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l. Summary Record of the Proceedings

Item 1 - Welcome and Apologies

The Chair of the Committee, Ms Anna-Liisa Sundquegtened the meeting and wel-
comed the participants to the™L&eeting of the Member State Committee (MSC)
(for the full list of attendees and further detai=e Part 1l of the minutes).

Item 2 - Adoption of the Agenda

The Agenda was adopted as proposed by the MSC t8eateThe final Agenda is
attached to these minutes.

Iltem 3 - Declarations of conflicts of interest tole items on the
Agenda

No conflicts of interest were declared in respearny Agenda point of the meeting.

Iltem 4 - Administrative Issues

No administrative issues were raised by the ECHé&&ariat (SECR).

Item 5 — Adoption of the minutes of MSC-17

SECR explained that written comments on the draftutes of MSC-17 received
from three meeting participants had been taken adocount. The minutes were
adopted with some further changes proposed in teeting. The MSC Secretariat
will upload the minutes on MSC CIRCA and on the ECHebsite.

Item 6 — Dossier evaluation
a) General topics
1. Continued discussion about possibilities for waivig repeat
dose studies for low-toxicity substances

An invited expert presented the main written comtsesf MSC members to the
thought starter concerning possibilities for wagvinepeat dose studies for low-
toxicity substances that had been discussed in WS @eeting, and his responses to
them. The main idea of the thought starter wasitheases of low toxicity substances
where the NOAEL is >1000mg/kg/day in the 28-daygtuhe 90-day study could be
waived based on the Weight of Evidence (WoE) apgraacording to 1.2 of Annex
XI of REACH. This approach could potentially signéntly reduce the need for ani-
mal testing. The main written comments receivedewefated to the legal basis, the
low number of substances analysed, the definitfolow toxicity and differences of
the endpoints in 28-day and 90-day studies. Thédeidvexpert and the respective
MSC member proposed ECHA to carry out analysishendatabase of the substances
registered by the 2010 registration deadline sori@e conclusive results could be
obtained. They also proposed ECHA to give moreipeeguidance to the industry on
how to apply the WoE approach in similar caseggieament of the Member States
(MSs) on the issue could be reached during condinliscussions in a proper forum.



In the discussion, several MSC members expressee sympathy for the initiative
presented in the thought starter emphasising atdhee time the need for further dis-
cussions on the topic in a proper forum. It was tweed that industry should not
start carrying out 28-day studies to waive 90-dagies; the current discussions refer
only to cases where 28-day studies are alreadjaslai

It was also pointed out that no general rules shdnd established for this kind of
waiving but the substances should be discussedcaseaby-case basis (as required in
WOoE approach), taking into account the route ofliapfion, absorption, bioaccumu-
lation and structural properties of the substance.

An observer noted that the general discussions®mopic should continue as soon as
possible because the preparations for the 2018traggon deadline are already ongo-
ing. He also confirmed that industry does not idtém start 28-day studies with the

aim of waiving 90-day studies.

Another observer expressed her wish to particippatiee continued discussions.

The Chair concluded that the WoE approach accoririg2 of Annex XI on a case
by case basis which is the starting point for titmught starter is available in REACH
for the registrants already now. Some further &mst® could be given to the regis-
trants on how to properly apply this approach. Heeve conclusive arguments for
this approach could not be presented by the progddiSC expert. Therefore, taking
into account the positive reactions of MSC memberthe initiative, the topic should
be further studied and discussed. ECHA can not donondetailed analysis of dossi-
ers registered by 2010. As ECHA Secretariat wagmatposition to indicate on the
spot any suitable forum for continuing the discasson the initiative, it was sug-
gested that the MSC member or the competent atyhafrthat Member State could
ask ECHA in writing to organise a forum for cont@tion of the discussion.

2. Status report on ongoing evaluation work
SECR gave a summary report on the current situatiohon future challenges of dos-
sier evaluation work in ECHA. Estimates for the Woad of the next MSC meetings
were provided.

SECR gave feedback about the third party consafiaton vertebrate animal testing
proposals. In most of these consultations, onradtive hypothetic testing strategies
were provided which could not be considered asagig scientifically valid informa-
tion related to the hazard properties of the sulgstaTherefore, third party comments
so far did not affect the draft decisions on tegpnoposals. Responding to a question
from an animal welfare organisation, SECR clariftadt registrants always receive
third party comments with the first draft decisisa they have a chance to update
their dossier based on them if they consider irempate. Moreover, ECHA refers
the registrants also to the relevant guidance deotsrwhere more detailed informa-
tion is given on how to avoid animal testing.

SECR gave a short report on the two pilot projeotscerning the communication be-
tween Member State Competent Authorities (MSCAg) BR&HA. On the project of
sending to MSCAs detailed background informatiod eationale to draft decisions
by ECHA a generally positive feedback was receividtk other project of providing
to MSCAs the possibility to directly communicatetlweECHA (e.g. by phone calls) to
receive more detailed information on draft decisiovas not considered by MSCAs
as useful and transparent. SECR is still analyM&{As’ contributions to the pro-



jects and will soon decide on the way ahead. Inaasg, the approach would be case
specific and the current experience shows thaemifft tools may be necessary for
individual cases.

SECR also informed about the pilot project regagdire informal interaction via tele-
conference with the registrants after the firsftdtacision is sent to the registrant.

These teleconferences do not replace the (posddieal written comments of the
registrants and during them ECHA does not give @dan how to improve the dos-
sier but rather refers to the guidance documeriswiould help the registrant in up-
dating the dossier with the relevant informatioheTproject was received very posi-
tively by the industry. As result of the telecorfieces, registration dossiers were suc-
cessfully updated and as consequence some dosaieatons could be terminated
or some draft decisions were reformulated. Basetherpositive results of the pilot
project, SECR applies the possibility for a teldeoence with registrants as a stan-
dard procedure from now on.

In response to a question of an observer SECR ieepldahat testing proposal exami-
nations can be terminated by ECHA when e.g. anagpjately documented tonnage
downgrade or the cease of manufacture makes agestjuirement unnecessary, or if
a testing proposal was successfully replaced bgradppropriate available informa-
tion.

MSC took note of the report.

b) Written procedure report on seeking agreement omraft decisions on dossier
evaluation

SECR gave a short report on the written procedtithenseven substancd®plysan-
tol, Magnesium hydroxide sulphate trihydrate (MOEsH), Chlorobenzene, Vul-
curen (1,6-Bis((dibenzylthiocarbamoyl)disulfanylyaae), 4-hydroxy-3,5-
dimethoxybenzonitrile, UB 2740/50 and BDP (1-meghiyylidene)di-4,1-
phenylenetetraphenyl diphosphate).

By the closing date 10 May 2011, responses wereived from 26 MSC members
with voting right and from the Norwegian MSC memba&l responses were in fa-
vour and none was against the proposed decisiotisagreements for Polysantol,
Magnesium hydroxide sulphate trihydrate (MOS-HIGEhlorobenzene and Vul-
curen (1,6-Bis((dibenzylthiocarbamoyl)disulfanyl¥a@e). It could be concluded that
unanimous agreement on the draft decisions anactgp agreement documents of
these four substances has been reached by MS@ df tklay 2011. ECHA will con-
tinue processing the agreements and decisions.filaedocuments will be made
available on MSC CIRCA.

For  4-hydroxy-3,5-dimethoxybenzonitrile, UB  2740/50and BDP (1-
methylethylidene)di-4,1-phenylenetetraphenyl digdiege) the written procedure was
terminated by the Member State Committee Secrétamid0 May 2010 as one MSC
member requested meeting discussion on the thess e MSC-18. For UB 2740/50,
25 members with voting right and the Norwegian menresponded. Before termina-
tion all MSC members, except for the MSC membet thquested discussion at the
meeting, voted in favour of the proposed decisiand agreements. The Member
State Committee will seek unanimous agreement erabove three draft decisions
and respective agreement documents of these thbstasces in the current MSC-18
meeting.



MSC took note of the report.

c) Introduction to and preliminary discussion on draft decisions on compliance
checks and testing proposals after MSCA reactionsnd

d) Seeking agreement on draft decisions on complianahecks and testing pro-
posals where amendments were proposed by MS’s

CCH 007/2011(4-hydroxy-3,5-dimethoxybenzonitrile)

Session 1 (open)

SECR explained that the written procedure on tladt diecision was terminated after

one MSC member had requested plenary discussitimeorase. The representative of
the registrant did not participate in the initigdaission (Session 1) but agreed to the
presence of stakeholders, therefore an open sesa®held.

MSC discussed the case based on ECHA's draft deceid the concerns raised in
the written procedure by the MSC member who reguakttte plenary discussion.

In this MSC member’s view, the way the concentratbthe test substance should be
measured in the test solution depended on theiitiudf the substance, because de-
pending on its hydrophobic properties the substaocéd be absorbed and accumu-
lated in the algae during the test. Data providediee solubility of the substance
should be clarified first. SECR replied that a r&#pe algae test was requested be-
cause the study report provided in the registratiossier did not indicate the per-
formance of any analytical measurement and onirrefl to nominal amounts of test
substance added to synthetic freshwater. Moredkierstudy report mentions prob-
lems encountered when solubilising the test substaficcording to the C3 EC test
guideline, in case of substances that are pootlybtoin the test medium, measure-
ments shall be made during the test to confirmabial exposure concentration.
Therefore the registrant should be required toatfie algae test according to C3 EC
(OECD 201) guidelines. In the statement of reasbegegistrant was also advised to
review and adequately consider the solubility pperforming the study in order to
avoid an inaccurate result.

Furthermore, the MSC member questioned on how ECbIfd conclude that algae
are the most sensitive species and why a repeatptria test should not be required
from the registrant. SECR replied that althoughdbecentration data for the Daphnia
test provided by the registrant were not absolutédar, available QSAR data indi-
cated that algae maybe the most sensitive spenictharefore only the algae test was
required to be repeated.

The concerned MSC member accepted ECHA's replies.

Session 2 (closed)

MSC concluded that the algae test should be repegith measurement of the test
substance concentration according to EU C3 (OECD B80idelines. The Daphnia
test should not be repeated because based on QSM&Ragons, algae may be con-
sidered as the most sensitive species.

MSC found unanimous agreement on ECHA'’s draft deicias provided for MSC for
the written procedure and the current meeting withifmurther amending it, and
adopted the formal agreement.

