123-146
2 Par. 124-139
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PY184, the shade, opacity and weather fastness of the resulting application would be
compromised). The SEAC in its opinions, and subsequently the Commission when
deciding on the application, considered that the approach followed by the applicant was
appropriate.

In your request you claim that since the application does not identify the function of the
pigments and the minimum requirements needed to achieve that function at the same
level of performance, it is not possible to compare the technical characteristics of the
different alternatives being assessed. In the Commission’s view, this interpretation of
Article 60(4) and (5) of REACH has no basis in the legal text. When assessing potential
alternatives, a reference should be the function that the Annex XIV substance in question
performs. The Guidance on the preparation of an application for authorisation states
that technical feasibility of an alternative “is based on the alternative fulfilling or
replacing the function of the Annex XIV substance” and that it is “therefore closely
linked to the function that the Annex X1V substance performs”**. While the Guidance
recognises that it may be possible to develop technical requirements on the function that
must be fulfilled for an alternative to be technically feasible, this is not a mandatory
condition for an analysis of alteratives. Your argument that comparing the technical
characteristics of the substance with those of others, without knowing the minimum
requirements to be achieved, inevitably leads to the finding that the alternative substance
cannot be considered technically feasible™, is incorrect. By taking as a reference the
technical requirements met by the Annex XIV substance necessary for its desired
function, the alternatives should be assessed against those requirements, as it was done in
the case at hand. Furthermore, the wording of Article 60(5)(b), which requires the
Commission to also take into account in its assessment “including: .. the technical and
economic feasibility of alternatives for the applicant”, further indicates that the notion of
feasibility of alternatives is relative, as the legislator required the Commission to consider
also the applicant’s perspective in its assessment. In the case at hand, the analysis of
alternatives provided by the applicant®! showed that for some of the above mentioned six
technical functions, different alternative substances met some of them to the same level
as the two Annex XIV substances, but none of the potential alternatives listed met all of
them. It should be noted that the Commission acknowledged in the authorisation
Decision the difficulties to fully ascertain the lack of suitable alternatives for the entire
scope of the uses covered by the description of uses in the application, and, accordingly,
it imposed a number of limitations (in Article 1(1) and (2) of the Decision) on the
authorisation holder and its downstream users as to the scope of the uses authorised.

The second argument you raise is that the SEAC erred in law when assessing the
alternatives by referring to a recent Commission merger Decision which considered that
bismuth vanadate and lead chromates belong to different product markets™. You
consider that by not contradicting the SEAC’s statement in its authorisation Decision, the
Commission also erred in law.

Firstly, in the Commission Decision there is no particular reference to the paragraph you
refer to in the SEAC opinions. The argument in question is provided by the SEAC in its
opinions as an additional element confirming their conclusion that bismuth vanadate is
not a technically suitable alternative to the two lead chromate pigments.

2 Section 3.6

= Par. 131

2 Appendix I to Analysis of Alternatives
* Par. 133-139
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The Commission does not share your views that the notion of relevant product market
and substitutability under competition law is not relevant for the assessment of
alternatives under the REACH Regulation. Whereas the product characteristics and
function on their own are indeed not sufficient to define the relevant product market, and
that also other considerations may play a role in the market responsiveness to relative
price changes, a similar reasoning holds for the notion of suitable alternative under
REACH, which is not determined only by the technical characteristics of the substance
and 1ts function, but also by its economic feasibility, its availability, its hazard properties
and overall risks. In that regard, in the Commission’s view an assessment about the
substitutability between two substances made under competition policy may provide
useful insights for the purpose of assessing the technical and economic feasibility of a
substance under the REACH Regulation. It would however not be the only aspect to be
taken into account.

In the Commission’s view the fact that REACH authorisation and competition policy
have different aims does not justify excluding that the concept of relevant product market
in competition policy may provide relevant input for assessing alternatives under
REACH.

