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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™éneeting of the Member State Committee (MSC)
(for the full list of attendees and further detaie 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.

Item 3 - Declarations of conflicts of interest tohie items on the Agen-
da

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

Iltem 4 - Administrative issues

a) Update from ECHA Secretariat on handling of conlicts of interest

ECHA Secretariat (SECR) gave a short overview otiES plans to introduce an
overall policy on handling conflicts of interestrembers of different ECHA bodies.
A guidance document and a new declaration form witine detailed information will

be used in the future. The guidance will includstrimctions how to fill in the form

and how ECHA should handle these declarations. Jévamittees’ Rules of Proce-
dure will need to be modified in the near futurdrtdude the new declaration form.
No questions or comments were raised by the meptrticipants.

b) Use of CIRCABC in MSC

SECR gave a brief oral report on the experienceeghsince CIRCABC has been in-
troduced. Also some new features of CIRCABC wess@nted. The members were
requested to notify the SECR about any difficultiesy may have faced with the use
of CIRCACB. MSC took note of the report.

c¢) Commission’s Transparency Register for Stakehokts

SECR informed that the Management Board of ECHA JMBreed at its meeting in
June 2011 that one of the eligibility criteria fstakeholder organisations to partici-
pate in ECHA’s work is the registration in the Ragr of Interest Representatives
(‘the transparency register’) established by COkk8holder observers participating
in MSC'’s work were reminded to ensure their regtsbn in the transparency register
before the next MSC meeting. Missing registraticgyrimdicate that participation in
MSC work would not any more be possible.

d) Participation of Croatia in the work of MSC

SECR reported that Croatia submitted a letter tblE@xpressing its wish to partici-
pate in the ECHA Committees’ work. According to idlke 106 of REACH, the MB
of ECHA in agreement with the Committees can de¢ad@vite third countries to
participate in their work. Croatia as a candidatentry closed all chapters for its EU
Accession Treaty on the 30 June 2011 and its accessexpected for 1 July 2013.
The Accession Treaty is currently to be signedhsydnd of 2011. When the Acces-



sion Treaty has been signed ECHA shall invite thea@an representatives as observ-
ers to the Committees and when the Accession Treasrs into force the Croatian
representatives will become full members. SECRarpl that it is normal practice
to invite candidate countries to participate in Wark of EU Committees. MSC took
note of the report and unanimously agreed to ir@it@atia to participate in its work.

Item 5 — Adoption of the minutes of MSC-18

SECR explained that written comments on the draftutes of MSC-18 received
from one MSC member and one stakeholder obseneeb&en taken into account and
representatives of Registrants have been constdtetheir respective parts of the
draft minutes. The minutes were adopted with oneomfurther change. The MSC
Secretariat will upload the minutes on MSC CIRCABfd on the ECHA website
(public minutes).

Iltem 6 — Dossier evaluation

a) Written procedure report on seeking agreementmdraft decisions on dossier
evaluation
SECR gave a report on the written procedure of fihe substances3-[2-(2-
Hydroxyethoxy)ethylimino]-2,2-dimethylpropyl dodecate M-CDEA, vinyl neode-
canoateA mixture of isomers of: 1,1'-[(3,5(or 2,4 or 4,6 6)-dihydroxy-o(or m or
p)-phenylene)bis(azo-meta-phenyleneazo{1-[3-(digi@thino)propyl]-1,2-dihydro-
6-hydroxy-4-methyl-2-oxopyridine-5,3-diyl})]dipyridum-dichloride-
dihydrochloride; 1-(1-[3-(dimethylamino)propyl]-33{[x-(4-{1-[3-
(dimethylamino)propyl]-1,6-dihydro-2-hydroxy-4-mgte-oxo-5-pyridinio-3-
pyridylazo}phenylazo)-2,4(or 2,6 or 3,5 or 4,6)-inoxyphenylazo]phenylazo}-1,2-
dihydro-6-hydroxy-4-methyl-2-oxo-3-pyridyl)pyridimn-dichloride-dihydrochloride
(where x is variableand m-phenylenebis (methylamine).
By the closing date 2 September 2011, responses rgeeived from 22 MSC mem-
bers with voting right and from the Norwegian MS@mber. All responses were in
favour and none was against the proposed decisioth@greements. It could be con-
cluded that unanimous agreement on the draft decsand respective agreement
documents of these five substances has been reagh®tE5C on the 2 September
2011. ECHA will continue processing the agreemamis decisions. The final docu-
ments will be made available on MSC CIRCABC. MSGktoote of the report.

b) Information to MSC on the state of play in the GQARACAL Expert Group on
the use of EOGRTS under REACH

COM gave a brief report on the discussions of tRpel Group. The details of the
presentation were provided to MSC on MSC CIRCABC.

COM clarified replying to questions that the disioss have not yet been concluded
and after the Expert Group, also CARACAL and COMeéh¢o negotiate and take a
stand on the topic. COM said that so far no legellysis had been carried out by
COM whether or not a Registrant can be requestedriduct an EOGRTS. The rele-
vant cases may need to be handled case-by-casas Iteported that on the triggers
for the second generation, the Expert Group hagkditng views and as no scientific
hazard-based criteria were found, exposure criferidriggering the second genera-
tion were looked for. COM stressed that the denisio possible postponing of com-
pliance checks concerned is in ECHA'’s discretioBCR highlighted that delays of

testing proposal examinations are not possible. G@Mreport on further develop-



ments after the next CARACAL meeting (end of Octab@11) in the MSC-20 meet-

ing.

a) Introduction to and preliminary discussion on draft decisions on compliance
checks and testing proposals after MSCA reactionasnd

b) Seeking agreement on draft decisions on complianckecks and testing
proposals where amendments were proposed by

TPE 007/2011 2,3-epoxypropyl neodecanoate)
Session 1 (open)
The representative of the Registrant did not pigdie in the initial discussion (Ses-

sion 1). As no discussion on confidential issues wabe expected, an open session
was held.

ECHA explained that the substance was registerdlderrionnage band >1000 tonnes
per year and proposals for amendment on ECHA’d desdfision were submitted from
three MSCAs. Two MSCAs proposed to use rat assfesties instead of mouse in the
sub-chronic toxicity study and the two-generatiest as well as to consider the use of
Extended One Generation Reproductive Toxicity St(EQPGRTS, OECD 443),
rather than the two-generation protocol (OECD 4WU6HE35). Concerning reproduc-
tive toxicity testing, two MSCAs proposed a tieregdting strategy in order to first
clarify carcinogenic/mutagenic properties with fosts before starting the two-
generation reproductive toxicity study.