TPE 006/2011 {1-aminoundecanoic acid)




Session 1 (open)

A representative of the registrant participatethm initial discussion (Session 1). As
there were no confidentiality concerns in the ddatision, an open session could be
held. The Chair informed the representative ofrfggstrant on the relevant practicali-
ties during and after Session 1.

SECR explained that proposals for amendment on E€ldraft decision were sub-
mitted from two MSCAs. One MSCA proposed ECHA tmsider requesting also a
two-generation reproductive toxicity study accogdio 8.7.3 of Annexes IX and X,
and not only the test proposed by the registracbraking to 8.7.2. The other MSCA
proposed to reformulate the statement of reasogesrdieng the weight of evidence
approach and applicability of results oin vitro studies for reproduc-
tive/developmental toxicity. SECR amended the ddaftision according to the sec-
ond proposal for amendment and reformulated thersent of reasons while ex-
pressed its willingness to discuss with MSC thereagh raised in the other proposal
for amendment when not all related information regfuents for a toxicity endpoint
(e.g. reproductive toxicity) are covered by testgppsed by the registrant.

In its written comments on the MSCAS’ proposalsdarendment, the registrant sup-
ported the proposal to amend the statement ofdhsons as proposed. Concerning
the other proposal for amendment, the registrantiged waiving arguments (i.e. ar-
guments to adapt the standard information requineshdor the information gaps for
reproductive toxicity; some of these argumentsigeckided in the registration dossier
as well.

MSC discussed the case based on ECHA'’s draft deciie proposed amendments
of MSCAs and the registrant’'s comments on the pgegd@mendments.

MSC members expressed views on how the data gagr 8nd 3 of Annex IX and X,
for which the registrant submitted waiving argunseshould be handled in the draft
decision on examination of a testing proposal. SEQReed that the waiving argu-
ments for the two-generation reproductive toxigtydy proposed by the registrant
may not be sufficient and that this issue had yeengnised in screening of the dos-
sier in the context of the testing proposal exationa However, SECR explained that
a compliance check should not automatically be egemhen a testing proposal is
examined.

MSC also concluded that in this particular caseernily no further studies for repro-
ductive toxicity would be required from the registt. SECR recommended to the
representative of the registrant to update thestegion dossier with improved waiv-
ing arguments in accordance with the relevant guddalocuments.

Session 2 (closed)
MSC found unanimous agreement on ECHA’s draft decigs provided for the
MSC-18 meeting without further amending it, anddd the formal agreement.

CCH 008/2011 (UB 274®0)

Session 1 (closed)

SECR explained that the written procedure on tledt dlecision was terminated as
one MSC member requested meeting discussion ooate A representative of the
registrant participated in this session (SessianAlglosed session was held. The
Chair informed the representative of the registaamthe relevant practicalities during
and after Session 1.




MSC discussed the case based on ECHA's draft decand the concerns raised in
the written procedure by the MSC member who reguakitte meeting discussion.

SECR replied to the concerns that in the coveedett the final decision not only the
fertility but also the perinatal effects will befeered to where the prenatal develop-
mental toxicity study is recommended to be perfatiog the registrant.

The representative of the registrant confirmed pbsition that the registrant pre-
sented in the written comments to the proposed dments and did not support in-
clusion of the information requirements on fenfterinatal effect in the draft deci-
sion.

Session 2 (closed)

MSC found unanimous agreement on ECHA'’s draft dewias provided for MSC for
the written procedure and the current meeting withfurther amending it, and
adopted the formal agreement.

TPEQ005/2011 (BDP_(1-methylethylidene)di-4,1-phenylenetetraphenyl dipos-
phate))

Session 1 (closed)

SECR explained that the written procedure on tladt decision was terminated as
one MSC member requested meeting discussion otee The representative of the
registrant did not participate in the initial dission (Session 1) and did not agree to
the presence of stakeholders, therefore a clossibsewas held.

The MSC member proposing the meeting discussiohdnétv his discussion pro-
posal, therefore, no detailed discussion was held.

Session 2 (closed)

MSC found unanimous agreement on ECHA'’s draft deicias provided for MSC for
the written procedure and the current meeting withifmurther amending it, and
adopted the formal agreement.

TPEO003/2011 (DPF)

Session 1 (closed)

The representative of the registrant participatethe initial discussion (Session 1).

The registrant had informed the MSC Secretaridtstekeholder observers can not be
present at the same discussions. Therefore a ckession was held. The Chair in-
formed the representative of the registrant onrdétevant practicalities during and

after Session 1.

SECR explained that the substance was a substhéekowvn or Variable composi-
tion, Complex reaction products, or Biological materials (UVCB). In addition, the
dossier was originally a notified substance undeeddve 67/548/EEC (NONS). The
registrant submitted testing proposals for foudms. For testing long term toxicity
on plants, the registrant submitted two optiongpeoform the test: either in accor-
dance with ISO 22030 or with OECD 208 test guidelim ECHA'’s view ISO 22030
would produce true results on long term toxicitypants whereas OECD 208 would
not.

Two proposals for amendment on ECHA'’s draft decisiweere submitted by two
MSCAs. Both are questioning the need to perforntélseaccording to the ISO 22030
test method instead of OECD 208 test method. SE@Ridered that the draft deci-



sion as presented to the MSCAs did not need tarisnded. The Secretariat also pro-
vided a Room Document (ECHA/MSC-18/2011/024) whiem¢her explanation for
the use of ISO 22030 instead of OECD 208 was given.

The registrant submitted written comments on tleppsed amendments and agreed
with the proposals for amendments.

MSC discussed the case based on ECHA'’s draft deciiie proposed amendments
of MSCAs and the registrant’'s comments on the pegd@amendments.

The representative of the registrant explained ithatcute terrestrial tests, the sub-
stance showed no potential for terrestrial ecottyigp to the highest doses used ac-
cording to the relevant guidelines. With regard3® 22030 which also covers repro-

ductive endpoints he mentioned analysing theseantdpis not useful as after adding

nutrients to the soll, there is always an increagbe vegetative growth of plants and

a delay in plant maturation. In such a case itusstjonable whether the effects are
adverse or just a delay in maturation, which isoemal phenomenon in nature. The

registrant therefore stated that performance ofsthey and interpretation of the re-

sults can be difficult. The registrant pointed theat these expected effects are de-
scribed in the 1ISO 22030 guideline. Thus, he stategreference for the OECD 208

test method from scientific point of view.

In the discussion ECHA explained, that the regmtia the registration dossier left it

up to ECHA to decide which of the two test guidesirshould be used. However, the
key aim of the registrant was to derive a lower ENEvel using a chronic assess-
ment factor (AF) of 10, and therefore to obtaima PEC/PNEC ratio. SECR pointed

out that according to the guidance, three chrooxacity tests would be required in

order to use AF of 10. Because the OECD 208 teshoabe considered as a chronic
test as it does not cover long term reproductivectd, it is necessary to perform the
test using the ISO 22030 test in order to meetegestrant’s stated aim. If the regis-
trant would use a higher assessment factor, theBDEEE would also be acceptable.

Two MSC members pointed out that REACH does recuing term toxicity test on
plants and not a chronic test. However, from sdieroint of view a chronic test is
required in this case, taking into account thestegnt's intention to use the chronic
AF. It was noted also that the ISO test allowsddaptation when testing substances
with nutrient effects.

It was acknowledged by SECR that the species satsivith the OECD test would
be higher (eight species), but also the ISO tasteaperformed on more than the two
species recommended in the guideline. Furthermewen when the 1SO test is per-
formed with fewer species, there is coverage oftamhél endpoints not addressed by
the OECD test.

One MSC member reminded that partial lifecyclestese usually accepted for fish
long term toxicity while it does not seem to be dase here with the plants. SECR
replied that aquatic toxicity and terrestrial taiovould not be directly comparable
in this regard.

One MSC member pointed out that based on solichSieeargumentation it is possi-
ble to deviate from the default AFs laid down ie tjuidance.

Session 2 (closed)
After considering all of the above reflections M8@nhcluded that the ISO 22030 test
should be required in the draft decision. MSC founthnimous agreement on



ECHA'’s draft decision as provided for MSC for therrent meeting without further
amending it, and adopted the formal agreement.

CCH16/2011 (HFO-1234ze)

Session 1 (closed)

The representative of the registrant participatethe initial discussion (Session 1).
He informed the MSC Secretariat that stakeholdsenkers can not be present at the
same discussions. Therefore a closed session WasTte Chair informed the repre-
sentative of the registrant on the relevant pratities during and after the Session 1.

ECHA explained that six proposals for amendmenE@HA'’s draft decision were
submitted by four MSCAs.

One MSCA proposed to add in the draft decisionllachnsumer risk characterisation
and to require a prenatal developmental toxiciggtwith rabbit instead of rats if the
test can not be waived. The same MSCA proposedtatiaps to the two-generation
reproductive toxicity study. Another MSCA did nairae with the draft decision re-
guesting a further inhalation developmental studyats due to the lack of signs of
maternal toxicity in the original study. This MSG®nsidered the original study as
sufficiently well conducted and the need for alfertstudy as not justified. Two other
MSCAs had proposed to replace the request fonmthegeneration study with one for
EOGRTS (extended one-generation reproductive tiyxstudy).

SECR was of the view that the draft decision neaddae amended based on one of
the proposed amendments (the heart was to be evedids the target organ to be
examined). In ECHA'’s view, the other proposals émnendment were not suffi-
ciently justified to amend the draft decision.

The registrant provided comments on the proposeshdments which were repeated
and slightly extended by the representative ofréiggstrant in the meeting. The regis-
trant agreed with the third proposal of the firsSGA (adaptations to the two-
generation reproductive toxicity study) and thepmsal of the second MSCA (no fur-
ther inhalation developmental study is needed)disalgreed with the other proposals.

The representative of the registrant emphasiséteimeeting that it is not their inten-
tion to perform the pre-natal developmental toyictudy with a dose higher than
15000 ppm although they have not seen any sigmsabérnal toxicity in the devel-
opmental toxicity studies they have provided. Tégresentative of the registrant said
that the doses used were based on the cardiadttymliserved in repeated dose toxic-
ity studies as accordance with the guideline. @pasentative of the registrant em-
phasised that they do not support the proposed dmemt for EOGRTS due to tech-
nical difficulties related to EOGRTS performed \tlze inhalation route. The test
would be much more expensive and it is difficulfital a test laboratory to carry out
the test as there is no former experience on |sth.t

MSC discussed the case based on ECHA'’s draft deciie proposed amendments
of MSCAs and the registrant’'s comments on the pgeg@mendments.