3.1.2. Economic feasibility*®

In your request vou contend that the authorisation Decision is based on an erroncous
interpretation of the notion of economic feasibility. You claim that the SEAC erred in
accepting the applicant’s assessment of economic feasibility, which allegedly relied
solely on cost comparison based on prices. You contend that such an analysis is contrary
to the recommendation of the Guidance on the preparation of am application for
authorisation.

The Commission would like to recall that Article 60(5) obliges to take into account also
the economic feasibility of the alternatives for the applicant when assessing whether
suitable alternatives are available. While REACH does not prescribe any particular way
of assessing the economic feasibility, the ECHA Guidance® explains how to determine
the economic feasibility of alternatives. Indeed, as claimed in paragraph 141, the
Guidance notes that ‘one criterion for an alternative to be economically feasible is ...

using the alternative should result in generating gross profit’. However, contrary to your
claim, the Guidance does refer to it as one criterion but not as the only (defining or
sufficient) criterion, thus even if this criterion is fulfilled, this does not necessarily mean
that the alternative is economically feasible. It is also worth noting that this criterion is
not always relevant, as in certain cases the use of the substance would not be related to a
profit-generating activity. In fact, the Guidance establishes that: "The basis of
determining the economic feasibility of alternatives can be called a costs analysis. This
identifies the costs associated with the Annex XIV substance and compares this to
possible alternatives, calculating the comparative costs between them. The analysis
should also include possible changes in revenues due to substitution. Such revenues
should be deduced from the costs." Tt further explains that "the costs and revenues should
reflect only the uses applied for". Finally, the Guidance summarises the process as
"perform a comparative costs analysis of current use of the Annex X1V substance versus
the alternative/s". Thus, both the applicant and the SEAC applied the cost comparison
approach as recommended by the ECHA Guidance.

2 Par. 140-146
¥ ECHA's Guidance on the preparation of an application for authorisation, p.74, p.75, p.76
13
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Note that, even though economic feasibility does not need to be assessed in depth when
no technically feasible alternative exists, as concluded by the SEAC, the applicant
provided an assessment of the implications of not being able to use the substance that
underpins the conclusion on economic feasibility. The assessment, which was backed by
the SEAC, is based mainly (but not only) on the direct and the associated costs of
substitution that would be passed on to the direct end users (the link between the
economic feasibility and the substitution costs assessments is set out in page 16 of the
opinions of Use 3). The assessment relies not only on a comparison of prices between the
substances and the alternatives, as you claim, but on a broader cost comparison, which
also includes the need for a higher amount of the alternative pigment, the need for more
layers in order to achieve the same characteristics and the need for repainting (i.e. need
for additional quantities, at higher prices). Furthermore, by estimating the impacts of
non-use, the assessment already accounts for the potential loss of revenues, loss of the
market, and thus loss of the profits. In addition, note that comments from stakeholders
during the opinion and the decision making processes confirmed that altematives are
more expensive and, for those stating that an alternative can be used at an acceptable
cost, no substantiated and quantitative data were provided that would modify the SEAC's
or, subsequently, the Commission's coneclusion on the economic feasibility. On this basis,
Article 60(5) was considered as fulfilled. Finally you do not establish in your request that
a different assessment approach would lead to the opposite conclusion, i.e. that
alternatives are economically feasible.

Based on the above, the Commission considers this ground for review as unfounded.

3.2, Manifest error of assessment of the information submitted by third parties under
Article 64(2)%°

In your request you contend that the authorisation Decision breaches Article 64(2) of
REACH in that it failed to take properly into account crucial information submitted
during the public consultation and it is vitiated by an error of assessment of certain
submissions to the public consultation conducted by ECHA.