The Registrant in his written comments on the psepoamendments supported the
proposal to use the rat as test animal insteach@fmouse in 90-day and two-
generation test but “somewhat disagreed” with theppsal to replace the two-
generation test with EOGRTS. Regarding the propfisatiered testing, the Regis-
trant informed that negative results of an vitro cytogenicity and ann vivo
mutagenicity study have already been made availatlee updated registration dos-
sier. However, the Registrant agreed to carry lb@itrémaining two first tier tests and
proposed to apply a weight-of-evidence approadheostudy data to evaluate classi-
fication and labelling for adverse target orgareets.

ECHA had modified the draft decision on the bagishe proposals for amendment
regarding sequential testing and provided this fiedidraft decision for the meeting.
MSC discussed the case based on ECHA's draft decas provided for the meeting
and on the proposed amendments of MSCASs, taking actount the Registrant’s
comments on the proposed amendments.

Concerning the test species for sub-chronic toxitesting, ECHA had presented a
written summary of arguments for and against treeafsboth species. Several MSC
members supported the view that the alfa-2p-miotmgin nephropathy in similar
available tests with rats was not a dose-limitiagtér and therefore the test species
should be the rat. Some MSC members suggestediifferential sensitivity of rat
strains to this kind of nephropathy should be tak#n account by the Registrant
when selecting the strain of tests animals. One M&Mhber mentioned that due to
the prolonged exposure durations for instance morgh toxicity tests the nephropa-
thy could interfere with other toxic effects, bata 90-day study this is less likely.
After some more discussion MSC concluded thateisé gpecies for sub-chronic tox-
icity testing (and for the possible two-generatiest) should be the rat.



Concerning the issue of two-generation study veEO&RTS, some MSC members
were in favour of EOGRTS as specified by the OECI3 duideline. Instead of re-

quiring the two-generation study as had been prxpdry the Registrant, they pro-

posed to require the Registrant to perform theliég tier” or “most appropriate” re-

productive toxicity study to give the Registrang tthance to choose one of the two
tests. They argued that 8.7.3 of Annex IX/X refersaa two-generation test without

further specification. Some members consideredttteaRegistrant could be required
to perform the two-generation test either with thethod OECD 416 (EU B.35) or

EOGRTS to give the Registrant the chance to chooseof the two test methods.

Some other members supported this argument buteddatinclude as further speci-

fication the second generation in EOGRTS.

ECHA reemphasised that the Registrant preferrednteshod OECD 416 to OECD
443. However, requiring the Registrant to carry thettwo-generation test either with
the B.35 or OECD 443 test method with the secontegion, recognised via Art.
13(3), was considered to be legally possible.

An industry observer supported the idea that dession this issue should be post-
poned until the relevant discussions in CARACAL &M are closed.

Session 2 (closed)

In the vote, the majority of MSC members voteddnd the minority against ECHA’s
draft decision as provided for the current MSC nmgeby ECHA. The Chair ex-
plained that in this case of disagreement of M®€,draft decision, the draft agree-
ment, the RCOM, the result of the vote and theaextof the relevant part of the min-
utes with justification of (all) MSC members foethposition will be submitted to the
COM by ECHA, according to the procedure of Arti8li(7) of REACH. COM will
take the decision in accordance with the procedfifaticle 133 of REACH.

CCH 022/2011(Bis(5-amino-2-hydroxyphenyl)methane dihydrochlorde)

Session 1 (open)

Two representatives of the Registrant participatettie initial discussion (Session 1).

In absence of specific confidentiality concernghia draft decision, an open session
was held. The Chair informed the representativéhef Registrant on the relevant

practicalities during and after Session 1.

ECHA explained that five proposals for amendmenE@HA’s draft decision were
submitted by two MSCAs. One CA had proposed theidRegt to update the regis-
tration dossier with all available relevant infoima including information from as-
sessments carried out under other internationagraromes (Report of Scientific
Committee on Consumer Products, SE)GId update the dossier as appropriate. The
other CA had proposed ECHA to accept the infornrmpioovided in the registration
dossier with regard to the description of the atm@dy methods for the identification
of the substance, due to the outcome of the natifio of the substance under the
New Chemicals Notification procedure. Furthermdine, same CA had also proposed
ECHA to remove the request for data on vapour presgrowth inhibition test on
aguatic plants as well as for determination ofghdition coefficient n-octanol/water
from the draft decision.

! Since 2009 SCCS (Scientific Committee on ConsuBadety)



The Registrant had provided comments on the prapasgendments and agreed to
update the dossier with the missing data taking agcount the report of SCCP.

SECR had modified the draft decision based on thpgsals concerning vapour pres-
sure, growth inhibition test on aquatic plants amdsing available relevant informa-
tion from the report of SCCP. The modified dradtidion had been provided to MSC
as a meeting document for the current meeting.

The representatives of the Registrant confirmethénmeeting their agreement with
the proposal to update the registration dossien tie conclusions of the SCCP re-
port.

MSC discussed the case based on ECHA'’s draft decas provided for the meeting,
the proposed amendments of MSCAs and the Registremmments to the proposed
amendments. In the discussion, MSC members fremtwlo MSs that proposed
amendments accepted how ECHA reacted to their pedpoNo further discussion
points were raised. SECR clarified some relevaocgaural steps of the dossier
evaluation process for the Registrant.

Session 2 (closed)
MSC found unanimous agreement on ECHA'’s draft decias provided for the cur-
rent meeting without further amending it, and addghe formal agreement.

CCH 020/2011(2,3-epoxypropy! neodecanoate)

Session 1 (open)

The representative of the Registrant did not pastie in the initial discussion (Ses-
sion 1). In absence of specific confidentiality cems in the draft decision, an open
session was held.

Ten proposals for amendment to ECHA'’s draft denisieere submitted by four
MSCAs. One CA had proposed to amend the draft ecisith regard to the esti-
mated boiling point and the expression used foretftenated reliability of the study.
This CA had also proposed to recommend a tierdth¢eapproach to the Registrant
in order to clarify carcinogenic/mutagenic propestibefore initiating the two-
generation reproduction study (this proposal foeadment concerns more the draft
decision on TPE-007/2011 on the same substancaselsee the Registrant's com-
ments under the discussion of TPE-007/2011).

