1
Final Minutes Open Session TM 11l 2011

Biocides Technical Meeting
03 - 07 October 2011

INTRODUCTION

The meeting was chaired by E. van de Plasscheargpécific items on the agenda by A. Paya
Pérez, J. Janossy, P. Piscoi, V. Rodriguez Unantiin®akalin, B. Raffael and L. van der Wal. E.
van de Plassche welcomed the participants to TM20I1. Representatives from the MS, NO,
CH, and Industry were present at the TM. For sped¢iems of the agenda, the interested
companies were invited to attend.

1. Approval of the agenda

The agenda was adopted without any changes.

2. Adoption of the minutes

No comments were made on the draft minutes verBidistributed by COM. The minutes were
consequently adopted without any changes to be naaties version.

3. Action List TM

This agenda item was not discussed.

4. Members of the Technical Meeting and the e-conkation group

5. Next Technical Meetings

2011
™ IV 12 — 16 December

CA meetings: 6 - 9 December



2012
™ |

™ I
™ 1l

™ IV

CAl

CAll
CAlll
CA IV

CAV

26 -30 March
18 — 22 June
1 — 5 October

26 — 30 November

28 February — 3 March
22 — 26 May

3 -7 July

18 — 22 September

11 — 15 December



TOXICOLOGY SESSION

1. SUBSTANCES in PT 08
la. Corn cob (RMS: EL)
2. SUBSTANCES in PT 18

2a. Triflumuron (RMS: IT)

2b. Cyfluthrin (RMS: DE)

2c. Pyriproxyfen (RMS: NL)

3. SUBSTANCES in PT 02, 11 and 12

3a. Sodium bromide (RMS: NL)

4, SUBSTANCES in PT 21
Several general issues related to PT 21 were disdugst.

Reference values based on frequency and duratiantidduling application (Copper pyrithione
DocllA comments 42,43; DCOIT Docl comment 5, DociB8mments- 2, 7)

The use of reference values was discus&del:and NL were supporting long-term exposure
whereadJK, IE andIND supported medium-term exposulE andNL based their arguments
on various survey data from shipyards (DE study stady presented in Cybutrin DoclIB, Table
3.2-1).UK andIE referred to the guidance given in the TNsG, 2002 @aimed that long-term
exposure would be for antifoulings as a whole pobdype but not for a particular antifouling
product containing a specific active. Thereforeytargued, an AEL mid-term is considered more
appropriate for a particular active.

DE, supported byR, proposed that similarly to pest control operatbestype of active should
not count and the exposure should be considerechamic. UK and IE disagreed, in these
countries pest control is considered as medium-gxposure.

The use of peer-reviewed guidance values and néavvdas discussedNO and SE pointed out
that the 2002 and 2007 versions of the TNsG giv#ferent values for time duration and
frequency of useNO noted that it is also true for other PTs, sucliP®8. The date from which
the new version of the guidance come into force alss raised. The first assessments were made
according to the TNsG 2002, before the new verberame availabld=R andIE raised that the
use of different guidance documents questionedéinednization process; it may happen that the
active is evaluated according to the TNsG, 2002redme for the products the new values of the
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TNsG, 2007 will apply. Also, it may lead to differ@es among a.s. under revieersus. new
submissions.

PT pointed out that if the validity of the revisios guestioned, it needs to be justifiéE
explained the revision process: TNO had preparechédw database based on a questionnaire to
IND but IND hadnot taken the opportunity to commentit.

HEEG was asked to compare the data given in theamddrevised version of the TNsG. HEEG
should also propose a time-line when the revisediame should be applied. Until the opinion of
the HEEG is received and endorsed by the TM theGIR€02 applies, i.e. medium-term
exposure and a mean duration of 180 minutes fayspy. Use of 184 minutes in the current
dossier was acceptable.

Refinement of exposure during application and resho¥ paint by the Links stud{pCOIT
DoclIB 3, 4)

The use of the Links study was discussed and itava@mmon position that HEEG should peer-
review the studyNO regarded the study as well performed, containingtleer extensive dataset
and including measurements for both potential artdah body exposure using a whole body
method rather than patch sampling, as well as pateand actual hand exposure for most
workersUK mentioned difficulties in relying on the studyettoll application data does not cover
brush applications and is limited to experiencedfgssionals; the lower exposure data for
spraying compared to the TNsG may be due to megguriunconfined spaces; and the removal
of paint scenario seems to lack data on what theesdration of active was in the paint originally
on the ship.

NO clarified that the exposure data from the rollaggplication was used as refinementy for
professionals. The main difference between the @ues product painting model 4 (TNsG 2002)
and the Links study is that the former gives dataainateur users with much higher actual hand
exposure values. non-professional were using haldeploves whereas professionals used
appropriate chemical protective gloves. Regardimgggpraying scenario, workers were spraying
in uncomfortable positions especially during apgtiien to the stern of the ship and overhead
spraying occurred regularly. Relatively high expesuare expected under these conditions. As
for paint stripping, the amount of copper oxidé¢ha old paint was given in the study, thus the a.s.
can be converted to paint equivalent. the averadigewvas used to convert the a.s. to the paint
equivalent value. The ESD value was used to oltkarfraction of a.s. that was expected in the
old paint layer compared to the new paint laggf supported the comments of NO; and the Links
study was also only used for professionals.

SE compared the data with the TNsSG data and concludadthe Links study is of higher
quality. FI commented that the background data will be neddedhe HEEG revisionNO
stressed that there is no data for the paint strigppcenario in the TNsG, other CARs used the
spray painting model 3 for deriving the exposurbiclv is not really appropriate.

COM asked for more involvement in the HEEG, which @arking on voluntary basis. An opinion
of HEEG, to be developed in collaboration with RREISs for PT21 is planned for 2012-TMI.
Until the opinion is encdorsed by the TM the preésgproaches should be kept in the CARs and
shall be revised after if necessary.

Paint stripping (remaining fractions of a.s. in pa@d paint layers; leach rate ) (DCOIT DoclIB

comment 9 and Appendix 1)

There is ongoing discussion at the environmentsgisa on converting the leaching rate pef cm
to leaching rate per g of paint. UK understood emmental assessments for removal of
antifouling were based on the OECD 2004 ESD; UK awt want to see a mismatch between
environmental and human health exposure assessmeletss the difference was supported by
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adequate data and reasoning. It was agreed thaketision on the leaching rate will rely on the
outcome of the discussion at the environmentaicess
The remaining fractions of a.s. in removed paingefa was discussed. There were three
propositions based on the ESD document, as itspieiation was ambiguous. Out of the three
propositions at the Exposure Workshop in Oslo, M2 the worst case scenario of 25% was
chosen.IND proposed to harmonize the value with the 10% uledthe environmental
evaluation. YetSE and NO disagreed arguing that the 10% remaining fractbthe a.s. is a
mass balance meaning that 90% have been leachehlimog the lifetime of the boat, and is not
equivalent to the concentration of active sunbstandhe remaining paint layer, as the layer gets
thinner during use. Moreover, the worst case soetiar the environment is not the worst case
related to the human health assessment. Consideifigolishing paintdNO was concerned that
the 25% is actually not even the worst case soanari
It was agreed to discuss trilaterally amddg, NO and IND the remaining fraction of a.s. in
removed paint layers. The result of the discussiirbe presented at the next TM.

The relevance of a by-stander scenario (Coppethpgnie DocllB 37, 38; Cybutryne DoclIB 34)

The RMS for Copper pyrithione, SE, pointed out thaheir case, the by-stander scenario had
been suggested by the Applicant, for persons naesed to be involved in the spray application.

As far as Cybutryne was concerned, NL was of theiop that access of unauthorised personal to
professional shipyards was unlikely, hence theyugberl such a by-stander exposure scenario,
NL accepted the UK suggestion that dock/boat yamaikers entering an area where paint is
applied need to be warned to keep away from traatareas, by a product label statement which
states that ‘Unprotected persons should be keppfameatment areas’. NO also favoured the UK
label proposal aswell. NO commented that a bystasinario is included in the CAR on

DCOIT. NO would prefer keeing the scenario asvegisome useful information, but would not
insist on keeping it. FR and PT also supportedahel statement approach, but added that all
people in restricted areas should have the sanekédéprotection.