3.2.1. Failure to take properlv into account relevant contributions to the public
consultation

In your request you allege that the Commission did not give sufficient weight to “key
submissions” to the public consultation which, in your view, unequivocally revealed that
technically and economically feasible alternatives are available. In support of that ¢laim
you refer to submissions from the paints and coatings sector claiming that most of its
customers have successfully substituted to lead chromate free formulations or are
prepared to do so. In the request it is claimed that the SEAC did not make a critical
assessment nor gave adequate weight to the submissions by major actors on the market
and downstream users, but that it merely summarised the contributions and concluded by
agreeing with the applicant on the lack of technically feasible alternatives. You also
argue that if lead chromates were necessary for niche applications, as claimed by a
number of submissions from downstream users, then the scope of the uses for which
authorisation was applied for should have been limited to such niche applications.

The Commission would like to recall again Article 60(5), which provides that the
technical and economic feasibility of alternatives for the applicant should also be taken
into account when assessing whether suitable alternatives are available (emphasis added).

% Par. 147-165
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In this case, the assessment is made from the point of view of the downstream users of
the applicant. The fact that other stakeholders have substituted or are prepared to do so
does not necessarily mean that the alternatives are suitable for the downstream users of
the applicant. In that regard, the quoted submission by Akzo Nobel®™ to the public
consultation refers to the existence of suitable alternatives meeting the requirements of
the customers of that company, who are not necessarily the same as those of the
authorisation holder. In addition, the quoted submission by BASF to the consultation
refers to “most of our customers™, which indicates that the alternatives are not suitable
for all their customers. Contrary to your claims, all submissions to the public consultation
have been taken into account by the SEAC during their evaluation and this has been
properly documented in the related opinions. As evident from the SEAC opinions, the
submissions of stakeholders, including those pointed in your request, have been used by
the SEAC to challenge or validate the applicant's assessment, as well as in reaching the
final conclusions and pointing out any uncertainties.

Thus, the Commission considers this ground for review as unfounded.

3.2.2. Failure to critically assess certain contributions to the public consultation®*

In your request you refer to over 100 submissions from downstream users claiming that
there were no technically and economically feasible alternatives to lead chromates, and
claim that the SEAC assessment of those submissions lacked a critical analysis and
scientific perspective. In particular, the legitimacy and credibility of those submissions is
put in doubt because many of the submitters requested their identity not to be disclosed,
many submissions were similar in wording and content, the actual number of companies
who actually submitted such comments is not known, and the arguments submitted
should have been considered as irrelevant.

Concerning the companies who submitted the comments, it is common practice in
ECHA’s public consultations not to seek justification from companies for requesting
anonymity in the publication of the results. There may be legitimate reasons for such
requests, in particular if the comments are submitted by customers of the applicant, as
recognised by Article 118 (2)(d) of REACH. Therefore the Commission does not
consider that such requests should put into question in any way the legitimacy and
credibility of the submission.

As to the content of the submissions, the fact that the wording of different submissions is
the same should neither question their legitimacy nor their credibility. Although from a
practicality and efficiency point of view it is obviously preferable for public authorities to
receive joint comments from operators who share the same view on a particular matter,
the fact that this does not happen, as often similar contributions are submitted by
different operators, does not invalidate in any way the quality or credibility of the
information submitted.

According to information from ECHA, 23 entities have submitted a total of 149
comments on a confidential basis. In the Commission’s view, this fact does not put into
question the legitimacy or the credibility of the submissions, either.

Finally, regarding the content of those submissions, you consider the main arguments of
the comments should have been rejected because they are based on an erroneous

2 Par. 151
30 par. 149
1 Par. 149-165
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interpretation of the notion of alternative. On the one hand, you refer to the arguments
put forward under the third ground for review (error of law in interpreting the notion of
suitable alternative), and on the other hand you consider irrelevant the argument in those
submissions that companies may need to exit the EU market if the authorisation is
refused.