Another CA had proposed not to specify the testnfiotagenicity and to allow the
Registrant to select the option of doingiarvitro cytogenicity (IVC) test (EU B.10)
or anin vitro micronucleus study (OECD 487). They also did rgyea with request-
ing anin vivo unscheduled DNA synthesis (UDS) test for genoftxignd proposed
to request a transgenic rodent assay (TGR) in daoce with the new OECD test
guideline (OECD 488). In addition, they had progbse request the Registrant to
conduct a repeated algal inhibition study (oncewiager solubility test requested un-
der the compliance check is completed) and to @ptds CSR on the basis of the
physico-chemical and environmental fate data freendompliance check. A third CA
had proposed also TGR assay instead of UDS.

The fourth CA had questioned the acceptability aiving arguments concerning sur-
face tension, stability in organic solvents andntdg of relevant degradation prod-
ucts, dissociation constant and biodegradation.



The Registrant in his written comments on the psegoamendments had agreed to
check the waiving arguments for the surface tensiiability in organic sol-
vents/identity of the relevant degradation prodaetd dissociation constant. Regard-
ing biodegradation and persistency the Registradt deemed to agree to carry out
hydrolysis study and then to consider bioaccumutetesting. Regarding the proposal
to repeat algal inhibition study the Registrant hgdeed to conduct a new study. Fur-
thermore, the Registrant had informed that cytaggnstudy in mammalian cells has
already been carried out in accordance with EU ote®.10 to meet registration re-
quirements in Asia. The Registrant had also infafrti&t thein vivo mutagenicity
test (UDS) had already been carried out to medstragjon requirements in Asia.
ECHA had modified the draft decision based on tteggppsals concerning the boiling
point, the repeated algal inhibition study and bgradation. The modified draft deci-
sion had been provided as a meeting document éocuhrent meeting.

MSC discussed the case based on ECHA'’s draft decas provided for the meeting,
the proposed amendments of MSCAs and the Registremmments to the proposed
amendments.

Concerning surface tension, the MSC member from Nt that proposed the
amendment stressed that based on the chemicalusewf the substance surface ac-
tivity could be expected. MSC concluded that thet ¢t®uld be asked for.

Concerning stability in organic solvents, the saW®C member asked ECHA how
the stability can be guaranteed taking into accthumtmolecular structure of the sub-
stance. ECHA replied that the test can be requirdg when the surface tension is
critical which was not considered to be so in ttase. According to the guidance sur-
face tension can be considered critical for tecmieasons, but it does not refer to
toxicity or ecotoxicity.

Concerning dissociation constant, the same MSC reemdpeated the relevant pro-
posal for amendment and stated that waiving oRégistrant based on the functional
groups was not acceptable and a new test or a l&tteing argumentation should be
requested. Supported by an observer of an NGO, kt8Cluded that waiving may

not be acceptable.

MSC also supported the proposal to request the mlgévition test and the proposal
to update the CSR based on the requested physauoichl and environmental fate
data, including bioaccumulation.

Regarding testing fomn vitro mutagenicity in accordance with EU B.10, MSC con-
cluded that as such the proposed amendment to teavehoice for the registrant to
choose between the two test methods in accordaitkedwnex VIII, 8.4.2 is correct
and suggested to introduce the two options fortés¢s in the draft decision. This
would not harm the Registrant although the Registrzade the choice already.

Regardingn vivo mutagenicity, the Registrant has carried ounarivo UDS test and
not the TGR that was proposed by two CAs. At theetivhen the Registrant submit-
ted the registration dossier, the guideline for TGHECD 488) was not yet adopted
by the OECD. Some MSC members stressed that T@Rnigre sensitive and modern
test than UDS. MSC concluded that there may basoreto ask for the TGR assay.

Session 2 (closed)

In the continued discussion @m vivo mutagenicity, several MSC members stressed
that based on alerts from non-test results, them  ¢lear concern for mutagenicity.



UDS measures DNA repair caused by DNA damaging atedsnin liver while TGR
measures mutations, is able to detect mutatiorseweral organs and it was argued
that it is a more sensitive test. Therefore, TGRit@@e sensitive to mutagenicity, al-
lows analysis in multiple suspected target orgarsgives higher level of proof so it
is more appropriate in this case. Therefore it e@scluded that sufficient scientific
justification exists to request TGR instead of U@St. COM also emphasised that
good scientific justification is needed for askangptherin vivo mutagenicity study.

ECHA replied that there is no reason to assumettigaRegistrant followed the draft
decision when conducting the UDS test. At the tiofidssuing the draft decision
ECHA was convinced that the most appropriate test the UDS because it was the
only available adopted test guideline fiorvivo mutagenicity. ECHA considered that
there are no legal obstacles to request TGR &sat present an internationally ac-
cepted test method recognised as being appropAateex IX 8.4 does not specify a
test method to be used fior vivo mutagenicity test. However, UDS and recently also
TGR are available test methods adopted by OECDhisrendpoint. There are scien-
tific arguments supporting the need for TGR so than overall perspective the re-
guest would appear to be proportionate. MSC agtiegida request for TGR test in-
stead of UDS will be made, with request to invedggmutagenicity in liver, bone
marrow, kidney and developing germ cells.

MSC also agreed that concerning degradation testgtion I, the reference to exact
test method is replaced with a general referencbeg@uidance (where the available
test methods are cited). It was considered thateate to the guidance would give to
the Registrant better understanding how the spet@ft methods should be applied
for the persistency assessment. In the relevantopahe statement of reasons more
detailed instructions on methodology for enhandeddygradability is given.

As a conclusion, MSC agreed on the following changfethe draft decision: the re-
guest for data on stability in organic solvents \@aketed, request for test on surface
tension, dissociation constant, algal inhibitiost teas included, request for biodegra-
dation andn vitro mutagenicity (i.e. the Registrant is given theicbdo choose be-
tween than vitro cytogenicity (IVC) test (EU B.10) or an vitro micronucleus study
(OECD 487)) was changed. Fior vivo mutagenicity, TGR assay in mouse was re-
guested instead of the UDS test. Statement of nsasas modified accordingly. Fur-
thermore, as the phrase “to update the CSR acaydirefers to more endpoints re-
guested, a generic statement was inserted in sdttio

MSC found unanimous agreement on ECHA'’s draft decisvith the above modifi-
cations and adopted the formal agreement.

SECR concluded that the case is a precedent:MISE considered that it cannot take
into account in its agreement seeking an updatkeotiossier submitted to ECHA af-
ter the start of MSCA consultation and second, M&bgnised for this specific case
that a test method can be imposed which has rgdee¢in adopted by the OECD but
not yet included in the Test Method Regulation.