Session 2 (closed)

The continued discussion was focused on EOGRT®e@gyeneration test (proposed
amendments of two MSCAs). SECR made clear that An&.7.3 requires a two-

generation reproductive toxicity test. Furthermde€HA is constrained by Article

13(3) of REACH saying that tests shall be conduateatcordance with international
test methods recognised by the COM or the Agen©GETS is not a two-generation



test and not recognised by COM or the Agency. SBEGIRted out that CARACAL is
the appropriate forum for more detailed discussiorthis topic. COM confirmed that
on 9 June 2011 the EOGRTS versus two-generatiaodaptive toxicity study will
be discussed in the CARACAL meeting for the sedome.

The MSC members proposing the two MSs’ amendmeamtEOGRTS expressed
their concerns that if the decision making in COM BOGRTS takes too long,
EOGRTS could not be used for high volume substaregistered by 2010 anymore.
Use of EOGRTS instead of the two-generation testddcsave high number of test
animals. Furthermore, according to the currenustaf science, this test is also the
most appropriate to test substances with poteetiaocrine disruption properties.
One MSC member also supported these views consgd&®©GRTS as a very valu-
able study and required ECHA to be as proactiveaasible in the use of EOGRTS.
As a legal possibility to use EOGRTS already noppliaation of 1.1.2 of Annex XI
was mentioned. Many members preferred to get lelgaity to the issue of using
EOGRTS before starting to use it in REACH context.

SECR replied that the current REACH informationuiegments allow limited possi-
bilities to apply EOGRTS although the additiongbination provided by EOGRTS
is acknowledged. It was clarified by SECR that 2.4f Annex XI in ECHA’s view
can not be used to request EOGRTS as this seafensrto already existing study
results and this is here not the case. COM ackrinel@ the urgency of the issue.
MSC acknowledged that a statement could be sulmtittthe COM emphasising the
urgent need for action concerning EOGRTS and tygmlicability as soon as possi-
ble.

Extensive discussion took place on determiningditee for the prenatal developmen-
tal study.

Based on the above discussions, MSC reached unasiiagreement on ECHA'’s
draft decision after deleting the requirement fu pre-natal developmental toxicity
study and adding a statement that at this stageAECGHInot determine whether the
prenatal developmental toxicity endpoint is commiiaith REACH. The need for the
pre-natal developmental toxicity test will depend the outcome of the two-
generation reproductive study. The respective pHrthe statement of reasons were
also modified accordingly.

Upon the request of some MSC members, a statenmembmortance of introducing
EOGRTS in REACH was attached to these minutesg{ageV of the minutes). This
statement will be passed to the Commission ankdeddrthcoming CARACAL meet-
ing in June 2011.

MSC adopted the formal agreement.

CCHO014/2011 (BHT)
Session 1 (closed)

The representative of the registrant did not pipdie in the initial discussion (Ses-
sion 1). The registrant did not agree to the presei stakeholder observers during
the initial discussion, and therefore a closedisessas held.

SECR explained that five proposals for amendmenEGHA’s draft decision were
submitted by three MSCAs.



One MSCA first proposed to use alternative, nondedd test methods to replace
vivo eye irritation studies. Secondly, they proposed thshould be verified whether
the fifth strainin vitro mutation study was available or not. If the stinlythe fifth
strain were to be available, there would be no needquest that test again. The pro-
posal of a second MSCA for an amendment was retatdfte same issue but focused
on the further consequences of the results ofstualy. Thirdly, the first MSCA sug-
gested reconsidering the dose-response assessan@nsfthat were incorrectly cited
in the draft decision as well as to reconsider uadgies in the applied route-to-route
extrapolation procedures and the route specifiorgb®n values that were used. A
third MSCA proposed to reconsider ECHA requestefme the worker exposure as-
sessment in certain uses of the substance.

SECR clarified that, in respect of the questiorthef MSC member representing the
MSCA that proposed to use alternative non-validaésti methods for eye irritation,
at the level of Annex Vlin vitro studies are required, while at the level of Ankftk
and above it iSn vivo studies that are required. For Annex VIl levedaabove,
ECHA may, after careful evaluation, also acceptlissof pre-validatedn vitro stud-
ies if the study is suitable to fill the data gHphe test results are negative, thevivo
study has to be performed.

ECHA cannot require the registrant to fulfill th&farmation requirements with pre-
validated test methods. The introductory paragwafphnnex Xl allows the registrant
the possibility of adapting of the standard testsibdoes not state that ECHA could
require the registrant to do so. However, ECHA retnithe registrants of this possi-
bility of adaptation. When aim vivo study is required in REACH, ECHA is bound to
the test specified in the relevant Annex. Stilg tlegistrant can decide if they want to
adapt the test required. A risk of asking for pa¢idated tests would be that the con-
ditions of the tests still can be changed in thelation phase.

The registrant provided comments on the proposalsafmendment. The registrant
agreed with the proposal for amendment of the tM&ICA and informed about a
planned update to the registration dossier and 08R.registrant confirmed that the
results of the fifth straiin vitro mutation study are available and thus supported th
relevant proposals for amendment. The registrastd &abncluded that because of
negative result in this study, an vitro gene mutation study in mammalian cells in
accordance with Annex VIII 8.4.3 is required. Thgistrant confirmed that no data
sharing activities between registrants of the santstance have taken place.

MSC discussed the case based on ECHA'’s draft deciiie proposed amendments
of MSCAs and the registrant’'s comments on the pgegd@mendments.

The amended draft decision included all proposaisaimendments except for the
proposal to refine the worker exposure in certaasuof the substance. It was con-
cluded that the results of the fifth stramvitro mutation study was available and the
request for that was obsolete whereasithgtro gene mutation study in mammalian
cells based on the results of the fifth strain wasded and kept in the draft decision.
According to the registrant the information on éy#ation test is already available

and in practice no new test would be required. H@ngethis information requirement

is kept in the draft decision. The requirementsifigorovement of the CSR regarding
assessment factors and derivation of DNEL wouldeogiired based on proposals for
amendments.

MSC generally supported the draft decision as pexvifor the current meeting.
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Session 2 (closed)

After the part of the statement of reasons deakiity AFs and DNEL derivation for
workers was slightly modified and this modified sien was provided to MSC as a
room document, MSC found unanimous agreement onfE€CHraft decision as pro-
vided for MSC for the current meeting, and adopltedformal agreement.

CCHO015/2011 (TIB KAT 223)

Session 1 (closed)

The representative of the registrant did not pipdie in the initial discussion (Ses-

sion 1). As no response has been received frometfistrant concerning the question
on the possible presence of stakeholder observdise same discussions, a closed
session was held.

SECR explained that four proposals for amendmerE@6iA’s draft decision were

submitted by four MSCAs. All proposals for amendmerre made on the eco-
toxicological testing due to the new information thie physical chemical properties
of the substance obtained from the updated retj@trdossier.

SECR considered that the draft decision needs &ntended based on the proposals
for amendment. However, SECR was of the view thathdgs tonnage level there is no
legal basis to request information on the partitcwefficient n-octanol/water and
ready biodegradability of hydrolysis products. Rerimore, due to the tonnage band
of this registration, the decision would not requadditional information on hydroly-
sis, adsorption/desorption, short-term toxicityfish and PBT assessment of the sub-
stance.

In the comments of the registrant submitted topheposed amendments the regis-
trant generally agreed with the proposed amendmants identified the hydrolysis
products and provided QSAR estimates for them aoimog Kow, Koc, short term
toxicity and water solubility.

MSC discussed the case based on ECHA'’s draft deciie proposed amendments
of MSCAs and the registrant’'s comments on the pgegd@mendments.

The main point for discussion was whether the stesrh toxicity test on inverte-
brates and the growth inhibition study on aquakin{s should be required. The con-
cern in this respect was that tests for these twadpeints were available in the regis-
tration dossier but unclear exposure data wereigedv(composition of the test solu-
tions in these tests was not determined) that dicathow for clear conclusions appli-
cable for classification and labelling. Followingetproposed amendments the regis-
trant in his comments provided data which partlgrified the situation. However,
these data were not yet available in the regisimadiossier so the draft decision could
not yet take them into account.

To solve the problem, some MSC members proposédhbaegistrant should be re-
guested to update the registration dossier witlaailable and relevant data for the
registration dossier before repetition of the test$ would be required.

MSC concluded that the requirements for the replepégformance of Daphnia and
algae tests should be deleted from the draft decid!SC was of the opinion that in-
stead of repeating these tests, the registrantidieurequired to update the registra-
tion dossier with the similar data provided in tlegistrant’'s comments , i.e. to pro-
vide information on the qualitative compositiontbé test solutions (including iden-
tity of hydrolysis products of the registered sabse), the toxic effect concentrations
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of the hydrolysis products of the substance asigesdl by valid QSAR models and
any other relevant available information on theimsic properties of the hydrolysis
products. The data to be provided should be se#fiicior classification and labelling
of the substance.

Session 2 (closed)

MSC reached unanimous agreement on ECHA'’s drafsidecas modified on the ba-
sis of the conclusions drawn by MSC in the disausshn Session 1. The relevant
parts of the statement of reasons were also mddieordingly. The deadline to pro-
vide requested information in the form of an updatéCLID dossier to ECHA was
changed from 12 to 6 months from the date of degisi

MSC also adopted the formal agreement.

TPE004/2011 (1,5-bis[1,2-bis (ethoxycarbonyl)ethytaino]-2-methylpentane)
Session 1 (closed)

The representative of the registrant did not pipdie in the initial discussion (Ses-
sion 1). As no response was received from the tragisconcerning the question on

the possible presence of stakeholder observeteatame discussions, a closed ses-
sion was held.

ECHA explained that three proposals for amendmarE@HA'’s draft decision were
submitted by two MSCAs. One MSCA questioned tlyaldasis for accepting a test-
ing proposal for the pre-natal developmental tayias substitute for the screening
study, when the dossier is registered for the tgaravel of Annex VIII. This MSCA
also proposed to delete the reference to the EChtA sheet ECHA-09-FS-05-EN
considering dossiers of 100-1000tpa substanceg eahnically complete even if
they do not contain the results of a screeningyshud do contain a testing proposal
for a pre-natal developmental toxicity study.