The TM agreed that a label statement was suffi¢e@tdckle this issue without any need to build
a specifically by-stander exposure.

Use of gloves by non-professionals (Copper pyritBi®oclIB comments 42, 43)

COM informed the TM that though the issue was alredidgussed at the CA, there was no firm
conclusion thus it still remains open, and willfbbowed-up laterCOM stressed that it became a
CA issue and will not be discussed at the TNK supported that the wearing of gloves is a social,
economic question that needs a political decisiddK emphasized that the issue relates to a
whole PT, not just one particular active. To edmedecision proceddK proposed that dossiers
include two assessments, with and without weareggloves, for all PT21 CARs having non-
professional applications. This way, the dossieits vave all the calculations allowing the CA
Meeting to make an informed decision. The proposa accepted.

4a. Copper pyrithione (RMS: SE)

4b. DCOIT (RMS: NO)



4c. Cybutryine (RMS: NL)

5. SUBSTANCES in PT 01

5a. Glutaraldehyde (RMS: FI)

6. SUBSTANCES in PT 12

6a. Ammonium bromide (RMS: SE)

7. AOB

7a. Update on HEEG

7a.1 Training on ConsExpo and BEAT — York 9 to — 10November 2011

COM informed the TM that places are still availablel amvited the MSs to participate. After mid

October the free places were to be given to the M&sshowed an interest and have already
subscribed with one participant, on a first comnst erved basis.

7a.2 Concept Paper on the development of Human Expore Scenario Documents (HESDS)

DE presented a Concept Paper on the development ofahllEmposure Scenario Documents
(HESDs). The MSs were given one month to replyhwfbllowing questions for the finalisation
of this concept paper.

Q1: Will the work be done by expert groups or byEHE

Q2: What would be the level of decision (HEEG, TRIOM) needed in relation to such
documents?

Q3: Will the leaders and participants in differamrking groups be agreed at TM?

COM is to summarise the replies and prepare with éhe of HEEG the final paper.

7b. Update on DRAWG
COM updated the TM on behalf of the DE chair of DR& as follows:

The draft guidance on livestock exposure is beiitgheld from public consultation until the
EMA draft guidance on MRL setting is finalised. TEMA draft has been finalised in the
working group and is currently in internal constitta within EMA. So both documents should
soon be released for public consultation.
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The DRAWG has been working on a second guidancerdent focusing on the carry-over of
biocidal active substances into foods. For theofeihg application scenarios, methods for
exposure estimation have already been developed:

Disinfection of surfaces and machinery in the food industry
o Itis standard practice in the food industry thataces and machinery are rinsed
after each disinfection. The Applicant must shoat tinsing effectively removes
most residues. To do this, residues of the actibstaince will be determined in the
rinsing water and on the rinsed surfaces. A singfgroach will be taken for
biocides used in aseptic packaging of foods.

- Disinfection of surfacesin private kitchens
0 Exposure of the consumer is assessed using a soapldation with standard
values for the area of daily food preparation, egapion rate of the biocide and
body weight. Refinement of the calculation is pbkesthrough submission of
additional data, e.g. on the transfer of the activestance from the surface to the
food. A similar approach is proposed for insectsidised in domestic
environments.

- In-can preservatives in dishwashing deter gents
o Exposure is assessed using a formula and defdukssgaken from guidance
developed by the industry project HERA.

- Preserved wood for use as stakes for ranking plants, e.g. in vineyards
o This scenario was identified to have no relevanitie Kespect to residues in foods.
No dietary risk assessment is required.

- Sorage protection of processed foods
0 Residue trials with representative foods are reguithis is analogous to the
requirements in the assessment of plant proteptioducts.

For the following application scenarios, methodsexposure estimation are currently being
developed:

- Insecticidesin the food industry
0 Insecticides for use in the food industry carryelatestrictions precluding food
contact. It can be assumed that these label restrscwill be adhered to, and
therefore an exposure assessment is not proposed.

- Teat dipsfor dairy cows
0 The evaluation starts with a basic calculatione@spnting very worst-case
conditions. If residues in milk are too high, resdstudies are required.

- Surface biocidesin food contact materials
o A calculation is used employing standard valuegifoly food consumption and
contact area of food and treated packaging andriex@etal data on the migration
of active substance from the packaging to the fadds is analogous to the
assessment under the food contact material leigisldlease note that it is not yet
clear whether this use will be within the scopé¢hef biocide regulation.

In addition, DRAWG is currently discussing whethgdrolysis studies may be required in some
instances.



GENERAL SESSION

1. Reporting on the last CA meeting
COM reported on the outcome of the CA meeting.

2. Tracking System: Progress reports

3. SUBSTANCES in PT 14

3a. Corn cob (RMS: EL)

4. SUBSTANCES in PT 18

4a. Permethrin (RMS: IE)

4b. Triflumuron (RMS: IT)

4c. Cyfluthrin (RMS: DE)

4d. Pyriproxyfen (RMS: NL)

5. SUBSTANCES in PT 02, 11 and 12

5a. Sodium bromide (RMS: NL)

6. SUBSTANCES in PT 21

6a. Copper pyrithione (RMS: SE)

6b. DCOIT (RMS: NO)



6¢. Cybutryine (RMS: NL)

7. SUBSTANCES in PT 01

7a. Glutaraldehyde (RMS: FI)

8. SUBSTANCES in PT 12

8a. Ammonium bromide (RMS: SE)

9. AOB
9a. General principles testing efficacy preservates

DE presented the document on principles for testiegetificacy of preservatives. The document
was commented upon by the other MS and is now readyndorsement at CA level followed by
public consultationFR stated they still have some comments. DE statey will take those
comments into account before sending it to the G&ting. It was stated by several MS that after
this document on general principles guidance oividdal PTs is required.

Conclusion: DE to update document and send to Catingp

9b. Update on changes of JRC-IHCP web-site biocides

COM presented a short note which is aimed at infiegnthe TM (Technical Meetings) and CA
(Competent Authorities) of the changes on the ‘iBie€ web content previously hosted by the

former European Chemicals Bureau web site &ttp://ecb.jrc.it/biocides/ and
http://ecb.jrc.ec.europa.eu/biocides

The note "TMIII2011-GEN_item9b-Note ECB- ESIS changf Website.doc" is uploaded on
CIRCA.

9c. Evaluation of shelf life for biocidal products

DK introduced the document on the evaluation of thedfdifie for biocidal products. A general
discussion took place on the questions raisedendticumentNL clarified that in the crop life
manual, a change of more than 10 % is not allowdigr the storage period, it has to be shown
that the degradation level is below 108 pointed out that the 10 % trigger value is maytize t
only value we have at the moment; we have to deocilesomething to use in the wood
preservative product dossieMO will use 10% in the first placeThe TM considered the need to
have guidance on the evaluation of these typegsif.NL mentioned that there is no specific
guidance available for biocidal products, e.g. Pp2dducts and in-can preservatives and raised



10
the question whether specific guidance should beldped. The existing FAO guidance and the

GIFAP (Croplife International) technical monograpb. 17 were developed primarily for plant
protection productsCOM mentioned this could probably be achieved understtupe of the

Evaluation Manual for PA. COM will consult with NEthis is possibleIND offered to assist in
the development of such guidance.
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ENVIRONMENT SESSION

1. SUBSTANCES in PT 14

la. Corn cob (RMS: EL)

2. SUBSTANCES in PT 18

2a. Triflumuron (RMS: IT)

2b. Cyfluthrin (RMS: DE)

2c. Pyriproxyfen (RMS: NL)

3. SUBSTANCES in PT 02, 11 and 12

3a. Sodium bromide (RMS: NL)