Concerning the first point, it suffices to refer to the reply in point 3.1. On the second
point, the Commission notes that, in accordance with the Guidance on the preparation of
an application for authorisation™, what is relevant for determining the economic
feasibility of alternatives is the change in the applicant’s costs and revenues as a result of
the transfer to the alternative, and may include the economic impacts of the transferral
within the supply chain. Furthermore, the same Guidance does advise to '.. take account
of economic consequences of any related changes in the production volume'. While the
Commission agrees that possible relocation outside the EU is more relevant for the non-
use scenario part of the application, the inclusion of such an argument in the submissions
by some third parties does not invalidate those comments, in as much as they do include
relevant information on the technical and economic feasibility of alternatives.

Thus, the Commission considers this ground for review as unfounded.
3.3, Manifest error of assessment of the national rules relating to road markings™

In your request you contend that the Commission erred in its assessment of the existing
obligations at national level to use lead chromates in road markings. On the one hand,
you argue that the applicant's claim that some national regulations require the use of lead-
based paints in road marking is not supported by evidence. On the other, you consider
that the prohibition of the use of lead chromate-based paints in road marking in some
Member States is in itself enough proof that technically and economically feasible
alternatives exist for that use.

Concerning the first argument, it should be noted that the technical requirements about
the paints to be used in road markings in Member States are set out by the latter. In your
request, you quote a short extract of the analysis of alternatives® to show that the
applicant allegedly did not justify why the two lead chromate pigments are required for
road marking. In the view of the Commission, this argument is not supported by the
evidence you have provided, given that the analysis of alternatives for that use is not
limited to referring to the colours as such, but a detailed description of the performance
characteristics required in paints for this use, and comes to the conclusion that none of
the potential alternatives identified meet all those characteristics.

Regarding the reference made to the comments submitted by Sweden in the public
consultation conducted by ECHA™, the authorisation Decision acknowledges that lead
chromate pigments are not used in all Member States for road marking, and that the use
of lead-based paints for that purpose is banned in some cases, whereas in other cases
other colours than yellow and red are used. You claim that the fact that in some Member
States the use of lead-based paints is banned demonstrates there are suitable
alternatives®®. In that regard the Commission notes that the prescription of the
performance characteristics of the paints used for road markings is a matter of general

32 Section 3.8
3 Par. 166-175
3 Par. 166

35 Par. 168
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road safety policy which is outside the scope of an authorisation Decision under the
REACH Regulation. Road marking systems and traffic conditions are very diverse, and
the technical characteristics required from paints used for that purpose may differ
accordingly. Therefore the fact that in a particular Member State the yellow and red
colours are not used in road markings in no way demonstrates that there are suitable
alternatives to the two lead chromate pigments everywhere in the EU, because the use of
a different colour is a choice made by that Member State against the background of its
national situation, which is beyond the scope of the authorisation decisions adopted
under Article 60 of REACIL This conclusion became clear in discussions with Member
States during the decision-making process, which showed that Member States have
different approaches to road markings, depending on many different factors such as
traffic density, weather conditions, and frequency for renewing road markings.

In your request you also claim®’ that the fact that no submission was made by the
national bodies that allegedly impose the use of lead chromates questions the accuracy of
the claim that the lead chromate pigments are necessary for road markings. In that regard
it suffices to say that the lack of any submissions from national bodies does not in itself
demonstrate anything at all, neither in favour nor against the applicant’s claims.

In view of the above, the Commission considers this ground for review unfounded.

4. Alleged breach of the obligation to state the reasons under Article 296
TFEU>®

In your request you contend that the Commission Decision breaches the obligation to
state the reasons because it does not provide an assessment of the lack of suitable
alternatives within the meaning of Article 60(4) and(5), and merely summarises the
conclusions of the RAC and the SEAC opinions. Furthermore you allege that the
Decision lacks logic and contains internal inconsistencies, by granting the authorisation
in spite of the uncertainties identified in the applications and the acknowledgment that
there are difficulties in fully ascertaining the lack of technically feasible alternatives. You
also claim the SEAC did not provide sufficient justification for its conclusion that no
technically suitable alternatives are available®.