CCH017/2011(CETIOL CC)

Session 1 (closed)

Two representatives of the Registrant participatettie initial discussion (Session 1).
Due to justified confidentiality concerns in theaffrdecision, the Registrant did not
accept the presence of the stakeholder observéns iiscussions in Session 1, there-



fore, a closed session was held. The Chair inforthedepresentatives of the Regis-
trant on the relevant practicalities during an@r8ession 1.

Three proposals for amendment on ECHA'’s draft decisvere submitted by three
MSCAs. One CA had proposed to request the Regtstogoerform a step-wise test-
ing for bioaccumulation. Another CA had proposednidude a recommendation for
the Registrant to consider conducting a screem@pgoductive/developmental toxicity
test (OECD 421) in addition to the pre-natal depeient toxicity study. The third CA
had proposed that the Registrant should be encedragdevelop a sound read-across
to the existing toxicokinetic information on strully related substances, rather than
conduct a pre-natal developmental toxicity study.

The Registrant in the written comments to the psepoamendments had agreed to
use read-across for prenatal developmental toxicgiead of performing a study and
proposed to provide some further justification floe read-across. Also, he had in-
formed about a planned OECD 414 study for a stratiyurelated substance to be
used as further justification for read-across. @oning bioaccumulation (Flow-
through fish test), the Registrant had providedhier arguments in relation to the
proposed amendment and disagreed to base argurentat calculated low Kow
data instead of available experimental data.

The representatives of the Registrant in the mgetpeated their written comments
stating that the substance hydrolygsesivo very rapidly thus no toxic effect can be
caused by the parent substance. More specificdillg, to the rapid hydrolysis, the
parent substance can not reach the reproductiansrgnd therefore no reproductive
toxicity study is needed.

SECR had not modified the draft decision in advaotéhe meeting based on the
proposed amendments. MSC discussed the case bade@HA’s draft decision as
referred to MSC, the proposed amendments of MSQ#kthe Registrant's com-
ments to the proposed amendments.

Concerning bioaccumulation, the MSC member from kh& proposing the test
agreed not to request the study.

Concerning pre-natal developmental toxicity stuilie MSC member from the MS
proposing the read across emphasised that thetpamecule is metabolised in the
body very rapidly into C@and octanol so the systemic effect is very likybe
dominated by octanol. Therefore, a read acrosstimol should be justified. He said
it is possible but extremely unlikely that the riae parent substance or a reactive
metabolite after metabolism in liver could reach teproductive organs. The repre-
sentatives of the Registrant agreed that in stusliths substances structurally similar
to octanol there was no hint for reprotoxic effects

ECHA explained that it cannot be excluded thatgheent substance can reach repro-
ductive organs although the likelihood is low. he ttoxicokinetic study, some radio-
activity was found in reproductive organs and utarety remains on possible repro-
ductive effects of the parent compound or meta@®litther than octanol.

Session 2 (closed)

In the further discussion it became clear that tiegaesults of the gene mutation
study required in the draft decision would be sigfnt in this particular case for the
Registrant to waive the pre-natal developmentalystihis is based on the assump-
tion that (a) potential reactive metabolite(s) wbgive a positive mutagenicity result
and therefore this potential reactive metabolitelédead also to developmental ef-



fects. If the mutagenicity study would be negativeyould deliver further indications
that a reactive metabolite is not formed from tleept compound. If the results
would be positive, ECHA would open a complianceathen the dossier and request
the Registrant to consider further tests to clatfiig positive results. Based on these
considerations, MSC agreed that the pre-natal dpwetntal toxicity test should not
be required in the draft decision and as a consegdhe time period for the Regis-
trant to provide an updated registration dossieukhbe shortened from 12 to nine
months. Explanation to the Registrant for the oedutime period should be given in
the cover letter.

MSC found unanimous agreement on ECHA's draft decias modified in the cur-
rent meeting, and adopted the formal agreement.

TPE014/2011(Mono- and/or di- and/or tri(1-phenylethyl)-m-cresol and p-cresol)

Session 1 (open)

The representative of the Registrant did not pigdie in the initial discussion (Ses-
sion 1). In absence of specific confidentiality cems in the draft decision, an open
session was held.

Nine proposals for amendment on ECHA'’s draft decisivere submitted by two
MSCAs. Five CAs had proposed to reject the reqieesh two-generation reproduc-
tive toxicity study at this tonnage level (100-10@dnes per year), due to misinter-
pretation of the results of the available 28-dayd aeproductive/developmental
screening study. The CAs had emphasised that theyémeration study could be re-
guested only based on results of a 90-day studyh&unore, one CA had challenged
the wording of the draft decision where referereenade to the OECD process for
setting up the guideline for extended one-genarmatieproductive toxicity study
(EOGRTS). Another CA had proposed to delete frooiise Il (Testing required) of
the draft decision requesting the Registrant tofglaéhe identity of one of the con-
stituents of the registered substance.

The Registrant in his written comments on the psegdoamendments had agreed with
the proposals to reject the testing proposal ferttfo-generation study indicating that
the need for two-generation study on reproductoecity would depend on the re-
sults of the 90-day study.

ECHA had modified the draft decision based on setppsals and the modified draft
decision had been provided as a meeting docume®€ Mscussed the case based on
ECHA'’s modified draft decision as provided for tireeeting, the proposed amend-
ments of MSCAs and the Registrant's comments tg@thposed amendments.

Considering the request for the two-generation aépetive toxicity study, MSC
members expressed different views suggesting todftionally) reject or to (condi-
tionally) accept based on results of the 90-daghsthe two-generation study but ask
for EOGRTS, or to leave the test method open.

ECHA emphasised that as the information requirdrf@rthe two-generation test in
this case is not an absolute one but needs clei@otogical triggers (8.7.3 of Annex
IX), there is a legal possibility to reject thettes

Concerning the two proposals on identity of thessaice to be tested and wording
regarding OECD development process for EOGRTS, M&&luded that section IV
on substance identity will be deleted from the dddcision and the wording on



EOGRTS as proposed by ECHA based on the amendmepbgals would not be
changed.

Session 2 (closed)

As a conclusion, MSC modified the draft decisioatttvas provided for the meeting
as follows: (1) the two-generation reproductiveitay study was rejected but this
was made conditional on the results of the 90-épgated dose study. More specifi-
cally, if results of the 90-day study are not sevenough to induce classification of
the substance, a new testing proposal for the ®vetion study would have to be
submitted to ECHA. However, the Registrant was ngled about the possibility to
submit a testing proposal for the two-generatiagtif other available information
would indicate a need for it; (2) the deadline dabmitting the required tests was re-
duced from 36 to 18 months; (3) the statement afoas was modified accordingly
concerning the response to third party commené&sd#dadline and the tests required,;
(4) section IV on adequate identification of thempwsition of the material to be
tested was deleted.