4. SUBSTANCES in PT 21

Wider environment discussion

COM reported that the CA meeting concluded that dedjritre wider environment scenario as
the minimum level of protection for antifoulants ynee a way forwardNL asked whether
sedimentation areas are included in the MAMPEC ocsumding areaCOM clarified that in
MAMPEC no sedimentation is taken into account i@ surrounding aredJK clarified that the
UK paper on surrounding areas only looks at thetidih factor for the aquatic environment. For
marina the dilution factor is 100 and for commdrbiarbour 10. For suspended matter the same
dilution will apply. NL could accept using the wider environment scenfoiocommercial
harbours but not for marinas. NL also suggestet @ahfaeshwater marina should be developed.
NL argued that it is important to come to a harmsediway to deal with thi€OM stressed that
we have to look for a way forward for a.s. which it pass the marina scenario, and reported
that the CA meeting saw the advantage of usingMber environment scenario both for marina
and harbourUK stated that risks in marinas should be dealt aitPA. Applicants have to get
information on the relevant scenarios for PA sdberefore new scenarios should be developed
quite quickly. CEPE is working on developing reg@bmarina scenariodND stated that the
development of new products is expensive and mauket not too big. In some countries there
are especially sensitive areas, which have to ladt daeth at PA. However, mutual recognition
will be difficult if everything related to the maa scenario is deferred to PBK supported IND
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and wanted to deal with the matter now by develppegional scenariosl accepted the wider
environment scenario, but is sceptic to the hidhtion factors for marina in MAMPEGCOM
suggested that the e-consultation group could Iotikit. UK clarified that the dilution factor in
the TGD is in line with the factor used for the marin MAMPEC. IE agreed that this matter
should not be deferred to PA. For Annex | inclusiN® accepted using the wider environment
with the dimensions outlined in MAMPEC. Mutual regodtion will not work if industry does not
have available scenarios before PA. We have tceagmaegional scenarioSEPE is conducting
a survey on marina characteristics in EU. This t@ldiscussed at TM, possibly in March 2012.
NL agreed with using the wider environment for hartdmut not for marinaCOM concluded that
the majority of the TM accepted the “wider enviramti, and additionally that the development
of new scenarios is ongoing and this task shoulfinaéised as soon as possible.

COM: it was decided to accept the use of the wideenvironment scenario with the
dimensions as defined in MAMPEC vs 2.5 for Annex inclusion

4a. Outcome of PT 21 e-consultation group

UK paper

1. Selection of kinetic input parameters

Background: Originally the UK produced a discussion paper thats sent around in February
2011. Comments were received from many MS and INpresentatives. To reflect the broad
range of use th&JK has collated the answers received and amendedripi@al discussion
document. This document is proposed now as the¢ guadance for the selection of input kinetic
parameters. The draft guidance starts on pagetBeotited documentJK picked out several
topics that need to be discussed at the TM nanaglyeous phototransformation, use of average
DT50 values, trigger values for performing sediméweller risk assessment and the correction
factor for biodegradation in open sea areas. Thdagae document was written taking these
points into account. HowevddK felt that it was worthy to discuss them more ipttie

1. Aqueous photolysis

There were very conflicting views ranging from coemts suggesting that we should never use
photolysis to comments that suggested the use ofolysis as a degradation process in all
scenarios. In order to reconcile these differenitedJK CA has treated photolysis within a tiered
approach. Photolysis is excluded from MAMPEC clatians at the simple first tier, but can be
included in refined higher tier assessments forseéinarios provided that quantum yield data,
which are necessary to run the advanced photobgigradation routines of MAMPEC are
available.NO agreed with not including photolysis in tier omeit they have some reservations
with tier two. NOcould not see that photolysis would be as relepamtess in harbors as in the
open sea or in the shipping larisE clarified that when you use this advanced phoislgsodule
you have depth variation in how much light penesdhe variouslayers of the water and you have
a core describing how much sun light is penetrativggwater, depending on the turbidity of the
water, leading to lower photolysis in harbour eomments.SE thinks that this MAMPEC
advanced photolysis module should be used whenlp@sSOM added that if this was the case
then it would not lead to more contribution of phigsis in marinas as compared to open sea

2. Use of average DT50 or worst case value

The original discussion paper omitted any consitaraof whether it would be appropriate to use
average input parameters or worst case valuesufminmg MAMPEC simulations and this issue

was raised during the commenting round. The guielgmmoposes that the vulnerability of the

exposure assessments should be primarily withirddseription of the scenarios rather than the
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individual substance parameters. So the worst chiee scenarios is based on how you define
those environments. On that basis, UK concludetitlis appropriate to use the geometric mean
DT50 when you have acceptable results from mora thee test systenUK considered this
approach as consistent with other environmentalpestment modelling like the FOCUS ground
water scenarios or FOCUS surface water scenadi@ supported the used of the geometric
mean.lE also supported the use of the geometric mean grega with the comments make by
UK. NL also supportetdK, and thankedK for reminding how the approach was taken for other
models such as PEARNO agreed in principle wittUK. However,NO pointed out the fact that
biodegradation might be dependent on the concemiras it was seen in the substandé€s was
assessingNOconsidered that it would be appropriate to leave ploint flexible in order to be
able to consider for instance a case were the geeralue might not be the most appropriate
(inhibition at higher concentrationd)K agreed witiNO and proposed to revise the guidance on
input parameters to reflect these cases were averalges would not be the most appropriate
(e.g. concentration and also pH dependenly)and SE also agreed wittuK in the use of the
geometric mean. Additionall$E supported the suggestion Bt on the need to investigate the
mechanistic reason why we had great variationsTib@ If we see a great variation regarding the
results from degradation studies; a discussiorherpbssible reason (s) is needgl. was also of
the opinion that more guidance is needed to hefpdolg when the average geometric value
could be used and when it could not be u§#dM concluded that the proposaldK concerning
the use of the geometric mean is accepted provttdomments made IO and supported by
other MS are added.

Point 3: Trigger values for performing a sedimenelier risk assessment

One of the difficult parts of the guidance was himwevaluate water-sediment studies to derive
separate degradation rates for water and sedirfierd. of the experts comment¥ received
highlighted the particular situation where, theidass in the water sediment study remain in the
water phase and there was not significant partiigpo the sediment. That cause a problem for
them, because they wouldn't be able to refine duwnsent DT50 based on the guidanti
wondered whether we could think about situation mheere is got an acceptable data base of
water-sediment studies and there it is shown tlasignificant partitioning of the a.s or the
metabolites occurrs to the sediment phase eithenw® exclude them for specific consideration
within the risk assessment? At the moment MAMPEGQ edlculate PECsupended matter and
PEC sediment B, what about the situation if youeha reliable data set from water-sediment
studies showing no significant partitioning of thes. or metabolites to the sedimebiK
wondered if the trigger value of 10% could be usedie don’'t exceed 10 % then we don’t have
to do the sediment risk assessméi@ askedUK whether the proposal implied that no risk
assessment has to be done for the a.s. if infoom&tom the water sediment study indicates that
the a.s. was not detected in the sediment. Daasah that you don't have to perform the a.s. RA
for sediment or is this only relevant for the melabs NO stated that because you didn’t find
something in the sediment it didn’'t mean that dl diot partition this way, it can be tightly
adsorbedNO thought that the starting point was that the \aas so water soluble that it didn’t
partition. NL asked some more clarification on the point raisgdNO. According toNL if the
appropriate extraction method was used, identiboabf the a.s (if this partitioned to the
sediment) would be possiblEOM clarified that the wayCOM interpreted the proposal K
was that you don't find significant partition footh a.s. and metabolitedK confirmed that the
proposal on the trigger value would apply equadlyd.s and metabolites. The rationale was that if
you have an acceptable data base of water-sedshaies they define the fate processes in the
aguatic environment. So if you didn’t find any sigrant partitioning to the sediment then there
is no need to do a RA on sediment. The proposplsisa simplification in maybe rare cases.
Perhaps more for metabolites but maybe some dlsalso avoid having to do this quantitative
formal risk assessmertlL can agree in principle with posing a trigger foistbut they didn'’t
know what this value trigger would be at this moiméh suggested a 10%. However, according
to NL the occurrence of the a.s./metabolites at a gtiae should be defined in the water-
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sediment study (e.g. detected at any time, at &@inetime). Koc or Kow trigger values would
also be an option. There were various options. they agreed with the view that if the
substance/metabolites seemed not to partitiondorsat to certain extent the sediment RA can
be waived.

COM suggests including the phrase "at any timetheotrigger value and leave the value as UK
suggested 10% both for parent and metabolites.