Another MSCA proposed to include in the draft decisa recommendation to the
registrant to provide reproductive/developmentaidity information in accordance
with Annex VIII. Furthermore, this MSCA disagreedthvECHA's draft decision to
reject conduction of a 90-day sub-chronic toxi@tydy that the registrant has pro-
posed to be performed.

SECR considered that the draft decision as pregeatthe MSCAs does not need to
be amended.

SECR was also of the view that the first propogahe second MSCA to include a
recommendation in a decision is not acceptable,piioted out that such a recom-
mendation has already been included in the covtarléo the draft decision. How-
ever, SECR welcomed the discussion on whether btoneject the testing proposal
for 90-day study.

The registrant submitted comments on the propoBalsamendment supporting

ECHA'’s draft decision and explaining that testsagtordance with Annex IX have
been proposed for the reason that the tonnage ¢évatnex I1X will be reached very

soon, and that this approach would best take iotount the animal welfare consid-
erations. The registrant did not see a scientifedhto carry out the 90-day sub-
chronic toxicity study but recognised that adaptatbf the standard information re-
guirements indicated in column 2 of Annex IX wag faymally justified and made

therefore the testing proposal for the 90-day stodyormal reasons.
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MSC discussed the case based on ECHA'’s draft deciiie proposed amendments
of MSCAs and the registrant’'s comments on the pegd@amendments.

The main issue for discussion was whether to acmemject the two testing propos-
als (pre-natal developmental study and 90-day $wmbric toxicity study) proposed
by the registrant on a higher tonnage level thanréyistration is made, and whether
both testing proposals should be treated similarly.

COM noted that the rejections of proposed testsilshonly be done very carefully
and only exceptionally on a well-grounded basis.

Several MSC members argued that ECHA should na taler the registrant’s re-
sponsibility and generally would not be in a pasitio reject tests proposed by regis-
trants. Even if the registrant does not expreskedrly, there may always be good rea-
sons why certain test was proposed. A number of Mf&thbers argued that a poor
justification for a testing proposal by the regasiris not sufficient grounds for ECHA
to reject the testing proposal. Although the regecbf the 90-day study seems to be
in accordance with the guidance, the rejectiorhefgstudy was not considered to be
the right decision.

Some MSC members were concerned that ECHA wouldl tiiktreat the pre-natal
study and the 90-day study in the draft decisidfedintly, although the situation is
very similar for the two tests: both tests are d#ad information requirement for An-
nex IX. Therefore, both tests should be either ptekor rejected for consistency rea-
sons. SECR replied that there are two significaffitr@nces between these two end-
points. First, there is a data gap in the dossiettfe endpoint addressed by the testing
proposal for the pre-natal development toxicitydgtuvhereas there was no such data
gap for the repeated dose toxicity study, as thestant had fulfilled the information
requirements for Annex VIl by including the resutif a 28-day study.

Other MSC members reminded that the waivers of @ol@ of 8.7.1 of Annex VIII
not to provide the screening information on repuciihe/developmental toxicity
should be applicable only if the data are alreadhilable from the pre-natal study;
testing proposal would not be sufficient for thepidtion to the screening test which
is the standard requirement under this endpoidtninex VIII. Thus, he proposed to
accept the pre-natal test and to require in additie screening study even though he
realised that it could be required only by operangpmpliance check.

Considering all options to reject both testing megls, to accept both testing propos-
als, to accept only one of the testing proposalspen a compliance check on Annex
VIII information requirements were brought up irettiscussion. MSC, in this occa-
sion, concluded in favour of asking both testseaérried out as proposed by the reg-
istrant. SECR stressed that this was a special aradeshould not be considered as a
precedent for future cases, and that normally prpystification would be needed for
testing proposals in those cases where tests watlde required under REACH.

Session 2 (closed)

MSC modified the requirements in the draft decisorthat the registrant is required
to perform both the pre-natal developmental toxistuidy and the 90-day sub-chronic
toxicity study.

MSC reached unanimous agreement on ECHA'’s drafsidecafter the above modi-
fications. MSC also adopted the formal agreement.
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Item 7 — Substance evaluation (SEV)

a) Oral report from the ECHA workshop on Substance Evéduation (23-24 May
2011)and update by ECHA on the work on CoRAP development

SECR in its presentation informed the meeting altbetoutcome of the workshop
and the state-of-play concerning CoRAP developm&he full presentation was
made available to MSC members and stakeholders 88 KZIRCA. In addition, a
separate document on the state of play of preparati CoORAP was provided for
stakeholder observers.

MSC took note of the report.

In the detailed discussion, stakeholder observepsessed their willingness to take
part in the development of CoRAPs in the futureeCR replied to a question that
only the final SEV reports will be published andegtions around targeting and re-
opening a SEV will be clarified soon. It was al$gessed that transparency will be
one of the key elements in SEV work and the pigatton for CoRAP will follow not
only hazard but also risk concerns.

b) Planning of substance evaluation work in MSC - DrafMSC working proce-
dure on providing the opinion on CoRAP

SECR introduced the draft working procedure revisedhe basis of the written com-
ments received from MSC members. MSC took notendf generally supported the
revised working procedure on providing the MSC apinon CoRAP. It was agreed
that the rapporteurs in the process of providingdvfpinion on the draft CoRAP will
be appointed for one whole year and that MSC wilegts opinion on proposals
made by MSCAs under Article 45(5) of REACH duritg trunning year and will not
wait until the next CoORAP update. Some more editaromments were proposed by
the MSC members too.

Based on the comments made in the current meeédBGR will revise again the
document and invite MSC members for written commmentt the revised version.
Based on those written comments, SECR will finatise working procedure and
launch a written procedure for adoption.

Item 8 — SVHC identification
a) Reporting back on identification of SVHCs in written procedure

SECR gave a brief report on the written proceduréentification of five substances
as SVHC that was launched on 10 May 2011. By tbeig date 20 May 2011, 23
responses from MSC members with voting right wexeeived, all of which were in
favour and none were against the proposed agreemisb the Norwegian member
responded positively. It could be concluded that @lgreements and respective sup-
port documents on the identification of the fivebstances Z-ethoxyethyl acetate,
strontium  chromate,  1-methyl-2-pyrrolidone,  1,2,3-trichloropropane,  1,2-
Benzenedicarboxylic acid, di-C6-8-branched alkyl esters, C7-rich) as SVHC has been
reached by MSC on 20 May 2011. MSC agreed unanipaasdentify the above
five as SVHC meeting the criteria referred to iniéle 57 of REACH.

The final documents will be made available on MSKCA and on the ECHA web-
site. These five substances will be included inGhadidate List of SVHCs.

b) Seeking agreement on Annex XV proposals for identdation of SVHC
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Discussion and seeking agreement on the identificah of SVHCs based on the
proposals and the comments received

1,2-Benzenedicarboxylic acid, di-C7-11-branched and linear alkyl esters
(DHNUP)(EC number 271-084-6)

The representative of the Danish CA as dossier gtdsnmtroduced the Annex XV
proposal for the substance. The presentation wale msailable on MSC CIRCA.
The reason triggering MSC consultation was the ceninmn the public consultation
guestioning the identity of the substance and #iss the identification of the sub-
stance as SVHC. The dossier submitter replied ¢ochmment that the substance
identity in the Annex XV proposal was identical tteat in Annex VI of the CLP
Regulation and would not need to be further defifddis the entry on the Candidate
List would cover only the substance as identifigdh® entry in the CLP-Regulation.
In the discussion no other issues were raised.

MSC unanimously agreed that 1,2-benzenedicarboxgid, di-C7-11-branched and
linear alkyl esters (DHNUP) as a substance toxicéproduction 1 B meets the crite-
ria of Article 57 (c) of REACH. Therefore, the stdosce is identified as SVHC.
Agreement and support document for the substanoe wenimously agreed without
any modifications.

Hydrazine (EC number 206-114-9)

ECHA SECR as dossier submitter introduced the An{@xproposal for the sub-
stance. The presentation was made available on BIRCA. The reason triggering
MSC consultation was the comment in the public atiason questioning the identity
of the substance and thus also the identificatiothe® substance as SVHC. The dos-
sier submitter replied to the comment that the tsula® identity description in the
Annex XV proposal was identical to that in Annexafithe CLP Regulation i.e. cov-
ering both the hydrated and anhydrous forms ofth®stance. This perception of the
substance identity is supported by the fact thatshbstance registered is hydrazine
but that the uses in the registration dossiersrargtly referring to the hydrated forms.
The classification of hydrazine was also questiomedome comments but as the
classification is harmonised in the legislationtswomments are not taken into ac-
count in the identification of a substance as SVHC.

In the discussion, SECR agreed that also hydrazyaeoxide will be mentioned in
the table of the support document as an additispabnym for the substance name.
SECR clarified that salts of the substance will betcovered by the Candidate List
entry of the substance.

SECR explained that due to time constrains comiotnfCOM ECHA has not pre-
pared any RMO analysis for the proposal. Severahbegs requested COM to ex-
plain the reasons for this Annex XV SVHC dossideCR made clear that an RMO
analysis can be prepared later in the processcas ibe used to support decision mak-
ing on the need to instigate any further regulattly management measures.

It was also clarified in the discussion that thendidate List may not be only a step in
the authorisation process but can also be usetjtet obligation to provide informa-

tion on substances of very high concern down tipplguchain. For substances that
are on the Candidate List (but not yet in Annex XIWe restriction procedure can be
started. After a substance is placed on Annex Xi&ly restrictions may not be im-
posed to address risks which arise from the iritripsoperties specified in Annex
XIV. However, after the inclusion of the substamténnex XIV it is still possible to
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impose new restriction due to risks from the preseof the substance in articles. A
member requested a clarification of the role of @endidate List stating that in its
view the Candidate List should be considered oslpart of the authorisation proc-
ess. Reference was made to the conclusions of dhesivop on authorisation and re-
strictions in 2009 that reflected the different gibke roles of the Candidate List.