The Chair concluded that majority of the membemssent were in favour of the
modified draft decision. Due to lack of quorum isvdecided that unanimous agree-
ment on the draft decision and the formal agreeméhbe sought in an urgent writ-
ten procedure starting after the meeting on 23e9eiper and closing on 30 Septem-
ber 2011.

TPE012/2011(Reaction mass of disodium hydroxysulfinatoacetatand disodium
hydroxysulfonatoacetate)

Session 1 (open)

The representative of the Registrant did not pigdie in the initial discussion (Ses-
sion 1) but accepted the presence of stakeholdamedrs in this discussion, therefore
an open session was held.

SECR explained that two proposals for amendmenEGHA'’s draft decision were

submitted by two MSCAs. One CA had proposed thatRegistrant should either
conduct the 90-day study or submit a robust argarf@nwvaiving the 90-day study.

The other CA had proposed to include in the draftiglon the recommendation to
request the Registrant to consider also performairgcreening study for reproduc-
tive/developmental toxicity (OECD TG 421) in accande with Annex VIII.

The Registrant in his comments to the proposed dments had supported ECHA'’s
draft decision and disagreed with the proposed dments.

SECR had not modified the draft decision basedhenproposed amendments. MSC
discussed the case based on ECHA's draft decisiarfarred to MSC, the proposed
amendments of MSCAs and the Registrant’'s commantke proposed amendments.
SECR indicated that the Registrant will be infornied notification letter to the deci-
sion that the screening study should be considered.

In the detailed discussion, the relevant MSC membéthe proposing CAs accepted
ECHA'’s proposal that the draft decision does natch® be modified. MSC also sup-
ported these views.

Session 2 (closed)
MSC reached unanimous agreement on ECHA'’s drafsidecwithout any modifica-
tion. MSC also adopted the formal agreement.
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CCHO018/2011(Dipropylene glycol methyl ether acetate (DPMA))

Session 1 (open)

Two representatives of the Registrant participatetthe initial discussion (Session 1)
and accepted the presence of stakeholder obsarvéings discussion, therefore an
open session was held. The Chair informed the septative of the Registrant on the
relevant practicalities during and after Session 1.

Proposals for amendment to ECHA'’s draft decisiomensubmitted by two MSCAs.
One MSCA had considered the case as borderlineefmt-across and suggested fur-
ther discussion in relation to the requested 90rdpgated dose and the pre-natal de-
velopmental toxicity study. The other MSCA had agteed to request the Registrant
to conduct these studies and supported the Retfistreead-across arguments for
these endpoints.

The Registrant in his written comments on the psegoamendments had agreed with
the proposal for read-across and provided furthguraents for read-across. The Reg-
istrant had argued based on available studies railasisubstances that hydrolysis
would be even more rapid vivo thanin vitro thus making the time when the sub-
stance would be available in the body very limigedl justifying the read across ar-
gument based on hydrolysis products. The Regishrathtdisagreed with the other CA
that further testing (i.e. 90-day repeated dosethagre-natal developmental toxicity
study) would be needed.

SECR had not modified the draft decision in advaotéhe meeting based on the
proposed amendments. MSC discussed the case bade@GHA’s draft decision as
referred to MSC, the proposed amendments of MSAQ#kthe Registrant's com-
ments on the proposed amendments.

The representatives of the Registrant repeated thain argument in the written
comments to the proposed amendments - the rapibliyges - for read across. In
their view, thein vitro half life of the parent substance is short andstiestance hy-
drolyses already in the stomach and gut to dipermylglycol methyl ether (DPM).
Accumulation of the parent substance in the bodyoislikely due to low log Kow.
28-day studies are available for both DPM and DPiNdicating a very similar toxic-
ity profile, and DPMA also demonstrates a lackesativity in the available genotox-
icity studies, skin sensitising studies and irraatstudies. Moreover, 90-day dermal
and inhalation studies are available for DPM whieimonstrate low toxicity. There-
fore, read across from DPM to DPMA is justified.eTRegistrant clarified that al-
though the beta isomer of monopropylene glycol re(ivich is teratogenic) also is
produced during the manufacturing of propylene gllyaethers, this isomer is elimi-
nated as much as possible from commercial propygymol methyl ether (PM) so
their level (<0.3%) does not reach the level atolithe substance would need to be
classified. In DPM and its corresponding acetateNI3), the beta-isomer of PM is
not present at all. The Registrant also commented the dermal penetration of
DPMA is very low and as such, since the major raftexposure would be via the
skin, human exposure through its uses would be hsvylending further confidence
to the use of read-across to address the 90-dagranchtal development endpoints.

One MSC member pointed out that QSAR screening stlosome alerts for
mutagenicity/carcinogenicity, however they confidnéhat this QSAR information
was provided for information only and that it wast to be considered further in the
discussions. The same MSC indicated thativo data on hydrolysis of DPMA itself
would make the read across case stronger. The M&@ber of the MS proposing
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read across agreed with the argumentation of ttggsRent. ECHA highlighted that
10% of substance could be in the body from 30 misdme hours and toxic effects
can not be excluded during this time. SECR alsess&d that there is only limited
data available on reprotoxicity of similar subsesi@and that read across from a
smaller substance (DPM) to a bigger one (DPMA) sametimes be misleading be-
cause a single functional group like acetate is tiaise can lead to changes in the tox-
icity profile. The Registrant re-iterated their lear comments that in this particular
case, the additional functional group would nonsigantly alter the behaviour of the
substance in the body and there is no evidenceyotm@nificant difference between
the toxicity of the substance (DPMA) and the reabss substance (DPM).

Session 2 (closed)

ECHA proposed not to request the 90-day study bapkhe request for the prenatal
developmental toxicity study. Some MSC members edighat read across should be
accepted for both tests.

ECHA explained that read across could be accepiedhe 90-day repeated dose
study based on the weight of evidence of the aviailaegative results of the 28-day
studies for the registered substance and on teg@atread across arguments.

After this explanation, MSC members supported ECGHa'gumentation and agreed
that the 90-day study will not be required from Reygistrant in the draft decision and
the statement of reasons will be modified accoigling/ith these modifications on
ECHA'’s draft decision that was referred to MSC, Mf&@Qnd unanimous agreement
on the draft decision and adopted the formal agee¢m

CCHO019/2011((trans(trans))-4'-Vinyl-4-(4-methylphenyl)bicyclohexyl

(CCP-V-1))
Session 1 (open)
Two representatives of the Registrant participatetthe initial discussion (Session 1)
and accepted the presence of stakeholder obsdrnvéingss discussion, therefore an
open session was held. The Chair informed the septative of the Registrant on the
relevant practicalities during and after Session 1.