Firstly, it should be pointed out that the legislator gave the SEAC the task to assess the
availability, suitability and technical feasibility of alternatives®. Recital 102 of the
REACH Regulation further clarifies the role of the ECHA Scientific Committees, i.e.
“take over the role of the Scientific Committees attached to the Conmnmnission in issuing
scientific opinions in its field of competence”. Therefore the opinion of the SEAC in the
context of Article 60(4) of REACH constitutes an independent, scientific judgment about
the merits of an application for authorisation in the light of the conditions set out in the
legal text. By referring to the opinion of the SEAC, and expressing its agreement with it
as regards the Committee’s conclusions on whether the socio-economic benefits from the
use of the substance outweigh the risks to human health and the environment and, albeit
to a limited extent, on whether there are suitable alternatives available, the Commission
provided the justification of its Decision with regard to the assessment of those
conditions set out in Article 60(4) of the Regulation. In the Commission Decision, the
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38 Par. 176-185
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agreement of the Commission with the assessment of the SEAC is reflected in Recitals 6
and 7 (... ) the six uses applied for should therefore be authorised, (... )"} in conjunction
with recital 12. The wording of Recital 7 makes it clear that the Commission reviewed
and agreed with the SEAC conclusions referred to in the previous Recital. By referring in
this manner to the SEAC opinions the Decision provided a clear and sufficient
motivation of the aspects of why it considered that the conditions for granting an
authorisation under Article 60(4) REACH were met. In addition, the Commission notes
that during the decision-making procedure, in view of the questions raised by some
Member States in the REACH Committee, it conducted further enquiries as regards the
technical and economic feasibility of alternatives for the uses applied for. In particular
the Commission had requested clarifications from the applicant concerning the uses
covered by the application, and the technical and economic drivers that determine the
choice of the substance to be used by downstream users. The Commission had also
enquired with Member States about any national requirements or bans on the use of lead
chromate pigments in road markings. The information provided in the application, by
third parties and Member States, and in particular the difficulties to fully ascertain the
lack of suitable alternatives for the entire scope covered by the description of the uses
applied for, led the Commission to depart from the SEAC opinions as regards the
existence of suitable alternatives for the applicant and its downstream users and to
conclude that this condition was only met for some of the uses covered in the description
of uses in the application, as per the analysis of alternatives presented in the application.
Accordingly, the Commission imposed a number of limitations in Article 1(1) and (2) as
to the scope of the authorised uses, and provided a justification for that decision in
Recital 12 of the authorisation Decision, as explained in Recital 12, and set a limitation.

The Commission does not agree with your claim that the Decision lacks logic and
contains internal inconsistencies. According to that view, any shortcoming identified in
an application for authorisation should inevitably lead to a refusal of an authorisation.
Should that logic prevail, the Commission should refuse authorisations in a majority of
cases, since more often than not uncertainties have been reported by the Committees in
the assessment of the risks, in the analysis of alternatives or in the socio-economic
analysis. As explained before (supra point 1.1), in the Commission’s view the fact that
Article 60(9)(d) of REACH generally provides for the possibility to impose conditions in
the decision (“any conditions under which the authorisation is granted™) constitutes an
acknowledgement by the legislator that applications may potentially contain
shortcomings that can be addressed in the decision provided that do not compromise the
conformity of the application. An authorisation should be refused where the
shortcomings put into doubt whether the conditions for granting an authorisation are met,
which in the Commission’s view was not the case in the present application.