As no comments challenging the identification & fubstance as SVHC were raised,
MSC unanimously agreed that hydrazine as a caremd@ substance meets the cri-
teria of Article 57 (a) of REACH. Therefore, thebstance is identified as SVHC.
Agreement and support document for the substance weanimously agreed with
addition of the synonym for the name of hydrazioettie support document (see
above).

SECR informed that the Candidate List update wlid $ubstances agreed upon as
SVHC in written procedure and in the meeting i®f@en by 17 June 2011.

c) Update on other topics related to SVHC identificatbn

Cobalt dichloride - update of its identification asSVHC on the basis of
Article 57 (c) of REACH

SECR informed that in the SVHC identification preseone of the 15 comments re-
ceived in the pubic consultation challenged theitadchl hazard property “toxic for
reproduction 1B” for identification of the substeanas SVHC. Therefore, the sub-
stance is identified as SVHC as it is classifiedox$c for reproduction 1B and meets
the criteria of Article 57 (c) of REACH. The neweidtification basis will be added to
the entry of the substance on the Candidate Listont MSC involvement.

SECR also clarified that a conclusion on a potéthieshold mechanism for the car-
cinogenic properties of the substance may be dianthe Risk Assessment Commit-
tee of ECHA. For the time being, ECHA, in its prigation of the cobalt(ll) salts on
the Candidate List for inclusion in Annex XIV, cateared the non-threshold mecha-
nism as a worst case assumption. This assumpties mat pre-empt or have an effect
on any conclusions for RAC.

MSC took note of the report.

Update on REACH Annexes

SECR gave a brief report on the main changes ineArnXill of REACH after its
amendment on 15 March 2011. The presentation waitable in MSC CIRCA. The
revised criteria will apply to the next Annex XV 8 proposals when made because
of their PBT/VPVB properties.

MSC took note of the report.
Update by HEAL on some endocrine disruptors

An expert on behalf of HEAL gave a brief reportthe updated SIN 2.0 list by ex-
plaining the assessment process resulting in adddf 22 additional substances of
endocrine disrupting properties to the list. Thethndology used was explained in
details. The presentation was made available on KIECA.

MSC took note of the report.
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Item 9 —Discussion on ECHA’s ¥ draft recommendation for inclu-

sion of priority substances in Annex XIV
Discussion on ECHA's &' draft recommendation — prioritisation of the
substances on the Candidate List and draft Annex XI entries of the sub-
stances suggested for inclusion in the recommendati

SECR gave a presentation on the draft results efptioritisation as revised on the
basis of the comments received from the MSC duaimg) after the MSC-17 meeting.
The presentation was made available on MSC CIRG# domments were briefly
introduced. SECR clarified that some relevant imfation on uses and volumes has
been provided on cobalt(ll) compounds and 2-meththgnol but these have not
changed the overall priority of these substances\fmex XIV. Concerning borates,
further assessment of the information availablettedome modifications of use de-
scriptions but this did not change the conclusiongriority on the basis of the ge-
neric criteria either. Based on the generic catetfie three borate compounds would
have a high priority for inclusion in Annex XIV. Mever, as the regulatory effec-
tiveness of subjecting these substances at préseanithorisation appears for several
reasons (e.g. some further borate compounds wélséime classification as “repr.
1B” are currently not on the Candidate List anddeeoould be used to evade the au-
thorisation requirement, placing on the market asel of borate compounds will soon
be restricted for consumer uses as substancesuésthsces in mixtures above the
specific concentration limits by a COM Regulatiafyestionable, ECHA does not
propose the three borate compounds (sodium tetathhdvoric acid, tetraboron diso-
dium heptaoxide hydrate) for inclusion in Annex Xfdw, but recommends to first
wait for the impacts of the new restriction on agngr uses and of the registrations in
accordance with the classification of the substam@se“Repr. 1B” on use patterns and
resulting worker exposure. COM confirmed that tketniction on the borate com-
pounds is expected to be in force by around theoé2011.

The following substances from the Candidate Lidt & included in the draft rec-
ommendation that will be published for public cdtesion by ECHA (foreseen by 15
June 2011): trichloroethylene, the seven chromiun¢dmpounds and the five co-
balt(Il) compounds.

In the discussion, some MSC members expresseddheport for industry’s request
for extension of application and sunset dates fmomium(VI) compounds. The
Chair reminded that prioritization in MSC is dissad on the basis of the agreed cri-
teria. Some other MSC members informed that acongrai their information industry
will have alternatives available for these compauhy the sunset date. An observer
expressed his concerns of the sunset date of cnofdi) compounds regarding par-
ticularly packaging applications for sodium dich@te and chromium-trioxide and
could not confirm the information of MSCA regardimyailable alternatives for
chromium(VI) compounds. He reminded that in hiswife biological essentiality of
cobalt(ll) compounds has not been reflected imptiharitization and noted that sunset
date will likely be a challenge for industry forese compounds due to the wide appli-
cations and extensive use of these compounds.

SECR replied to these comments that concerns dodriation on sunset dates, ap-
plication dates and alternatives should be provideHCHA in writing in the public
consultation. Regarding transparency, SECR notadthie table with the detailed re-
sults of prioritization containing also the subsesnot proposed by ECHA to be pri-
oritized will also be published in the public coltation for information. Also the at-
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tachment table with the list of non-prioritised stances in the same document will
be published. SECR stated that public versionsawkfpround documents for sub-
stances recommended for prioritization will be madailable for the public consulta-
tion.

SECR gave a brief presentation on the table ot duafiex XIV entries (available on
MSC CIRCA). Generally, the table was prepared foilg the principles used for the
2" recommendation. Review periods, exempted useP®@RD exemptions were
not included in the draft recommendation. Basedhenlatest application dates, sub-
stances were split into three groups. Assuming Atmatex XIV will be updated with
the substances of the currefft Becommendation in January 2013, the latest applica
tion date for one group of substances was seulgr2D14 (18 months after entry into
force of the update of Annex XIV). Two other lategiplication dates were set three
and six months later, reflecting ECHA'’s limited eafly to deal with the potentially
high number of authorization applications.

In the discussion, one MSC member asked ECHA t(? kiee latest application dates
as early as possible for all substances proposetidd3” recommendation for Annex

XIV, at least in the version of the draft recommatioh prepared for the public con-
sultation. Two industry observers expressed theircerns again on the very short
period between publication of the updated Annex ¥Nhd the latest application date.
One MSC member asked ECHA for practical reasosetdhe latest application date
as a period of time from the entry into force iast®f a date.

As other comments were not raised, the Chair coleclithat MSC widely supported
ECHA’s results for the prioritisation of substangesbe included in the3recom-
mendation and the draft Annex XIV entries. Shetewithe meeting participants to
submit written comments on the above documentsEGHKA’s prioritisation ap-
proach and on the background documents for thetautes proposed for th& 3ec-
ommendation by 3 June 2011. Based on the curreatimgediscussion and on the
written comments submitted by this deadline, ECHA finalise the documents for
the public consultation (foreseen from 15 June 20114 September 2011).

Item 10 — Opinion on the draft recommendation of piority sub-
stances to be included in Annex XIV: Tasks and appotment of
Rapporteur and possible working group

a) Tasks of the Rapporteur in drafting the opinion ofthe MSC
b) Appointment of Rapporteur
C) Establishment of a working group to support the Raporteur

SECR briefly presented the tasks of the rapporfd®C agreed on the mandate, and
the tasks and the person of the rapporteur. MS&bksthed the working group with
eight members supporting the rapporteur.

Item 11 — Manual of Decisions (MoD)
» Discussion on next new entries for the MoD
SECR briefly introduced the text proposals for itemns to be included in MoD.

COM expressed its concerns on one of these itemthel view of COM, the state-
ment “MSC in its opinion on ECHA'’s draft recommetidas on substances to be in-
cluded in Annex XIV would normally not be in favoaf including the route of au-
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thorisation in the recommendation” would prejudiEEHA’s future actions when
preparing ECHA’s recommendations for inclusion obstances in Annex XIV. The
Chair explained that the MoD of MSC is not bindiftg ECHA'’s future actions.

Should it happen that ECHA SECR suggested in riédt decommendation that a
threshold for an effect exists for some of the stses, MSC would be obliged to
consider this in its opinion.

After short discussion and some minor modificatipngposed by MSC members, the
two entries were adopted and will be included eaMoD of MSC.

Item 12 — Proposals to tackle MSC'’s workload - Diggssion on how to
increase efficiency of MSC work

SECR introduced the document by reviewing the taskbthe estimated rapidly in-
creasing workload of MSC in the coming years.

SECR pointed out that the dossier evaluation taskthe highest impact on the MSC
workload. The most important area where this wa&loeould be reduced is the de-
creased number of amendments proposed by MSCAGHAE draft decisions.

In the general discussion, several MSC membersesspd their support for the pro-
posals. Some MSC members, however, did not agee@aticy matters should not be
discussed in MSC at all. In their view, MSC in soocases has to interpret REACH as
well not only to implement. MSC members made atsmes proposals to make MSC
work more efficient such as MSC Secretariat sheeld a document with MSC iden-
tification codes, names of the relevant CIRCA foddand of the substances, and with
registration numbers to MSC members at the beginoireach MSC process for dos-
sier evaluation. One member suggested that RCOMscIbe provided to MSC only
once in the process (i.e. the final version woulffise). SMILES codes should also
be prepared and sent to MSC by SECR wheneverpbssible. Cover letters and
guality observation letters (QOBLS) should be pded as well. Some MSC members
proposed to establish small working groups whichld¢davork in parallel with the
plenary on dossier evaluation draft decisions. B member asked the MSC Se-
cretariat to avoid embedding documents into othegso One MSC member wel-
comed the idea of developing templates for progokalamendment but emphasised
that these templates should not be too restricBECR was asked to send ECHA'’s
responses (RCOM) to the proposed amendments alfwetproposing MSCA not
only to MSC members. Some MSC members pointedheubéed for enhanced coop-
eration between MSC members.

One stakeholder observer asked how stakeholdetd &zarn about SVHCs agreed
on in written procedures. She also reminded thibéshing more working groups
should not lead to less involvement of stakeholdethe work of MSC. The rationale
for having the recommendation for Annex XIV in eaaar instead of every second
year was supported by her.

The Chair concluded that a continued discussiothertopic needs to be held in the
next MSC meting in September. MSC members werdddvio send their written
comments to MSC Secretariat by 15 June. SECR weilise the document and the
revised version will be presented for MSC-19 intSayber 2011.