Five proposals for amendment to ECHA'’s draft decisivere submitted by four
MSCAs. One CA had expressed concerns with regatiedegal basis of the draft
decision (a former new notified substance (NONB} proposed more detailed scien-
tific argumentation to be provided in the draft idem for requesting of a new test for
chromosomal aberrations as well as scientific gisufor non-acceptance of the
mouse lymphoma assay for the mutagenicity endpbiurthermore, the same CA had
proposed to remove the request for a combined 28efaoductive toxicity screening
test from the draft decision because the CA consdlthe existing 28-day study valid
and waivers based on “non-significant exposure'tiusethe Registrant sufficient to
waive the reproductive toxicity study. A second G&d proposed to replace the re-
quest for the combined study (OECD 422) with theduction/developmental toxic-
ity screening test (OECD 421) only as the infororatirom 28-day repeat dose toxic-
ity study is already available and in relation tonaal welfare. The third CA had not
agreed with the request for a repeated dose tgxstitdy (28-days) as the existing
information would be sufficient for classificati@nd risk assessment purposes. The
fourth CA had proposed to include in the draft diexi a request to the Registrant to
provide more details in the robust study summarthefbioaccumulation study and to
revise the PBT assessment, as well as to submittestimg proposals to further ex-
plore the potential PBT properties of the substance
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The Registrant in his written comments on the psegdoamendments had agreed with
the proposals considering the existing 28-day sutadyl and had not seen a need to
repeat the test. The Registrant had supportedrdpogal that mouse lymphoma assay
should be accepted and did not see anatheétro chromosome aberration study war-
ranted. The Registrant had agreed that exposuetlhaaiving requirements are met
for waiving the screening study for reproductivekelepmental toxicity. The Regis-
trant had explained that a valid, guideline- andP&@lompliant BCF study is available
that can be used for PBT assessment and agreguisdeuthe robust study summary
in the registration dossier.

ECHA Secretariat had modified the draft decisiosdahon the following proposals
for amendment: more details for robust study sumrfar bioaccumulation, revision

of and new testing proposal for PBT assessment,owement of the scientific argu-

mentation for non-acceptance of the mouse lymphassay for the mutagenicity

endpoint. The modified draft decision had been ey to the current meeting as a
meeting document.

MSC discussed the case based on ECHA's draft decés provided for the meeting,
the proposed amendments of MSCAs and the Registi@nments on the proposed
amendments.

The representatives of the Registrant generallgatgul their written comments on the
proposed amendments. They expressed their vievafteatthe negative mouse lym-

phoma assay, a request for a chromosomal abertatsoiis not justified and usually

not requested e.g. for pharmaceuticals. They wetheoview that results of a chro-

mosomal aberration test correlate very well with fimdings in the mouse lymphoma

assay. They also stressed that in their view ttaghdein the 28-day study were not
related to the effects of the substance but weadrnrent related and the only effect at
low dose was increased liver weight which is aambterse effect but an adaptive re-
sponse. They also disagreed with that a BCF (bioeamation factor) value based on
a valid GLP-compliant OECD test would not be coasid as sufficient and refine-

ment of the PBT assessment based on QSAR wouledoested.

Regarding the proposed amendment questioning tied kmsis for the compliance
check ECHA clarified that based on Article 24(2)REACH ECHA is competent to
perform a compliance check on a registration dodsitowing a tonnage band up-
grade of a former NONS case. MSC supported ECHiEws/v

Concerning mutagenicity, ECHA explained replyingtihe Registrant that the lym-
phoma assay is a valid test for detection of mutigy but generally not sufficient
for detection of chromosomal aberrations, i.e.dbepe of these two assays is differ-
ent. More specifically, ECHA was of the view thaétRegistrant could not satisfacto-
rily show that colony sizing information from thgniphoma assay is sufficient for
detection of chromosomal aberrations. It was ackedged that there may be dis-
crepancies between the requirements of REACH aosktbf the legislation regulat-
ing pharmaceutical chemicals.

Concerning the request for a screening study octimebined 28-day/developmental
toxicity screening test some MSC members and aareés of an animal welfare or-
ganisation supported the use of a simple screestudy for animal welfare reasons.
They argued that although the combined test wooldrequire a higher number of
animals it would require additional blood samplimgd more handling of animals.
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The representative of the Registrant agreed wighr tiew. ECHA replied that for
animal welfare reasons blood sampling can alsceb®pned at termination.

MSC discussed the proposed amendment to accefgxpesure based waiving” ar-
gument of the Registrant for the combined 28 dayd@uctive toxicity screening
study. The definitions of “significant exposure’datwell below DNEL” under An-
nex Xl, 3.2.(a)(i) and 3.2.(a)(iii), were considénespectively. MSC agreed that the
exact definition of these phrases is missing amedgiidance does not explain these
concepts. Concerning PBT assessment, the MSC meshtier MS that proposed the
relevant amendment highlighted that the weight \oflence approach indicates the
substance has a tendency to bioaccumulate. Headiduggest further tests as envi-
ronmental exposure does not seem significant baseithe Registrant’'s most recent
data but proposed the Registrant to reassess thegRIperties of the registered sub-
stance and update the CSR accordingly. MSC sumptréeproposal. The representa-
tive of the Registrant stated that based on a \B(G& study, no significant environ-
mental exposure and extremely low solubility, theinmental risk is very low.

Session 2 (closed)
MSC concluded that “exposure based waiving” argumerere not sufficient in this
case.

MSC agreed that the draft decision should includg the combined 28
day/reproductive toxicity screening test with auest for terminal blood sampling in
Section Il and the statement of reasons shouldchbaged accordingly (2) more ex-
planation in Section Ill concerninigp vitro cytogenetics why the lymphoma assay
(with colony sizing) is not sufficient to detectromosomal aberrations (3) refined
explanation in Section Ill on PBT assessment.

MSC reached unanimous agreement on ECHA'’s drafsidecafter the modifications
as listed above and adopted the formal agreement.

TPE016/2011(1,2,3-Propanetricarboxylic acid, 2-hydroxy-, tri<C18-22 esters Tri-
C18-22 (even numbered)-alkyl 2-hydroxypropane-1,3-
tricarboxylate)

Session 1 (open)

The representative of the Registrant did not pigdie in the initial discussion (Ses-

sion 1) but accepted the presence of stakeholdamedrs in this discussion, therefore

an open session was held.