FI gave an example of a substance where they hadlom# risk assessment for sediment
becausethe a.s. was rapidly degrading and noipami¢j to sediment was observed. However, the
risk assessment of the metabolites which did pamtito the sediment was performekl
wondered if this approach could be considered aabbp COM confirmed that this approach
was acceptable and concludes this discussion @igosed an additional question concerning
point 3. According toSE the TM was assuming antifoulings which are pamithg into the
sediment and if we looked into harbors, we wouhd fpaint flakes in the sediment.Leaching from
these flakes is an issue we are going to discuks/tdEven a totally soluble substance may enter
the sediment via these paint flakes and leach rom these SE wondered whether this would
change this proposalUK supposed that this would not exclude the exposfiremetabolites
because by definition they had to be assessed.oGdlyithe risk posed by paint particles was a
big challengeUK would perhaps come with a second paper. There avfreulties assessing not
only the exposure from paint flakes but the effélotd they might causé€lK asked the TM if any
MS could come with any idea on how to solve thees€OM stated that considering the number
of MS having taken part in the discussion of treeasment of the paint flakes presented for latter
discussion, this is a difficult matter and a bigiidnge. We might come back to this later.

Point 4: correction factor for biodegradation ireasea areas

The original paper concentrates on selecting lengtput parameters for water and sediment
phases. The various OECD scenarios from MAMPEC rsoeastal and open sea environments
where rates of biodegradation may differ due tdfed#inces in degrading populations of
microorganisms nutrient levels, organic matter/susied particles etc. A number of MS
wondered if it would be useful to include a correctfactor to try to capture the slower
degradation in open sea environments. This appeoa@s taken in of one of the PT 21 CARs
based on the TGD. For the in-service shipping e sea scenarios a correction factor of 3
could be used, compared to the coastal scenandsesdegradation rate would be reduced by a
factor 3 copared to the marina or coastal envirarimé&o the uncorrected rate would cover the
marina and the commercial harbour and the correetiedwould cover the shipping lane/open sea
scenario.Fl would like to clarify if this correction factor bnrefers to biodegradation meaning
that if you had a substance that degrades hydealigtithen you keepthe same rate constidit.
thankedFl for the comment and confirms that this indeedhis tase. They will correct the
guidance to clarify this poinCH stated that this correction factor could greatypehd on the
molecule and chemical structure and ask for ctaiion on how this factor 3 was derivedK
clarified that this value is taken from the TGD ptex 4.2.3. There is a table for potential
degradation rates and distant marine locationsfiamd that it could be concluded that the TGD
suggested that a correction factor of 3 was apmtgpbased on the default mineralization half-
lives. UK suggested that mayi¢O can add more support since it was their idea. M@aeed
that they applied it because it was in the TGD statkd that microorganism density in the distant
marine environments was lower than in the estualiesemed logical tdlO to do this because
biodegradation studies they used in their risk sseent were performed with water from
estuaries and not fromdistant are@OM added for clarification that the applicability dfig
correction factor would depend indeed on the typmformation available. If relevant seawater
information was availabl€ OM supposed that the correction factor would not éeeesaryUK
added to the discussion that it was a good cooedt do because there was a scientific basis
behind it. It is unlikely that, applying this cocten factor would lead to a problem in the
shipping lane scenario. So it was unlikely to havesgulatory impact for annex I. But it was
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important that we include it no&E supported the proposal and confirmed that theg hesed a
similar approach with one of the metabolites witPAMPEC when trying to calculate a
degradation rate. COM closed the discussion ootieome of the PT 21 e-consultation group.
COM concluded that using the correction factor &b 8orrect for biodegradation in remote areas
is agreed (as long as DT50 values were derived Stgies using coastal waters) and suggested
to amend the paper with the results of this disonsand used this paper as the basis for the
selection of the kinetic input parameters for MAMPE

2. Refinement of the new build, maintenance or repaexposure assessment

This was the second paper presented byUlKeand looked for options for refinement for new
building, maintenance and repair exposure assessiitaa discussion paper, as it was previously
mentioned, was the result of the technical disamssback in June 2010. The discussion paper
drafted by thaJK was divided in two main parts. The first part ddesed options for refining the
guantitative exposure assessmél. looked at the approaches thi# used in its own CAR and
also on approaches other MS had used in their OMilsh were available at the time. In the
second part of the paper really looked to rathgndrto refine quantitatively, it was investigated
to whether we could introduce risk mitigation opsoas a way of mitigating the risk posed by
these application and removal scenarios. So irpdper that it was presented at the UM had
tried to summarize the comments received on botts gd the document. Having reviewed the
various approaches there were approaches baséa @EPE mass balance leaching rate method
trying to reflect the release rate of bioavailabls. from paint particles that would be released
from paint droples of flakes, either following ajggltion or removal activities. The idea of a
Toepleterarticalue, could be a transparent way of refinementhim exposure assessment. Late
comments were received from the NL which are natuged in the document. Briefly NL
wondered whether there was an option to ask ingdystoviding data on the the parameter
Toepleterariicle At the time of drafting the papddK could not conclude on a value however, it was
the intention to give MS an idea of the level dimement that would be feasible. All the MS were
keen on explore options for risk mitigation BUK opens the floor for the discussion on the T
pepleteparticiddarticle of whether this was an approach worthgigeelop furtherCOM thanked UK

for the introduction.

SE pointed out the fact that there were lots of typlegaints and this could complicate derivation
of T pepletepariicie NO acknowledged that this proposal would be the slose the real situation
however, they recognized the difficulty in developi a harmonized approach. Leaching
behaviour of a.s. could differ greatly. In line wilaey had previously said concerning the paper
from UK they would rather focus on risk mitigation measursstead of this T
pepletePariici@PProachFl thanked UK for the work done in elaborating thagper. Concerning the T
pepleterarticle they find it difficult to implement it within theisk assessment and would propose as
NO, to focus on risk mitigation measur€¥OM agreed with th&JK that the parameter could be
useful but how the parameter could be used depegrafirthe characteristics of the particle itself
and the environment surrounding, might be veryidiff approach to harmonize. No further
discussion was held concerningdeteraricidt Was agreed that this approach was too diffiant
that risk mitigation measures should be applieds Was agreed.

UK proceeded with the second part of the documimg. second part of the document introduced
some mitigation options. Valuable comments fromesalv MS were receivedCEPE also
commented on the issue, all comments were reflaatéde paper. In particular one of the key
points was the possible crossover of what we amegdat the TM and what other EU and national
legislations were doing. Several practices weretimeed. A BREF document for shipyards is
now available This again reflects best practice thaas listed and described well in the CESA
and CEPE papers which were discussed at TM |l 20hé&.paper tries to investigate how RMM
should be implemented when they were well contdoldg other pieces of legislatiohlL has
come with a clear statement that they have appghliect control measurements in their own yards.
They were content with achieving their own levdigiavironmental protection Perhaps in the EU
legislation under other pieces of legislation otM$ have a responsibility to achieve similar
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levels of control. On page 6 of the documéit, had put some question together to be discussed
at the TM: “the experts of the COM to consider Isetie scope of the BPD. Looking to the arena
of this TM to determine the extent to which this RIMcan be introduced in this area again
bringing back which areas might fall back in thetrol of other pieces of legislation like IPPC”.
COM admitted that there was still some work to do eonmg RMM. What would be the scope
of the BPD and what can be done under other pietésygislation looking to the IPPC, maybe
other pieces of legislation? Code of good pradiicbe developed or implement a code of good
practices that was already included in one of th®uchents provided at previous meetings. That it
also something that we could refer to when we addresk mitigation for new building and
maintenance and repair scenari@@M concluded that they still have to do some homeveidk
come back to the TM on this issue.