Item 13 — Any other business
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- Letter (24 March 2011) from the German CA to ECHA oncerning draft
decisions on compliance checks and testing proposataminations, and
ECHA's response to it (closed session)

The German MSC member briefly introduced the fesues included in the German
CA'’s letter. SECR then explained briefly ECHA’s pesses to the three most rele-
vant questions in the letter.

- Report from the Informal Expert Meetingon identification of substances
as SVHC because of their endocrine disrupting propéies - 12 April 2011
(closed session)

The German MSC member gave a brief report of thetimg organised by the Ger-
man CA and hosted by ECHA.

MSC took note of the report.

- Outline for a workshop on the status of raw materi#s’ use for manufac-
turing of glass and frits, and ceramics and enamels

The MSC observer of CEFIC introduced a room docuraerthe joint initiative of
CEFIC and Eurometaux supported by some MSCAs tanisg a workshop with the
aim to clarify the (non)-intermediate status ofeyaV organic and inorganic raw mate-
rials in the manufacturing of glass and frits, aadamics and enamels. He invited
MSC to submit proposals for the agenda of the mdnmorkshop that is foreseen for
the autumn of 2011, possibly back to back with ofithe CARACAL or MSC meet-
ings.

SECR clarified that due to the high workload of M®@& planned workshop can not
be organised back to back with an MSC meetingeratitumn of 2011.

-  Document flow

One MSC member asked MSC Secretariat to numbelimgeskicuments according to
the order of agenda items and to send to MSC memiyay the final version of
RCOM in the dossier evaluation process. He alsoesged his concerns that some
meeting documents were placed on MSC CIRCA onlgva days before the current
meeting.

The Chair said that these pleas will be conside® pointed out that some docu-
ments were provided late for the current meetincabee the MSCA consultation on
two dossier evaluation draft decisions had to Istareed due to some administrative
mistakes. In accordance with the Rules of ProcedafeViISC, MSC members were
asked in an e-mail whether they accept the latengtdrl documents for decision
making. As no negative replies were received, tteuthents were handled as regular
meeting documents. Otherwise all documents thae weovided for MSC decision
were sent to the members in accordance with RoRssit ten days before the meet-

ing.

Item 14 - Adoption of conclusions and action points
The conclusions and action points of the meetingevpeoposed to be adopted in writ-
ten procedure after the meeting (see Annex IV).
Sgned
Anna-Liisa Sundquist
Chair of the Member State Committee
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VANDERSTEEN, Kelly (BE)

KOJO, Anneli

VESKIMAE, Enda (EE)

KOULOUMPOS, Vasileos

LE CURIEUX, Frank

LEPPER, Peter

MALM, Jukka

NAUR, Liina

ROCKE, Timo

RODRIGUEZ IGLESIAS, Pilar

SOBANSKA, Marta

STILGENBAUER, Eric

SUMREIN, Abdelgader

SUNDQUIST, Anna-Liisa

TISSIER, Chrystele

VAHTERISTO, Liisa

YLA-MONONEN, Leena

! Not present during agreement seeking on CCH008/20drh 6d)

Proxy’s

COSGRAVE, Majella (IE), also acting as proxy of DEISzilvia (HU)

PALEOMILITOU, Maria (CY) also acting as proxy €OUTSODIMOU, Aglaia (EL)
andas proxy of ANASTASI, Audrey Anne (MT) on 27 May 2D

VANDERSTEEN, Kelly (BE), also acting as proxy of\BER, Arno (LU) on 27 May 2011
VESKIMAE, Enda (EE) also acting as proxy of LUDBORZArnis (LV) on 27 May 2011
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Experts and advisers to MSC members

ANDERSSON, Lars (expert to FLODSTROM, Sten)
ATTIAS, Leonello (IT) (expert to PISTOLESE, Pietro)
BALCIUNIENE, Jurgita (LT) (expert tdUNAUSKIENE, Lina)
GRACZYK, Anna (PL) (expert to ANDRIJEWSKI, Michal)
HAKKERT, Betty C (NL) (expert to KORENROMP, Rene
INDANS, lan (UK) (expert to DOUGHERTY, Gary)
KJELDBY, Marit (NO) (adviser to REIERSON, Linda)
KOZMIKOVA, Jana (CZ) (expert to KULHANKOVA, Pavlina
MESSIER, Cedric (FR) (adviser BRUGEON, Sylvie)
MICHEL, Cécile (FR) (expert to FANGUET, Céline)
PARRAGA, Helena (ES) (adviser to MARTIN, Esther)
RAMOS, Cesaltina (PT) (expert to MARTINS, Ana Ljlia
SCIMONELLI, Luigia (IT) (adviser to PISTOLESE, Pie)
SULG, Helen (EE) (expert to VESKIMAE, Enda)
TALASNIEMI, Petteri (FI) (adviser to HEISKANEN, Jaa)
VAN ELSACKER, Paul (BE) (expert to VANDERSTEEN, Kgl
VAN IERSEL, Peter (NL) (adviser to KORENROMP, Rene)
WALENDZIK, Gudrun (DE) (expert to FINDENEGG, Helene

Case owners:

A representative of the registrant was attendirdpuagenda item 6¢ for:

- TPE 006/2011, 11-aminoundecanoic acid)
- CCH 008/2011, UB 2740

- TPE 003/2011, DPF

- CCH 016/2011 HFO-1234ze.

Apologies:
DEIM, Szilvia (HU)

KOUTSODIMOU, Aglaia (EL)
KYPRIANIDOU-LEONTIDOU, Tasoula (CY)
PALMA, Maria do Carmo (PT)

BIWER, Arno (LU) for 27 May

PISTOLESE, Pietro (IT) for 27 May
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lll. Final agenda

Final Agenda
18" meeting of the Member State Committee

25-27 May 2011
ECHA Conference Centre
Annankatu 18, in Helsinki, Finland

25 May. starts at 9:00
27 May. ends at 13:00

Item 1 — Welcome and Apologies

Item 2 — Adoption of the Agenda

MSC/A/018/2011
For adoption

Item 3 — Declarations of conflicts of interest totems on the Agenda

Iltem 4 —Administrative issues

Item 5 —Draft minutes of the MSC-17

» Adoption of the draft minutes of MSC-17
MSC/M/17/2011

For adoption

Item 6 —Dossier evaluation
Closed session for 6¢ (partially)& 6d
I ndicative time plan for 6¢c is Day 1 (11:30->), for 6d Day 2&3

a. General topics:

o Continued discussion about possibilities for waivig repeat
dose studies for low-toxicity substances

ECHA/MSC-18/2011/001
For discussion
o0  Status report on ongoing evaluation work
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For information

. Written procedure report on seeking agreement omraft decisions on dossier
evaluation

For members only: ECHA/MSC-18/2011/002
For information

. Introduction to and preliminary discussion on daft decisions on compliance
checks and testing proposals after MS-CA reactionSession 1, closed except
for case CCH 007/2011 and TPE 006/2011)

ECHA/MSC-18/2011/021
For closed session: ECHA/MSC-18/2011/032

For discussion followed by agreement seeking under 6d:

Open session:
- CCH 007/2011 4-hydroxy-3,5-dimethoxybenzonit(leC 700-251-2)
ECHA/MSC-18/2011/037 - 038

- TPE 006/2011 11-aminoundecanoic acid (EC 2196)17-

ECHA/MSC-18/2011/003 - 004
Closed session:
- CCH 008/2011 UB 2740/ 50 (EC 480-680-7)

ECHA/MSC-18/2011/040 - 041

- TPE 005/2011 BDP (1-methylethylidene)di-4,1-pHengtetraphenyl diphos-
phate (EC 425-220-8)

ECHA/MSC-18/2011/043 - 044
- TPE 003/2011 DPF (EC 442-709-3)

ECHA/MSC-18/2011/006 - 007
- CCH 016/201HFO-1234ze (EC 471-480-0)

ECHA/MSC-18/2011/009 - 010
- CCH 014/2011 BHT (EC 485-290-0)

ECHA/MSC-18/2011/012 - 013
- CCH 015/201TTIB KAT 223 (EC 483-270-6)

ECHA/MSC-18/2011/015 - 016

- TPE 004/2011 1,5-bis[1,2-bis(ethoxycarbonyl)edinyino]-2-methylpentane
(EC 433-260-2)

ECHA/MSC-18/2011/018 - 019

For information and discussion
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d. Seeking agreement on draft decisions on complianchecks and testing pro-
posals when amendments were proposed by MSSession 2, closed)

- CCH 007/2011 4-hydroxy-3,5-dimethoxybenzonit(iC 700-251-2)
ECHA/MSC-18/2011/037 - 039

- TPE 006/2011 11-aminoundecanoic acid (EC 2196)17-
ECHA/MSC-18/2011/003 - 005

- CCH 008/2011 UB 2740/ 50 (EC 480-680-7)
ECHA/MSC-18/2011/040 - 042

- TPE 005/2011 BDP (1-methylethylidene)di-4,1-pHengtetraphenyl diphos-
phate (EC 425-220-8)

ECHA/MSC-18/2011/043 - 045

- TPE 003/2011 DPF (EC 442-709-3)
ECHA/MSC-18/2011/006 - 008

- CCH 016/2011 HFO-1234ze (EC 471-480-0)
ECHA/MSC-18/2011/009 - 011

- CCH 014/2011 BHT (EC 485-290-0)
ECHA/MSC-18/2011/012 - 014

- CCH 015/2011 TIB KAT 223 (EC 483-270-6)
ECHA/MSC-18/2011/015 - 017

- TPE 004/2011 1,5-bis[1,2-bis(ethoxycarbonyl)edinyino]-2-methylpentane (EC
433-260-2)
ECHA/MSC-18/2011/018 - 020
For agreement

Iltem 7 — Substance evaluation

a. Oral report from the ECHA workshop on Substance Evéuation (23-24
May 2011)and update by ECHA on the work on CoRAP development

ECHA/MSC-18/2011/022
For information
b. Planning of substance evaluation work in MSC

Draft MSC working procedure on providing the opmion CoRAP

ECHA/MSC-18/2011/023
For discussion and adoption
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Item 8 — SVHC identification

a. Reporting back on written procedure on identification of SVHC's in writ-
ten procedure

ROOM DOCUMENT
For information

b. Seeking agreement on Annex XV proposals for identdation of SVHC

Discussion and seeking agreement on the identticaf SVHCs based on the
proposals and the comments received on:

Substance EC number Documents

1,2-Benzenedicarboxylic acid,
di-C7-11-branched and linear alkyl esters 271-084-6
ECHA/MSC-18/2011/026-028

Hydrazine 206-114-9
ECHA/MSC-18/2011/029-031

For discussion& decision
C. Update on other topics related to SVHC &htification

0 Update on REACH Annexes
0 Update by HEAL on some endocrine disruptors

For information

Item 9 —Discussion on ECHA’s % draft recommendation for inclusion of
priority substances in Annex XIV

Discussion on ECHA's'3draft recommendation — prioritisation of the sabses on
the Candidate List and draft Annex XIV entriestod substances suggested for inclu-
sion in the recommendation.