ECHA explained that four proposals for amendmenE@HA’s draft decision were
submitted by three MSCAs. One CA had proposed tti@tRegistrant should either
conduct the 90-day study or submit a robust argarfegnwaiving the 90-day study.
A second CA had proposed to specify that the Regisshould perform first a limit
test for both the 90-day repeated dose and pré-tet@lopmental toxicity study; in
case of adverse effects observed in the limit testRegistrant shall be requested to
perform full studies. The third CA had proposedrtcude in the draft decision the
recommendation to request the Registrant to consitd® performing a screening
study for reproductive/developmental toxicity (OE@R1) in accordance with Annex
VIII.

In his written comments to the proposed amendmémesRegistrant had agreed that
the substance was likely to be of low toxicity ks still of the view that the 90-day
study should be conducted. The Registrant hadsilaced the view that the limit test
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would save animals, and expressed his intentigrettorm first a limit test for the 90-
day study and, if no adverse effects would be ofeskn the 90-day limit study, also
for the pre-natal developmental toxicity study. TRegistrant had disagreed to per-
form a screening study for reproductive/developralktoixicity.

SECR had not modified in advance of the meetingditadt decision based on the
proposed amendments. MSC discussed the case bade@GHA’s draft decision as
referred to MSC, the proposed amendments of MSQ#kthe Registrant’s com-
ments on the proposed amendments.

In the discussion, the relevant MSC members opthposing CAs accepted ECHA'’s
proposal that the draft decision does not neecetmbdified concerning the 90-day
study and the recommendation to the Registranbtsider performing a screening
study for reproductive/developmental toxicity (tkigl be included in the notification
letter of the final decision). MSC supported theigsvs.

MSC also concluded that for animal welfare reasatliBpugh the limit test concept is
part of the test guideline, the possibility of meniing a limit test for both the 90-day
and pre-natal developmental toxicity study shoukglieitly be mentioned in the
statement of reasons of the draft decision in alzmare with a proposal for amend-
ment of a MSCA.

Session 2 (closed)

MSC modified the statement of reasons in the dfafision so that the Registrant is
reminded that there is a possibility to perforninaititest for both the pre-natal devel-
opmental toxicity and the 90-day sub-chronic tayisitudy.

MSC reached unanimous agreement on ECHA'’s drafsidecafter the above modi-
fication. MSC also adopted the formal agreement.

e) Discussion of any further comments made by MSsaudng CA consultation
(no agreement seeking necessary)

With regard to a comment, SECR first gave a pregemt on ECHA’s approach on
TPE cases where substance identity may not be &ldlgr in all respects, but the
situation is clear enough to issue a draft decisiorthe testing proposal. ECHA in
these cases uses a standard text in a separaten sgcthe draft decision reminding
the Registrants that they have a responsibilitgrtsure the sameness of (1) the regis-
tered substance and the tested substance ance (@etttity of the substance in dossi-
ers of joint Registrants. MSC and also an industrgerver supported ECHA'’s ap-
proach.

Concerning a second comment, ECHA clarified thahé adverse effects seen in a
90-day study are sufficient for classification bétsubstance, there is no need for a
two-generation study to fulfil the requirement o7 .8 of Annex IX/X. If the adverse
effects are not sufficient for classification, ttveo-generation reproduction toxicity
study needs to be conducted.

Regarding a third comment, SECR pointed out tffaparty comments and ECHA
replies to them will be dealt in an annex of thafddecisions in the future, in order
not to confuse and distract the Registrant fromadbee content of the decision. To
repetitive comments standard answers will be d@esiand provided.

f) Information on appeal process and one appeahse
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SECR gave a detailed presentation on the appeate$s and on the details from an
ongoing appeal case. SECR replied to a questidnittimeeds further consideration
whether an appeal would suspend the effect ofaatispe.g. other requests for infor-
mation) of the decision appealed against or ordygbecific part of the decision that
was appealed against.

g) General topics:
- 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. With regard to MSCA consultationSCR highlighted that comments
with supporting argumentation and exact text prajgofor amendment of draft deci-
sions within the set deadlines are appreciatedpl@isupporting comments should be
avoided because they add to the workload. SECRnmgd that from 1 September
2011 onwards IUCLID files will not be provided orvdtuation CIRCA but only on
MSC CIRCABC. Every effort will be taken to handlengar draft decisions in
batches, simplify and rationalise the workflow ashecument handling. SECR will
duly inform MSCAs when compliance check draft dexis are targeted on substance
identity. The above information will be providesgalto the CARACAL meeting.

- Dossier Evaluation Workshop January/February 2012

SECR announced the workshop to be held on 31 JaduBebruary 2012 (the week
before MSC-22) and informed that nominations fag greparatory working group

should be submitted to ECHA by 5 October 2011.i€lp#tion of stakeholder organi-

sation will be further assessed. Main topics élhow to enhance collaboration be-
tween ECHA and MSCAs, how to reduce the numberraft dlecisions referred to

MSC and how to gain efficiency in the decision nmakprocess.

Item 7 — Proposals to tackle MSC workload
- Discussion on how to increase efficiency of NLCSvork

As the document was discussed at MSC-18 meeting;RSRresented only the
changes of the document revised on the basis oftitien comments of MSC mem-
bers since the MSC-18 meeting.

MSC generally supported the document. However, M8€ member disagreed with
some of the examples brought up by ECHA regardolizy issues which as such in
ECHA'’s view should not be discussed by MSC but BWRB.CAL meetings. Another
MSC member stated that some policy issues neecetdealt with by MSC and
missed any appreciation for the several proposaldenty MSCAs that improved the
quality of ECHA'’s decisions. SECR replied that thés a fine line between policy
and scientific technical matters which should r®tbossed in MSC otherwise ECHA
would loose credibility as an independent scientifind technical body. Keeping out
policy issues would also help to reduce the nunolbehe proposed amendments be-
cause currently many of them are based on polieye@ matters.