UK added that the best practice guidance would berg sienple task because we had an
enormous amount of information from the CESA suraayg the existing best practice guidance.
The decision to be made is how this would be inlénperhaps to which extent the emission
can be reduced by this RMM. Perhaps some morelekktamvestigation on the CESA survey is
needed and try also to try to quantify what levelenvironmental emission reduction can be
achieved when applying the best practice at shgsyaould be a way forwarCOM would
indeed advocate for having some certainty thaitkasure that is put in place might at the end
reduce the risk. Having said that, COM would conhwith colleagues in Brussels and then COM
would come back on this issue in writingK just for clarification asked COM that, given the
time scale, if this was the kind of thing that vgasng to be left for product authorization level in
the same way that maybe we would leave the devedopof scenarios to product authorization
level. They are thinking about the time scale egigcregarding the new substances UK is
working on.COM would suggest that this shall not hamper the Biolu of annex | process.
COM believed that along the lines with the original rex®os for marinas, that this was
something where we could work on in parallel to #mex | inclusion. So COM suggests
indeed going on with the evaluations for Annexdlusion and regarding the new building and
M&R scenarios, go for RMM as the proper way insteadrefining technically the risk
assessment. Then in the mean time we can workrarteong appropriate that can be relevant for
product authorizationSE wondered if we can drew up in parallel with theadission of the
previous days the presence of or non-presence ddTdh outside the paper mill which was
something we were allowed to have as special reougnt for proposing annex | inclusion. It
would be the same situatioBOM asks whether SE could clarify on the issue andreéhagion
what the previous discussions at the TM where weewdiscussing the situation of paper mils
with and without STP. For COM this was a differaituation. Here we are talking about the
maintenance and repair situation where the only wwagwvoid risk will be putting RMM in place.
NL agreed withCOM that was a different situation because all marigsgzecially for pleasure
yachts would paint their own shipSE clarified that they were referring to big facidis where
they paint large ships. For the emissions from fhaatlity should be possible to have some
treatment facility SE asked if that was not the point of CEPE was trymgiake NO stated that
the implementation of RMM at commercial shipyardssva little bit more complex than having
an STP for the treatment of papermills. Also whenhad evaluated wood preservative we had
the same situation in the treatments site, butetliewas relatively simple: we just required
establishing a roof and hard standing surfacestBatsituation in a shipyard is much more
complicated and RMM are more expensive to implemdKt will go back into some details of
the original document, where one of the ideas Wwas Wwe could use the information from the
recently produced CESA survey. The idea was ttotigtassify boatyards, shipyards into different
classes on the basis of the different levels ofirenmment al RMM measures which are
implemented.AsNO pointed out, the situation is more complicatednthast establishing a

implemented and that was the basis for the suggesdiclassify the different shipyards. Maybe it
should be recommended that only certain productdeaused in certain ship yards. But maybe it
is worthy to go back to the CESA survey. For examgome boat yards might only with
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difficulty achieve the high level of emission retion, while from the survey you can see that
there are at least some measures which are routpglied in all boat yards across EU. Some
shipyards would consequently not be able to achikgesame level of reduction in exposure as
others.That was the background for the proposblkafCOM thinks that for this we should work
closely with IND to see if such a system workdD first commented about the CESA survey,
IND thinks that it was a very good survey and thatéselt of this survey was representative and
should not be disregarded. Therefore, it was ingmdrto consider this document and to extract
whatever possible because it covered a signifitraetion of the shipyard industry and was the
result of a close cooperation between the biocrdhistry and downstream users. About the
possibility to establish or to regulate the shipigawith respect to IPPC it was stated that this was
very important for them because it would be difficdo for example establish a classification
scheme of shipyards and then restrict some prodocsome classes of shipyards if the risk
assessment associated with application and reme@shot accurately done. Because actually the
risks which were identified were related to a dirmwhere all emissions from these operations
become immediately available from paint particlesimplets the whole amount of emitted a.s.
and was immediately dissolved in the water coluBm.obviously it was not a realistic scenario
within this context. This was the reason why an@fient of the risk assessment regarding
leaching from particles was important. If RMM haeebe applied they agree with this approach.
But in this case it seems to be difficult, withaefinement of the risk assessment to put some
restriction on the product related to the clasatfan of the boatyar@OM agreed that this was an
important point.

COM closed the discussion on this point and suggesigdCOM would come back to the TM
on the question raised by the UK in the paper dised and thaCOM consult with the e-
consultation group and IND how we can take thighier.

Cumulative assessment

This was the last paper discussed byl it was sent around for comments in august 2011.
UnfortunatelyUK could not prepare a briefing document to presérnhia TM due to the late
receipt of commentdJK summarized the comments received and highlightedeskey issues
worthy to discuss at the TM, derived from this esatation. Overall there was a very good
general agreement reached on the use of MAMPEC Imfte simulating multiple and
simultaneous exposure and also as a higher tieeraént option over the simple first tier method
of the application of maintenance and repair exppagssessments described in the ESD on PT
21. There was also general agreement over thetwteuof the surface water scenarios that the
UK selectedUK proposed one cumulative scenario for commerciglsihg, one for professional
pleasure crafts and one for amateur’s pleasurésaafivities. And in general, the two worst case
examples which were included in the original distms document were well understood and
broadly accepted by all the experts. The final garegreement was over the use of the Multiple
Application Factor (MAF) approach for determiningjlsexposure. In the interest of saving time
at the TM,UK pointed out that there were several general isgwa@dsJK was happy to resolve
either unilaterally or bilaterally with MS. All tise points would be addressed in the revised
version of the document. This might come out asu@ance document similarly to the one
produced byJK for the input kinetic parameters for MAMPEC praysty discussed at the TM.
UK identified four issues that need to be discussethdr by the TM in order to move on the
development of the guidance.

Point 1: Cumulative assessment for the wider envirent.

Now that TM had pretty much agreed that the widetirenment scenario can be used for annex |
inclusion purposebK would like to take the chance of discussing curintgaexposure on those
environments. The draft paper was written on thasbthat we were assessing risk within the
commercial harbour or within the marina. Obviouslfter the SE proposal on the wider
environment,th&JK paper and the discussions during this TM perhagsan move to the wider
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environment. UK would like to get an agreement drether it is valid, as we decided to adopt the
position of the wider environment scenario, to japply the cumulative assessment scenarios
developed in the paper by UK to those existingaurding scenarios in MAMPEC. The technical
issues to consider here was that whif was developing the cumulative scenario for within
marinas or within commercial harbours environmebits, found that the largest risk of multiple
and simultaneous exposures would come either frogeiivice plus application or in service plus
removal activitiedJK did not think that we had to consider in servicgeling and losses via an
STP at the same time. However, a number of MS cantedethat if we move to considering the
risk in the wider environment then we have to cdesiaccumulative risk assessment from an
STP.UK asked whether there was an agreement to consideotite via an STP for the wider
environment scenario. If we can agree on tdls, will try to come with proposals on how to deal
with it. COM askedUK if this would mean kind of regional background centration from
sources leading to an STP that is the river flowusg into the marina and that would then feed
into the wider environmentUK guessed that the two options are: one to just$arae that your
STP discharges directly into your harbour or marthat would be very easy to implement in
MAMPEC because, you could just add that daily lo@@ctly to the other daily load from in
service or removal or application losses. The othgions as pointed out by COM was the
separate estimation of exposure via STP and twyaik out a background concentration present
in the wider environment and add that . COM wondendether it was really significant in
comparison to other contributions you hai. reminded that there was the scenario also the
river coming into the marina although it is a snale.NLremarked that we are already going
very worst case the way we were goMig. would suggest not including the STP ro@®M
agreed with thé&lL and would recommend not to includelt pointed out that the suggestion of
considering this exposure route was coming fromemhian one member. In the interest of
neutralityUK had to take the majority view, but would acknovgedomments from the TM.

No MS reacted what was interpreted ®®M as an agreement in that sense, as most MS have
express their will to include this rout&would investigate further and see how it can bdtdea
with in the cumulative assessment and then see edmaés out. UK added that these two options
would be anyhow included in the draft CAR of Traldp which would be discussed at the
following TM.