ECHA/MSC-18/2011/046-048
Background documents: ECHA/MSC-18/2011/049 -061

For discussion

Item 10 — Opinion on the draft recommendation of piority substances to be in-
cluded in Annex XIV: Tasks and appointment of Rappeoteur and pos-
sible working group

a. Tasks of the Rapporteur in drafting the opirabthe MSC

ECHA/MSC-18/2011/033
For discussion & decision

b. Appointment of Rapporteur
For discussion & decision
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C. Establishment of a working group to suppoet Rapporteur

ECHA/MSC-18/2011/034
For discussion & decision

Item 11 — Manual of Decisions (MoD)

» Discussion on next new specific entries and nevwc$ojor the MoD

ECHA/MSC-18/2011/035
For discussion & decision

Item 12 — Proposals to tackle MSC’s workload

» Discussion on how to increase efficiency of MSC kvor

ECHA/MSC-18/2011/036
For discussion

Item 13 — Any other business

» Suggestions from members

For information

Item 14 — Adoption of conclusions and action points

» Table with action points and decisions from MSC-18
For adoption
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I\VV. Main conclusions and action points

MSC-18, 25-27 May 2011
(adopted in written procedure after the MSC-18 imggt

CONCLUSIONS / DECISIONS / MINORITY ACTIONS REQUESTED
OPINIONS

5. Adoption of the minutes of MSC-17

Written comments received from meeting participasSC-S to upload the adopted versid
had been taken into account. The confidential ard pon MSC CIRCA and to publish th
confidential versions of the minutes were adopt&tl ynon-confidential version of the mif
some further changes proposed in the meeting. utes on the ECHA website.

ns
e
-

6. Dossier evaluation
6a) General topics

(1) Continued discussion about possibilities for aiving repeat dose studies for low-toxicity
substances

MSC supported the initiative to continue explorst-
entific basis for proposal for waiving repeat
dose studies for low-toxicity substances. The Wead}
Evidence approach in accordance with Annex X1.id |2
already now applicable for the registrants but this
would always require case-by-case analysis.

(2) Status report on ongoing evaluation work

MSC took note of the report of ECHA.

6b) Written procedure report on seeking agreement o draft decisions on dossier evalua-
tion

MSC took note of the report of ECHA. MSC-S to uglda MSC CIRCA thg
final ECHA decisions and agreeme
on cases CCHO009/201
CCHO010/2011, CCH 013/2011 a
TPE 002/2011.

Nts
1,
nd

6¢) Introduction to and preliminary discussion on daft decisions on compliance checks
after MSCASs’ reactions (Session 1, closed session except for CCH 007/2011 and TPE
006/2011)

6d) Seeking agreement on draft decisions on comptiee checks when amendments were
proposed by MSCAs(Session 2, closed)

CCH 007/2011 §yringonitrile)
Discussion (6¢, Session 1)
MSC discussed the case based on ECHA’s draft deci-
sion and the concern raised in the previous wripten
cedure by one MSC member.

It was agreed that the algae test should be repeatie
measurement of the test substance concentration ac-
cording to EU C3 (OECD 201) guidelines.
Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA'’s draft
decision without further amendments in the meefi
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

provided for the current meeting). MSC adopted
formal agreement.

TPE 006/2011 (11-aminounecanoic acid)
Discussion (6¢, Session 1)

MSC discussed the case based on ECHA'’s draft
sion, the proposed amendments of MSCAs and the|
istrant’s comments on the proposed amendments.
MSC concluded that further studies for reproduc
toxicity should not be required from the registrant
No changes on the draft decision as provided fer
current meeting were suggested by MSC member
further discussion in Session 2 (agreement seeking
Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA's (
decision (as provided for the current meeting). M
adopted the formal agreement.

CCH 008/2011(UB 2740 / 50 [06-04-2061])
Discussion (6¢, Session 1)

MSC discussed the case based on ECHA’s draft
sion and the concern of the MSC member namely
the perinatal effects are not mentioned in theficati
tion letter. ECHA agreed to include the word “patad
effects” in the notification letter.

Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA's (
decision without amendments in the meeting (as
vided for the current meeting). MSC adopted the
mal agreement.

TPE 005/2011(BDP)

Discussion (6¢, Session 1)

The case was raised for meeting discussion frortx
ten procedure based on one concern by one
member. The MSC member proposing the meeting
cussion withdrew his discussion proposal.
Agreement seeking (6d, Session 2)

the

jeci-
reg-

five

th
5 for

Iraft
SC

jeci-
that

Iraft
pro-
for

VT
MSC
dis-

MSC reached unanimous agreement on ECHA'’s draft

decision without amendments in the meeting (as
vided for the current meeting). MSC adopted the
mal agreement.

TPE 003/2011(DPF)

Discussion (6¢, Session 1)

MSC discussed the case based on ECHA’s draft
sion, the proposed amendments of MSCAs and the|

pro-
for

jeci-
reg-

istrant’s comments on the proposed amendments.
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

The main discussion point was whether the long-term

toxicity test on plants should be performed accuydo
the 1SO 22030 or the OECD 208 test method. The
tification to use the ISO test was that only thasttof
the two covers reproductive effects on plants. Neo
issues were suggested by MSC members for fu
discussion in Session 2 (agreement seeking).
Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA's (
decision keeping the requirement for the registtar
perform the long term toxicity test on plants aciog
to the 1SO 22030 test method. MSC did not introd
any amendments to the draft decision as provided
the current meeting. MSC adopted the formal ag
ment.

CCH 016/2011(HFO-1234z€)
Discussion (6¢, Session 1)
MSC discussed the case based on ECHA'’s draft

sion, the proposed amendments of MSCAs and the

istrant’'s comments on the proposed amendments.
The main discussion points were:
- The need for a further prenatal developme
toxicity study
- The use of a limit dose in the pre-natal de

jus

rther

Iraft

—

uce
| fo
ree-

jeci-

reg-

htal

el-

opmental toxicity study, and the aim to induce

maternal toxicity effects (possible need for
range-finding study)
- Choice of species (rat vs rabbit) in the prenatal
developmental toxicity study
- Possible requirement for an extended gne-
generation  reproductive  toxicity  stugly
(EOGRTYS)
Agreement seeking (6d, Session 2)
MSC reached unanimous agreement on ECHA'’s draft
decision after deleting the requirement for the ma&al
developmental toxicity study and adding a statement
that at this stage ECHA cannot determine whether th

prenatal developmental toxicity endpoint is comptia

with REACH. The need for the pre-natal developm
tal toxicity test will depend on the outcome of tixm-
generation reproductive study. The respective pafr
the Statement or Reasons were also modified ac
ingly.

Some members wanted to attach to the minute
MSC-18 a statement on importance to introducq
REACH the EOGRTS. This statement is intended t

en-

S
cord-

s of
b in
D be

passed to the Commission and to the forthcoming

CA-
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CONCLUSIONS / DECISIONS / MINORITY ACTIONS REQUESTED
OPINIONS

RACAL meeting. SECR to pass a message to CARA-
MSC did not introduce any other amendments to| tBAL/COM regarding the concern of
draft decision. MSC adopted the formal agreement.| MSC on applicability of EOGRTS fdr
the purposes of REACH Regulation
CCH 014/2011 (BHT) the near future.

Discussion (6¢, Session 1)
MSC discussed the case based on ECHA'’s draft deci-
sion, the proposed amendments of MSCAs and the reg-
istrant’s comments on the proposed amendments.
MSC generally supported the draft decision as pro-
vided to the current meeting as a room document.
Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA'’s draft
decision without amendments.

MSC adopted the formal agreement.

n

CCH 015/2011 (TIB KAT 223)
Discussion (6¢, Session 1)
MSC discussed the case based on ECHA’s draft deci-
sion, the proposed amendments of MSCAs and the reg-
istrant’'s comments on the proposed amendments.
The main point for discussion was whether the short
term toxicity test on invertebrates and the groimthi-
bition study on aquatic plants are required. Theceon
in this respect was that tests for these two emdppi
were available in the registration dossier but ead|
exposure data provided (composition of the test-gol
tions in these tests was not determined) did notva|
for clear conclusions.
Agreement seeking (6d, Session 2)
MSC reached unanimous agreement on ECHA'’s draft
decision after deleting the requirements for the|re
peated performance of above two tests and including
the requirements to the registrant to provide imi@r
tion on
- the qualitative composition of the test solutions
(including identity of hydrolysis products of the
registered substance) of the tests provided in the
registration dossier
- toxic effect concentrations of the hydrolysis
products of the substance relevant for the tests
provided in the registration dossier, as predi¢ted
by valid QSAR models
- any other relevant available information on the
intrinsic properties of the hydrolysis products
The respective parts of the Statement or Reasorss|we
also modified accordingly. The deadline to provide
quested information in the form of an updated 1UD L
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

dossier to ECHA was changed to 6 months from

the

date of decision. MSC did not introduce any other

amendments on the draft decision as provided fef
current meeting. MSC adopted the formal agreemef

TPE004/20114,5-bis[1,2-bis(ethoxy-carbonyl)
ethylamino]-2-methylpentane)

Discussion (6¢, Session 1)

MSC discussed the case based on ECHA’s draft
sion, the proposed amendments of MSCAs and the]
istrant’s comments on the proposed amendments.
The main issue for discussion was whether there
grounds to accept or reject the two testing prolsg

th
nt.

jeci-
reg-

ver
sa

(pre-natal developmental study and 90-day sub-atijon

toxicity study) proposed by the registrant in adeorce
with the standard information requirements of tleatr
higher tonnage level than the registration is madel,
if both testing proposals should be treated sityilg
MSC concluded in favour of accepting that bothst
are carried out as proposed by the registrant.