Concerning the SEAC opinions themselves, the Commission does not agree that they
lacked reasoning and logic as a whole. Concerning the analysis of the technical
feasibility of alternatives, which is the part of the SEAC opinions you are concretely
referring to in support of your claim*!, your conclusion that the SEAC limited itself to
agreeing with the applicant without further justification is incorrect. In its opinions, the
Committee reflected the assessment made by the applicant in its analysis of alternatives,
the different views (in favour and against) expressed in the public consultation, as well as
the applicant’s comments to the public consultation submissions. The fact that
contradictory claims were made by different stakeholders in the public consultation
should not require the Committee to launch an in-depth market study to verify which
stakeholders are right and which are wrong. Such contradictory statements do not prevent

4 Par. 180
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the Committee from drawing conclusions based on an overall assessment of the available
evidence. However, while the Commission found that the SEAC's evaluation with regard
to the alternatives were sufficient to exclude the existence of suitable alternatives for the
uses applied for as analysed in the applicant’s analysis of alternatives, it also found that
the description of the uses applied for was broader than the scope of the analysis of
alternatives. Accordingly, the Commission imposed limitations (in Article 1(1) and (2) of
the authorisation Decision) as to the scope of the uses authorised.

In view of the above, this ground for review must be dismissed.

5 Alleged breach of the precautionary principle under Article 191 TFEU*

In your request you contend that the Commission Decision is in breach of the
precautionary principle because it granted an authorisation despite the fact that it was
allegedly not in conformity and the assessment raised uncertainties and difficulties in
fully ascertaining the lack of technical feasibility of alternatives. Since the arguments you
provide in support of your claim have already been dismissed (supra points 1.1 and
3.1.1), this claim must be dismissed as unfounded.

6. Incompatibility with the Dubai Declaration on Intermational Chemicals
Management43

In the request you contend that the Decision is incompatible with the Strategic Approach
to International Chemical Management (SAICM) adopted by the International
Conference on Chemicals Management (ICCM) in February 2006 in Dubai, and in
particular the commitments undertaken by the ICCM members under the Global Alliance
to Eliminate Lead in Paint (GAELP).

Recital 15 of the Commission Decision clarifies that the authorisation is not incompatible
with the main goals of those instruments. The SAICM and the GAELP do not directly
impose legally binding obligations upon the EU, but set out general political goals
towards improvement of chemicals management and, in particular regarding lead in
paints, towards reduction of exposure to such paints and their elimination over time, with
the target year of 2020. Such political commitments are implemented through the
existing EU law but cannot legally limit the power of the Commission to grant an
authorisation in accordance with EU legislation. Furthermore, by including the two lead
chromate pigments in Annex XIV to the REACH Regulation with the sunset date of 21
May 20135, while subjecting the use of those substances after this date to close scrutiny
via the authorisation requirement, the EU took a policy decision to phase out the uses of
those substances where technically and economically suitable alternatives are available.
The fact that the Commission has authorised certain uses of those substances to continue
after May 2015, in accordance with the conditions set out in REACH, is only an
implementation of that policy decision. Finally, the imposition of a number of conditions
in the authorisation Decision (e.g. application of additional risk management measures to
protect workers, limitation of the maximum annual quantities of pigments authorised,
obligation for downstream users to provide updated information on the status of the

* Par. 182-185
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suitability and availability of alternatives) is in the spirit of the political commitments set
out in the GAELP to phase out the use of lead in paints over time.

Furthermore, the review reports for uses in road marking are to be submitted in
November 2017, while for other uses in November 2020, when the authorisations are to
be reviewed in accordance with Article 61(1) of REACH, unless the Commission
conducts an earlier review in accordance with Article 61(2) of REACH.

Finally, it should also be noted that in line with Article 69 (2) of REACH, the Europecan
Chemicals Agency (ECHA) is considering whether the use of lead chromate pigments in
articles poses a risk to human health or the environment that is not adequately controlled
and if that is the case it must prepare a dossier for initiating a restriction procedure of
these pigments in articles.

This ground for review should therefore be dismissed.

Conclusion

For the afore-mentioned reasons, the internal review of Decision C(2016) 5644 has led to
the conclusion that the Commission has neither infringed any of the provisions of the
REACH Regulation referred to in the request for internal review, neither any of the
obligations under the TFEU or under international law referred to in the request.
Accordingly, the grounds put in the request for internal review have to be dismissed as
unfounded.
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