Point 2: There was a technical comment about timengercial harbour and the need to protect it
considering both removal and also application amdseérvice losses. For the moment the
combined scenario UK proposed for the commerciabdracombined in- service losses and
losses during application only. So there was nditexhal simultaneous emission due to removal.
Our rationale in putting these scenarios togethas wthat UKwanted them to be simple,
transparent and realistic. And on that ba#sfigured that considering combined daily emissions
due to application losses are conservative. Addpglication losses to the in-service losses on a
daily basis would be sufficiently conservative amatective. And thereforeJK didn't add
additional removal losses. But some MSs point bat tn theory you can have a situation in a
commercial harbour or even a marina that peopléatle applying the paint and removing the
paint from their boats.So it was a possibility UKdn't included in the rationaledK considered
that adding the losses during application to irviserlosses was sufficiently precautionary, but
they are happy to hear more comments or suggestioribis point.NO stated that putting the
daily load into MAMPEC and thereby assuming a camus daily load everyday is more
conservative than the ESNO agrees not to add losses due to removal as waking the worst
case of daily application and in-service life Iasseuld be sufficientNO didn’t think you have

to look both at application and remov&8lE was very much in line wittiNO in that point.
However,DE would like to point out that it is because of ttely emission from application that
this was also conservative. Because in case wednadjust the application scenario latter it
should not be forgotten that this removal was rakeh into account just because it was
conservative at that point of time.UK could clarify on that it would be highly apprecidte
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COM concluded that explaining the reasoning for acngptthis as being sufficiently
conservative relating to the daily situation of imgv application and in-service losses this
proposal olUK is accepted.

IND just to note on the CEPE comments on this pagmefirmed that a recently released
MAMPEC 3.0 version is available. This version aliothhe application and the removal and the
in-service activities to be considered separatelywell as combined on an average annual bases if
that is the choice. MAMPEC then calculates thea§ of all of those activities but it does that on
an annual average basis rather than continuouy eailission. IND supported the use of
MAMPEC 3.0 in terms of cumulative assessment. MANIPB.O is available and freely
downloadable. UK added that MAMPEC 3.0 that wagi@ion probably worth looking at.

Point 3: Refinement options

The paper did not really cover refinement optiohise document focused mainly on developing
the first tier combined multiple exposure scenatitat we can agree on. However, the main
conclusion was that MS wanted refinement optioetiohed in the revised paper. We can take the
following approach.The ESD proposes typical or waase following a tiered approadiND
suggested version 3.0 of MAMPEC for this purpodee dther possible refinement option would
be to go into detail into the CESA survey inforroatiCOM asked for opinion on this aspect.
From theCOM perspective the best option was to leave it witiatther refinement in the first
instance and see what the outcome of the cumulassessment - as decided by this TM — would
be in our evaluations. Looking to the previous dsstons COM could foresee that it could easily
be moved to risk mitigationE we could accept in principle the feature listl@gtdocument with
the possibility of refinement optiongK pointed out that they would try to explore thes&éas

as much as possible in the Tralopyril CAR.

Point 4: soil exposure assessment

Most MS agreed to the Multiple Application FactddAF) approach. TM had agreed for the
purposes of annex | to assessthe risk in the aqwaler environment. FI accepted also the use of
wider areas in marinas and harbours, but was coadeabout the much higher dilution in marinas
than in harbours. COM also stated that it is steaRgrhaps it comes into question the value of
assessing the risks in the directly impacted gwid whether we retained the formal soil risk
assessment for completeness, but in following itine for aquatic risk assessment for substance
that showed an exceedance for annex | inclusiorbméyis not an issuéJK could not imagine a
situation when we would encounter no risk for theatic scenarios but we were not allowing the
a.s. for the risk to the terrestrial organism#K considered that the demonstrating that
antifoulings are safe for the aquatic environmeas \&lready quite a challenge. The question was
why investing a lot of time in the soil compartmemhen we will never use it to make a
regulatory decision. But UK is happy to includeamyhow. FI pointed out that a soil risk
assessment has only to be donepleasure crafts and that no risk mitigarion meashes/e been
agreed regarding this usOM explained that when the ESD was put together tha was to
have a simple risk assessment scheme for soilremlgo for risk mitigation measuriis. thinks
that the same approach as taken for the wood pagsars should be take@OM would suggest
then to leave it as a first tier at it is suggestethe paper by theK.

MAMPEC
Several issues connected to the MAMPEC calculationgere discussed.
Which version of MAMPEC should be used?

COM suggests using vs. 28K mentions that there was a lg in vs. 2.0 regarding the
withs of marina mouth. This should be added to MOTA
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It was agreed that v 2.5 will be used.

Should any additional scenarios be used?

COM: National scenarios not necessary. Fish net saemas to be developed if use
foreseen. NO: CEPE has indicated that there isgarbuersion 2.5. COM will ask CEPE
to clarify this bug in the MOTA.

General discussion on how to enter Koc into MAMPECTfor calculations of
PECsedimentand PECsuspended matter

Several approaches when dealing with Koc could daend in the different assessments of
antifouling paints. The question of how to dealhaébncentration dependency of the KOC value
was highlighted by several MS as an important inpatameter in MAMPECSE was of the
opinion that it was appropriate to adjust Koc valgen calculating PECs as these are so low.
They had three options on how to proceed. 1) MAMRE®@Elel should do this adjustment of the
Koc value, dependent on which concentration is riedleHowever, SE recognised the difficulty
of this proposal. This correction is done autonadlycby many PPP model2) SE suggested
alternativately to look into the OECD protocol 1@me times measurements are performed at
lower concentrations than this reference conceatraif 1 mg/L. Look at the raw data from the
study and how the Kd on Koc is plotted at the défe¢ concentrations. Then you simply pick the
Koc that is measured at the lowest concentratiBnSE indicated for the third option that MS
could consultate the RCOM table for CuPT for furtimormation (comment 268 CuPT RCOM).
NO suggested at first tier to apply the highest Koluieat the lowest test concentration. In the
LoEP preferrably one value should be statddappreciated the detailed reasoning by SE made in
CuPT risk assessment regarding Koc-values but WwHseopinion that this issue should be kept
simple in the risk assessments. .It was decidetdSRashall make a guidance with IND on this
issueSE suggested that maybe the simplest thing to dodvioelto adjust the value manually.

The measured Koc value at 1mg/L has to be extriggabta a lower concentratiodK supported
SE. UK stated that this was not only relevant for PT i for other PTs. How we interpret the
absorption data in linear models was indeed impart&€aution should be taken about
extrapolating down over several orders of magnitinden the tested concentration Non-linearity
continues to the ng-level. The use of the expertaledoc value determined at the lowest
concentration is perhaps the most favoured optiom fthe UK point of view. When MAMPEC
was developed it was developed on the assumptidmexdrity. The manual contained various
stages of the development and the validation oreghkty check performed to see that the models
in MAMPEC were realistic. That was on the basidio¢ar absorption on the model. So it is
possible that other parameters in the model wooldect for the assumption of linearitidL
stated that some guidance is needed on how tohisedata and asked what would be the
limitations MS would have to deal with when extrigtimg data.SE agreed with the NL that a
guidance on how to use this Koc values. SE woupgphhao contribute.

PECIocal, dissolved for marine compartments

PEGiissolved Calculations should be harmonized for all PT 24. &urrently, in some dossiers
different approaches are used, both based on tieéd@ation and also on MAMPE®O stated
that this discussion is much related which what Tié previously discussed. It was the
understanding oNO that it was agreed thMS would use MAMPEC vs 2.5 for the calculations.
UK clarified that, however there could be a slightmmatch when you got exposure via an STP
entering the surface water, because you wouldhaot ise MAMPEC calculations and you would
have to revert to the TGD equations. Also durirgghconsultation there were some comments on
whether we should refine the application and M&RhwiMAMPEC and whether it would be
useful to keep the simple first tier calculationstihe CAR or not. The question is whether you
want a TGD first tier followed by refinement in MAREC and there the advantage of the tiered
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approach was that it allowed you to see the lef/eéfinement that MAMEC was giving. There
was an approach by tiNL to not use the average concentration from MAMPHCtb use 95%.
The proposal oUK would be to decide whether TM wants to use finst TGD calculations and
then MAMPEC for refinement or whether TM would meto go for MAMPEC directly using a
refined PEC dissolved value. The proposal to beudsed according toK should be first tier
calculation according to TGD followed by MAMPEC calation using a percentile of your PEC.
Fl understood that the agreement was to use firsfitstetier (TGD equations) and then the
second tier would be MAMPENO confirmed that this was also their understandi@@M
concluded on this point that as first tier the T€duation (Load divided by /volume) will be used
and then for the second tier calculations MAMPEQ e used.