No other issues were suggested by MSC member
further discussion in Session 2 (agreement seeking
Agreement seeking (6d, Session 2)

MSC modified the requirements in the draft decison

to accept that the registrant performs both theaied
developmental toxicity study and the 90 day S
chronic toxicity study.

MSC reached unanimous agreement on ECHA's (
decision after the above modifications. MSC did

introduce any other amendments to the draft detisid
MSC adopted the formal agreement.

|

1
P St

s for

ub-

Iraft
not

MSC-S to upload in MSC CIRCA th
final ECHA decisions and agreeme
on cases CCH 007/201
CCHO008/2011, CCHO014/201
CCHO015/2011, CCHO016/201
TPE003/2011, TPE004/201

TPE005/2011 and TPEO06/2011.

7. Substance evaluation
7a) Oral report from the ECHA workshop on Substa

nceEvaluation (23-24 May 2011) and

update by ECHA on the work on CoRAP development

MSC took note of the report of ECHA.

ECHA to uplotte presentations ¢
the Workshop on Substance Eval
tion on 23-24 May 2011 by 27 Mg

2011.
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

7b) Planning of substance evaluation work in MSC Braft MSC working procedure on

providing the opinion on CoRAP

MSC took note and generally supported the wor

procedure on providing the MSC opinion on CoRAR.

iBgsed on the current meeting disc
sion, SECR to revise the documg
and invite MSC members for writte
comments on the revised version.

Based on the written comments, SE
to finalise the working procedure a
launch written procedure for adoptio

8. SVHC identification

8a) Reporting back on written procedure on identifcation of SVHC's in written procedure

MSC unanimously identified the following five sub-
stances as SVHC in written procedure (and unanilmou
agreed on their SDs and agreements as preserttea in
respective documents) :

- 2-ethoxyethyl acetate (EC 203-839-2)reprotoxic sub-
stance, fulfilling the criteria of Art.57(c) of REZH Reg-
ulation),

- strontium chromate (EC 232-142-6)carcinogenic
substance, fulfilling the criteria of Art. 57(a) REACH
Regulation),

- 1-methyl-2-pyrrolidone (EC 212-828-1]reprotoxic
Substance, fulfilling the criteria of Art.

57(c) of REACH Regulation),

- 1,2,3-trichloropropane (EC 202-486-1)carcinogenic
and reprotoxic substance, fulfilling the criteriafat.
57(a) and (c) of REACH Regulation),

- 1,2-Benzenedicarboxylic acid, di-C6-8-branched al-
kyl esters, C7-rich (EC 276-158-1)reprotoxic sub-
stance, fulfilling the criteria of Art.57(c) of RE2H Reg-
ulation).

MSC took note of the report.

sfollowing substances (foreseen by 1]
June 2011):

- 2-ethoxyethyl acetate (EC 203-839-
2)

- strontium chromate (EC 232-142-6)
- 1-methyl-2-pyrrolidone (EC 212-
828-1)

- 1,2,3-trichloropropane (EC 202-486-
1)

- 1,2-Benzenedicarboxylic acid, di-C6-
8-branched alkyl esters, C7-rich (EC
276-158-1).

SECR to upload the agreements {
support documents (SDs) on M¢§
CIRCA and the MSC section of t
ECHA website after final
SECR to publish RCOMs on the MY
section of the ECHA website witho
any confidential information.

8b) Seeking agreement on Annex XV proposals for

iddification of SVHC

editing.

PNt

n

CR
hd

SECR to add to the Candidate List the

1

hnd
bC
e

C
it

MSC unanimously identified the following two sub-
stances as SVHC (and unanimously agreed on their g
and agreements as presented in the respectivengieeti
documents):

- 1,2-Benzenedi-carboxylic acid, di-C7-11-branched
and linear alkyl esters (EC 271-084-6])reprotoxic sub-
stance, fulfilling the criteria of Art. 57(c) of R¥H
Regulation,

- Hydrazine (EC 206-114-9jcarcinogenic substance,
fulfilling the criteria of Art. 57(a) of REACH Redgation.

Dollowing substances (foreseen by 1]
June 2011):
1,2-Benzenedi-carboxylic acid,
di-C7-11-branched and linear
alkyl esters (EC 271-084-6)
Hydrazine (EC 206-114-9)

SECR to upload the agreements {
support documents on MSC CIR(
and the MSC section of the ECH
website after final editing. SECR
publish RCOMs on the MSC secti

SECR to add to the Candidate List the

y

of the ECHA website without any co
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

fidential information.

8c) Update on other topics related to SVHC identitiation

1. Update on REACH Annexes

2. Update by HEAL on some endocrine disruptors

MSC took note of the reports.

9. Discussion on ECHA’s 8 draft recommendation for inclusion of priority substances in
Annex XIV - Discussion on ECHA’s & draft recommendation — prioritisation of the sub-
stances on the Candidate List and draft Annex XIV etries of the substances suggested fo

inclusion in the recommendation

MSC generally supported ECHA’s™3draft recom-
mendation for inclusion of priority substances in-4
nex XIV including

ECHA's prioritisation approach

the substances recommended and not re
mended for inclusion in the authorisation list
the background documents for the recq
mended substances and

the draft Annex XIV entries of the substan
proposed for inclusion in the“3recommendal
tion.

MSC members and MSC stakehold
Ato submit their written comments (
the presented documents by 3 J
2011.

com-

Based on the current meeting disc
rsion and on the comments submitt
ECHA to finalise the presented dog
cesents for the public consultation a
-to start the public consultation (for
seen for 15 June to 15 Septem

2011).

10. Opinion on the draft recommendation of priority substances to be included in Annex

XIV: Tasks and appointment of Rapporteur and pos

10a) Tasks of the Rapporteur in drafting the opinim of the MSC

10b) Appointment of Rapporteur

10c) Establishment of a working group to supporthe Rapporteur

silte working group

MSC adopted the mandate and tasks of the rap
and appointed the rapporteur and the members
working group supporting the rapporteur.

pqrteur

%

the

eI's
DN
ine

LS-
bd,
u_
nd
e_
ber

11. Manual of Decisions (MoD) - Discussion on nerew entries for the MoD

MSC adopted the proposed two new entries with m
modifications.

NSECR to update the MoD and upl
the new version on MSC CIRCA.

12. Proposals to tackle MSC’s workload - Discussioon how to increase efficiency of MSC

work

MSC took note of and generally supported the prop
als of SECR how to increase efficiency of MSC wor

DM SC members to submit their writte
Kcomments to SECR by 15 June 201

L

13. AOB
13a) Eurometaux workshop

MSC took note of the proposal of an industry obser

concerning the planned workshop on metals in time ¢

text of authorisation.

13b) Discussion on document flow

MSC took note of the proposals of one MSC memb
on how to improve the workflow between SECR ang

PSECR to consider and implement thg
| proposed changes to the workflow a:

MSC.

appropriate.

UT D

14. Adoption of conclusions and action points

The conclusions and action points were adoptefl iSCM to upload the conclusions 3

nd
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CONCLUSIONS / DECISIONS / MINORITY ACTIONS REQUESTED
OPINIONS

written procedure. action points on MSC CIRCA tbget
with the presentations delivered at the
meeting, by 30 May 2011.
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V. Statement from the NL and DK MSC patrticipants
Use of EOGRTS under REACH

We urge the Commission to initiate appropriatecastithat quickly can ensure that
ECHA can request registrants under REACH to obégher tier information on re-
productive toxicity according to the newest sciéntstandards and in accordance
with EU policies on endocrine disrupting chemicalsd for minimizing the use of
laboratory animals without compromising the basischemicals safety assessment.,

A new OECD Test Guideline on the Extended One-Gaiter Reproductive Toxicity
Study (EOGRTS, Test Guideline 443) was adoptedheyQECD Joint Meeting in
November 2010 and is now awaiting final formal atitmp by the EPOC and the
OECD Council.

The EOGRTS is a modernisation of the existing Tvam&ation Reproductive Tox-
icity Test Guideline (OECD 416, EU B.35) and inasdompared to that test a num-
ber of new parameters relating to endocrine digsnp{ED). In addition, the
EOGRTS also may include, cohorts for determining ittnpact on the developing
nervous system (DNT cohort) and on the developimgune system (DIT cohort), as
well as the possibility to extend the durationtud test to also include the F2 genera-
tion.

At this moment, the REACH information requirements point 8.7 Reproductive
Toxicity still specify that for substances > 10@@&tin Annex X, a Two-Generation
Reproductive Toxicity study should be availabler Bobstances in the 100-1000 tpa
range, Annex IX specifies that a Two-GenerationiBépctive Toxicity study should
be available if a 28-day and/or 90-day repeate@ dosicity study indicates adverse
effects on reproductive organs and tissues.

We note that a high number of registration dosgiersiot include information from
the Two-Generation Reproductive Toxicity test; @ast the dossiers include test pro-
posals for such tests. Moreover, it has also beacladed from compliance checks
conducted so far that higher tier information oproeluctive toxicity is often missing
in registration dossiers. Thus, the MSC often needmree on decisions on how reg-
istrants shall fill identified data gaps on reprotive toxicity at the higher tonnage
levels.

As mentioned the new Test Guideline on EOGRTS issifinal adoption stage at the
OECD Council. At the same time the REACH informati@quirements refer to the
existing Two-Generation Reproductive Toxicity studye feel uncomfortable that
the legally specified information requirements &ACH in Annex IX & X do not
reflect the latest scientific developments. The BOG has a higher sensitivity for
identification of chemicals with endocrine disrungti properties than the existing
Two-Generation Reproductive Toxicity test. We atsite that the Commission and
the EU member States have initiated various inv&at concerning EDs and estab-
lished special provisions on chemicals with ED grtips (c.f. the ongoing Commis-
sion Strategy on EDs and REACH art. 57 (f), retipely). It is furthermore recog-
nized that the EOGRTS normally uses only around thed number of laboratory
animals than the current Two-Generation Reprodeaclioxicity. Thus use of this test
guideline will promote one of the major article bjectives of REACH, which is
minimization of the use of laboratory animals witha@ompromising the basis for
chemicals safety assessment.
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