Leaching rate correction factor of 2.9

The leaching rate correction factor 2.9, agredthénleaching workshop, has not been consistently
applied within PT 21 dossiers. Frd@®©M point of view this is an agreed fact@OM could not
see why this factor should not be applied unlessoofse there were evidences or field studies
from where you can infer that the factor is notidvdbr your individual active. That was a case
where you can deviatelK was concerned about the proposaC@M of using the leaching rate
correction factor as default value. Some Applicamit® have produced very good leaching rate
data demonstrating that this 2.9 factor is not &ngplid, won't aplly this correction factor. And
other Applicants not having provided data woulddfeé applying this 2.9 factotJK suggested
that the additional information should include adeing test. Another point raised b\K was
that, the 2.9 correction factor is to correct tHeRE mass balance leaching emission. Without the
2.9, 90% losses were assumed. When you applis@®tfifactor you can consider that you are
only losing 30% during service life. That might\ysdid when we talk about risk in marinas where
boats are essentially static. Considering 90% kssg@ight be an overestimation in this situation.
Now that we have decided to consider the widerrenment scenario it maybe not longer valid
to also take into account the correction factor.difidnally UK pointed out that another
disadvantage of using the correction factor andethereducing the in-service leaching down to
30% was that if we followed the proposals for a alative or multiple simultaneous exposure
assessment the factor for the amount of active irengain the old paint is either 30% or maybe
refining this 10%. If we refine then to 10% wedd30% in-service and 10% on removal of the
spent paint. Actually 60% of the a.s. never entbes environment what it is probably too
beneficial. If we apply this factor with no addit@l information potentially 60% will never enter
the environmentFl agreed withUK, in their dossier the factor was applied withouty a
additional data or justification, 98 did not accept the factoNL prepared the CAR at the time
the correction factor was not establishél. agreed with using the factor only if there is
supporting data availablblO was also of the same opinion as th€, that Applicants should not
be punished for submitting good leaching data. ddreection factor should not be applied unless
supportive data is presentdtlD clarified that the correction factor did not onlgcaunt for an
overestimation of the leaching rate by the masarua calculation method but also accounts for
the difference between leaching in steady conditiand leaching in dynamic conditions. The
leaching rate is higher when the ship is movingnthavhen the ship is anchored in the harbour.
Therefore, within this context, when using the eofion factor with the leaching rate calculated
by the mass balance method, ca. 30% is lost im#émena or harbour when ship is at berth, 10% is
lost on removal of spent paint and the remaining &@uld come out into water mainly outside
the harbour or marina, when ship is movilNO added that if now the wider envirionment
scenario was going to be considered the ships weteed moving. So it might be that
considering the 2.9 in this case would be wrong.MC€@oncluded that in order to use the
correction factor 2.9 some justification is needed.

COM closed the discussion on the general issuesmtioulings paints.
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4b. Copper pyrithione (RMS: SE)

4¢c. DCOIT (RMS: NO)

4d. Cybutryine (RMS: NL)

5. SUBSTANCES in PT 01

5a. Glutaraldehyde (RMS: FI)

6. SUBSTANCES in PT 12

6a. Ammonium bromide (RMS: SE)

7. AOB
7a. Outcome consultation PT 11 rapid reacting cheroals in cooling water systems

COM thanks NL for carrying out this e-consultatimmich addresses many open issues of the
discussion we will have on sodium and ammonium ldes This consultation is subdivided in
two parts, part A on the risk evaluation for therdstrial compartment and part B on the risk
evaluation for the aquatic compartment.

NL introduced the e-consultation saying that the goiestare addressing not only fast reacting
substances but also other substances in coolingrwatstems. However, slowly reacting
substances in the terrestrial environment will fgeased as normally done in the risk assessment.
For rapidly reacting substances we first need tonkif the reach the surface of the soil. The first
guestion is how to assess the spray drift to sod #8@ know to which area for water cooling
systems and if TM accept the evaporation values.

COM structured the discussion following the open issaesed by NL.

A. the risk evaluation for the terrestrial compartment

Al. Is the emission route to soil from spray driftof cooling water with rapid reacting
chemicals: a. negligible for small open recirculatig cooling systems, and b. relevant for
large open recirculating and once through coolingystems?

On this first issue TM discussed two questions:
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- Does the TM accept to use AREAdepos of 75000 ntt bnce through, large and small
recirculating cooling systems.
DE has made some rough estimation resulting inpmgiton are of 60,000 m2 for a 100 m of
cooling tower. NL: ask if this is relevant for ontteough, large and small re-circulating cooling
systems or only for smalls? DE: has no informatmreply to NL question.

TM accept to use 75000 m2.

- Does the TM accept Fevap+drift default 0.01, witmefinement to 0.0005 or 0.0001 (which
one?) if mitigation measures are set in place.

ES: Spain supports the drift factor of 0.0005,uke of drift eliminators is mandatory in Spain.

DE found the value of 0.0001 in BREF which shoutdidken into account. Refinement should be
always justified, nee to assure that drift elimanatare installed, FR regulation impose a fraction
of 0,0001. Refinement can be always possible. CHuMV/like to know about the mitigation that
justifies the other values. NL: FR and ES are usmiggation methods. For the RA 0.01 values
can be lower when mitigation measures are in pEReit is a system that reduces the
evaporation of water, and the water comes dowhersystem instead that to the air. There is less
evaporation in the system.

NL ask if ion ES and FR are legal requirementsesabise they have a systems that reduce the
drift and this can be different from MS. ES propdseuse the higher value and for PA each
country can use their value. NL in MS are IPPC latipns that introduces mitigation measures
that allows to reduce the values.

For annex 1 inclusion we will go for 0.0001 if IP@@asures are in place. CH has problems with
the mitigation measures and would like to requimgarinformation on this. NL proposed to
introduce more text to explain how IPPC Directisepplied.

For Annex| inclusion: TM accepts the Fevap+ drift default 0.01, with refinement to 0.0001 if
mitigation measures are set in place. NL will add an explanation in the document on the
mitigation measures proposed by the |PPC Directive.

At the Product Authorisation each country should use the value stipulated &y ttational law.

A2. Should we request for soil tests and/or surfaceco-toxicity tests in case of use in large
open re-circulating and once through cooling systea?

TM considers that the tiered approach proposedlbisMcceptable.

A3. Can we use assessment factors used for PNECgedpressed as mg/kg wet weight soil

also for deriving PNECsoil (expressed as on mg/m®i§?
NL ask if discussion on not rapidly degradable safise should take place. FIN: not clear what
means rapidly degradable substance, is degradatioumrring in seconds or minutes, on which
time? COM: a definition on rapidly degrading subsgs is not available.

TM: agrees with NL proposal that for rapidly degrading substances with soil exposure via spray-
drift PNECterrestrial is derived based on mg a.s./m2. The risk assessment of substances that do
not rapidly degrade should be based on PNECsoil (mg/kg soil ww and dw).

A4. Is it possible to include mitigation measures® yes, do you have suggestions?
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NL: If there is a risk it is possible to include mitigem measures, drift eliminators can be
introduced, NL will add some more text. In some rdoes like in ES it is mandatory to have
mitigation measures like drift eliminators whichliweduce the emissions to soil.
COM: asked MSto send NL other possible mitigation measures used in their countries and NL
proposed to RMS to add in their CARs that mitigation measures could be required at Product
Authorisation stage.

B. Evaluation of the aquatic compartment

B1. Is the direct emission route to surface watemnitreated cooling water: a. negligible for
small open re-circulating cooling systems and b. kevant for use in once-through cooling
systems and large open re-circulating cooling systes resulting in exposure of aquatic
organisms?

NL: we have 3 types of systems, small open re-tatmg cooling systems, once-through cooling
systems and large open re-circulating cooling systéNe discuss what sort of dilution factors
should apply. Should we use STP or not? TM disaugdach is the maximum dilution that can
be applied and it is agreed that 1000 should bendwémum one. On the other side TM discussed
if the dilution factor could go below 2 or 5? E®raduced the data gathered in Spanish rivers, in
particular the Tajo river. In ES in summer floweaas very small and factor 50 can not be
applicable. ES propose that the dilution factorc@Qld be acceptable. NL: Are cut off values for
dilution factors? We could suggest a factor 10.da8 try to find more information on south
rivers. NL: We should assure that installationsiargkely places to occur. FR: in FR large plants
are submitted to authorization, and it is done Bytesite. Each plant knows the conditions of its
effluent releases as the dilution, therefore mimmdilution of 10 can be assumed.

Questions discussed by the TM:

1. Can the TM accept to use the five levels ofrril@v rates 0.2, 2, 15, 100 and 1000 m3/s in the
risk assessment?

Taking the proposal of 10 dilution factor of EShmard this requires recalculation of the ¥sn
river. NL will adapt the table. This will result aachange of the 2 m3/s river to a lower flow
rate.

TM agrees

2. Can the TM agree on the dilution factors as pseg in the table above?
Chair: dilution factors can not be lower than 1@ #me maximum dilution factor is 1000.

TM agrees on the following dilution factors from cooling system to surface:

Dilution factors

ESD closed ESD small ESD large cooling ESD

cooling system* cooling system* system** once through**
Discharge (m3/s) 1.11E-07 5.56E-04 3.47E-02 6.67
TGD river 0.2 m*s 1000 350 Not applicable*** Not applicable
rivers 0,5 nt/s 1000 1000 10 Not applicable
rivers 15 m¥/s 1000 1000 200 Not applicable
rivers 100 nv/s 1000 1000 1000 10
rivers 1000 ni/s 1000 1000 1000 50

* Closed and small cooling systems have the aptiarestrict emissions via the STP

** Only option for restriction is the increase ririmum flow rate of the receiving water

*** A dilution factor <10 is not considered realistic, nor acceptable and therefore not part of the risk
assessment. Large cooling systems and once through cooling systems will not release treated cooling
water to rivers with a too low flow rate, resulting in a dilution factor of <10.
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3. Can the TM agree that dilution factors belowot80 (which one) are not realistic and that this
type of emission should be excluded from the caloohs?
After discussiorTM agreed for riverswith 100 m*/sin once through cooling system a dilution
factor of 10.

4. Can the TM agree that dilution factor of 100€his highest dilution factor acceptable for direct
emissions?

TM Conclusion: dilution factor of 1000 is the highest dilution factor acceptable for direct
emissions.

5. What dilution factor is required for emissiong$tagnant) large lakes?

IND asked MS to consider for annex | inclusion Waast case scenario and at product
authorization the national values should be comsitle

TM Conclusion: NL will develop a national approach. Other MSare invited to communicate with
NL on other national practices.

B2. In some Member States emissions to surface wateom cooling water systems are
regulated. Should we take these approaches into axmt for our risk assessment? If yes, can
you provide information on these approaches in youMember State, for harmonization
purposes?

Further harmonization is considered preferable shlitunder development. UK: no MS specific
issues for Annex | inclusion. In UK no need to dorenat product authorisation. In other MS that
do not have the controls the risk assessment magdfel as NL proposed.

B3. The PNEC for these reactive substances is basea acute data with a large assessment
factor of 1000. In most cases the PNEC will be belodetection limit. Knowing the working
mechanism of these reactive substances, is it pdsito use the LOQ or a standard used in
regulations in stead?

NL: DE and NL do not agree with the text proposgdih. The main problem is that we do not
have measurable concentrations, especially fodrd@gradable substances.

TM Conclusion: MSdoes not agree with the text proposed by NL. NL will include in the document
the discussion made by DE and UK.

B4. Is it possible to include mitigation measuresl? yes, do you have suggestions?

NL: FIN has communicated mitigation measures. But thezenany options for each system and
location with different mitigation measures to pev dischargesFIN: No more specific
information as communicated in the written commeNts proposes as stated in the document.
Only generic scenario is possible in the risk amsest for Annex | inclusionCH: Which
frequency is expected, daily, monthIMR.: large systems are 2 per year in smaller systems m
be each month.

Conclusiort NL will revise the document which will includeghdiscussion and will inform COM
on the timing for finalization.
7b. Input to draft guidance on the use of topcoatdr PT 08 products

DK introduced the documeBIK has produced regarding draft guidance for theofisgp coating
products for PT 08DK has finished almost all product authorisationswond preservatives and
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produced this document with some suggestions on twwleal with leaching studies. The
majority of the leaching studies for the producthauisations thaDK received were performed
with a top coat in placeDK proposed to apply a factor of 10 to the leachiatg,rthis factor
would cover those cases whéRD wants any type of topcoat applied to their wooekprvative,
meaning other top coats than the one applied ilethehing study, and is also used to cover the
uncertainty of how well amateurs apply the top chat asked ifDK could inform theTM on the
background of the factors 5 and 10 used in the mect, on what a "stable" topcoat is, and on the
definition of DK for TIME2. DK responded that the proposal would apply to therktbry
leaching test and the semi-field leaching testthatl the factor 5 would be applied in those cases
where a "stable" topcoat would be applied. Theblstdest" (EN927-2) describes the whole
system, not only the topcoat. It is among othevssaal test, physical parameters are tested, and
resistance to UV-light, etdNL then asked if such a test should be a requirerwenproduct
authorisationDK responded that in many cases this test had alteeely performed bWD and
could be providedNL commented that it might indeed be the case tliatable” topcoat would
be used initially, however that a cheaper, lessiefit top coat could be used in the future which
would result in higher leaching and thus higher ssioins.DK argued that in many cases a
guarantee of up to 15 years is given for treateddarocluding a top coatblO commented that
NO was not familiar with the "stable" top coat test that if it is a practical and feasible test to
perform it could be used as a requirement for pcoduthorisation, howeveMO would like to
see paint manufacturers, who do have experientieeiperformance of such tests, involvisi®D
furthermore questioned the basis for the factorN©, stated that amateurs might be as good in
applying topcoats as professionals and that tleer®isystem in place NO for qualifying as a
professional painter as it is in for instari2E. NO favoured to use the leaching rate with topcoat
for one year (study duration) in case a risk isidied for the uncoated samples and then revert
back to a long-time leaching rate without top caatit has been done in the dichlofluanide
asessemenCOM explained some of the criticism on tb approach (i.e. a sudden change in
leaching behaviour in timepPK reacted that 10-15 different top coats are noymadled, based
on information byIND, therefore basing the leaching on tests usingspeeific top coat only
would be unrealistic.

SE commented that there is a lack of technical expee InSE, however,SE was of the opinion
that the factors proposed BK are a bit high, althoug8E did not have a basis for that opinion.
COM informed that during the CA-meeting it was disagsthat the outcome of results of more
leaching tests and the use of top coats would lmessary before deciding on a definitive
approach for top coats. However, there is a neea foay forward to deal with current product
authorisationsNO commented that in their assessments a maximunettedun leaching rate by
top coats of a factor 10 was observed for oneaag .only a factor of 2 for another a.s... Therefore
NO thinks that applying a factor of 10 would not lealistic since the factor 10 would only level
out the reduction of leachinglK agreed with the comment INO, and remarked that in theK
scheme there is no requirement D to justify the choice of top codtlK would like to see a
minimum requirement for the use of a top ca#f additionally mentioned thaiK has a lot of
data and proposed to share these data with othanM&ler to see if the factors proposeddiy

are right or that an average factor can be dedfroed the available leaching test datBK
reacted that among the products assess&kbg maximum reduction of leaching rate of a factor
70 was observed, and that the reduction seemedpend on the active substance as well as on
the top coatUK wondered if then a factor 10 would be enough #chleng tests would be
performed using a 70 times reduction with top edaite in reality a top coat might be used which
reduces leaching by only a small factor.

COM put forward that a lead would be necessary foh sucomparison of leaching data and the
effect of top coatsNL supportedUK in comparing the available data and propo€€M to
bring all the data togethekL additionally remarked that there is insecurity @ibe time frame
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of TIME2. NO commented thaNO will investigate if they have resources to cooatinsuch a
projectCOM highlighted the main discussed issues and cldsediscussion.

Conclusions:
* Further discussion is needed on the time framé& idiE 2
* Minimum requirements for a top coat need to betifled
* Further information regarding the "stable" top ctest (i.e. EN927-2) is needed, IND
should be asked if this test is carried out ongulee basis and suitable to be included in
the assessment.
» Further justification of the proposed factors 1@ &nis needed, where a project to analyse
available data is proposed.
NO will investigate ifNO has possible resources to coordinate the collectideaching rates. If
so, thanNO will send out a template to be filled in by thénet MS with information regarding
the leaching tests and the top coats used.