One MSC member suggested updating the paper witxtemsion of the purpose of
compliance checks stating that compliance check dexisions should also give an
incentive to industry to improve registration dessiby repeated updates. SECR pro-
posed to discuss the suggestion in the dossieuavah workshop end of January
2012.
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Some other MSC members asked for a better comntionchetween ECHA and
MSCAs and asked if decision support documents (DQMD)d be sent to MSCAs like
it was the case in the pilot project. Others sutggegechnical improvements like us-
ing a reference to the specific MSC meeting on M®Cuments while others asked
for statistics on dossier evaluation cases showavg many proposals were submitted
and based on them how many cases were modified 3¢/EFCHA. Recommenda-
tions for phone conference instead of Webex andvarkshop-type MSC sessions
were also made. Some MSC members also pled ECHéptg to MSCA comments
made in the dossier evaluation process, to sendNRO@th ECHA responses to the
proposed amendments back to MSCAs not only to M@ bers and to avoid send-
ing documents of different MSC meetings at the séime. Interest for a paper on
document flow and meeting organisation and for ipbess$nvitation of stakeholders to
ECHA/MSC workshops was expressed.

Some stakeholder representatives pointed out ticaéasing use of working groups
and written procedures should not reduce transpgrand asked for more informa-
tion on outcomes of written procedures and workjgngup meetings. They argued
that based on this information they could provi@dtdr advice to their constituents
and this could improve also the quality of dossesiing to ECHA.

ECHA welcomed all the comments and highlighted that to overlapping timelines
of the dossier evaluation process it is not posdiblavoid sending documents for dif-
ferent MSC meetings at the same time and that RC@MsECHA'’s responses are
sent by default only to MSC members in order topkdwe roles of MSCAs and MSC
members separate. ECHA was of the view that DSDddvaormally not be provided
to MSCAs (very resource intensive for ECHA) but ecouomication between ECHA
and MSCAs needs to be further enhanced. Invitadiostakeholders to workshops
should be decided by MSC, MSCAs and ECHA. Replyimgstakeholders, SECR
stressed that ECHA did and will also in the futdeeits best to ensure transparency.

COM nparticularly welcomed the clarification in tlilcument concerning disagree-
ment of MSC in written procedure and emphasisedreélevance of any input from
MSC discussions in these cases.

The Chair concluded that the statistics table efdbcument regarding the number of
dossier evaluation cases will be updated with mfition on modified draft decisions
due to the proposed amendments and slides witkedhelusions of the current dis-
cussion be prepared. She also noted that the efd@ement would not be updated
and its endorsement would not be necessary if dnelasions and action points are
adopted.

Item 8 — Substance evaluation (SEV)
a) Update by ECHA on the work on CoRAP development

SECR in its presentation informed the meeting thatfifth revised version of the
preliminary draft CoRAP with 95 substances (37,a2 33 substances for 2012,
2013 and 2014 respectively) has been uploaded @u&tion CIRCA. All cases
where substances were initially claimed for SEVhigyre than one MSCA have been
sorted out. The draft CoORAP will be submitted to®1&nd published on ECHA web-
site (a public version) by end of October. Finahagn of MSC will be adopted at the
MSC-22 meeting (beginning of February 2012) andGb&AP will be published by
end February 2012. The full presentation was maddadle to MSC members and
stakeholders on MSC CIRCA.
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ECHA clarified that payments to MSCAs based ongievice contracts will be initi-

ated when the draft decision and the evaluatioartegre submitted to ECHA. For the
follow-up phase, there is no extra payment fores8&CR also pointed out that justi-
fication documents for SEV proposals will be praddfor MSC. Also stakeholders
will receive versions without confidential busingasformation. One MSC member
suggested a meeting between ECHA and MSCAs tohclalti remaining issues be-
fore the SEV work starts.

b) Tasks of the Rapporteur and Co-Rapporteur in dafting the opinion of MSC

SECR briefly introduced the draft mandate of thgpmateur. MSC adopted the man-
date as proposed by SECR with one change spelyficidrifying that the co-
rapporteur is responsible for the tasks of the oappr if the rapporteur has a con-
flicting interest with tasks and vice versa. SEC®Iained that the template for the
content of the opinion will be drafted after thetjtication documents have been re-
ceived. SECR will make a proposal for the templatehe next MSC meeting.

c) Appointment of Rapporteur and Co-Rapporteur

SECR introduced the process leading to the volumigef one-one MSC member for
the rapporteurship and co-rapporteurship. MSC agpedithe volunteering members
as rapporteur and co-rapporteur.

d) Possible establishment of a Working Groupo support the Rapporteur and
Co-Rapporteur

MSC decided to establish the Working Group (WGhed its mandate as proposed
by SECR and agreed on its members (accepting asnét@bers four plus two MSC
members who volunteered before and during the sumeeting). Because of the po-
tential high workload members were invited stilldonsider membership in the WG
and inform the MSC-S about that by the next meeting

e) MSC working procedures - report of the written pocedure

SECR informed that since the MSC-18 meeting, ttadt dvorking procedure on pro-
viding the MSC opinion on CoRAP has been revisedhenbasis of the written com-
ments of MSC members and the revised version has adopted via written proce-
dure. MSC took note of the report.

Item 9 — SVHC identification - information about new SVHC pro-
posals

SECR introduced the proposals in a brief presamtatihe full presentation was
made available to MSC members and stakeholders®@ MIRCA.

ltem 10 — Preparations for the opinion on ECHA’s ' draft recom-
mendation of priority substances to be included ilAnnex XIV

- Possible exchange of views on the draft recommendat and comments re-
ceived

SECR gave statistics on the comments receiveda@dither 1382) and a brief over-
view on their content. The wide range of commeritgaics covered, e.g. views on
whether certain uses are fulfilling the definitifor intermediate use or can be re-
garded as wide dispersive use, proposals for exengpfunder Article 58(2)), views
on the appropriateness of the suggested latesicafyph dates and sunset dates as
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well as comments related to the potential next @ludishe authorisation process, e.qg.,
impacts of authorisation requirement and whethéeble alternatives are available.
Some comments stated that application dates foalt@md chromium (VI) com-
pounds are too close to each other. Many commesits wepetitions from several dif-
ferent companies. Vast majority of comments weceiked from industry, mainly on
chromium(VI) and cobalt compounds.

In the brief discussion an industry observer unded that his organisation promotes
very much the co-ordinated submissions of commantsthe importance of factual
evidence behind the comments.

MSC took note of the report.

- Development of the MSC opinion on draft recommendadn for Annex XIV
- initial plan by the Rapporteur

The Rapporteur reported that the working group (\8@jted its work with the draft
recommendation and around 1400 comments. Somebposkscussion points have
been identified. The preliminary opinion will beoprded for the next MSC meeting
in November (MSC-20). Concerning the working metlmddhe WG, he explained
that one person will be in charge of each grouphobmium compounds, cobalt com-
pounds and of trichloroethylene. MSC took notehef iteport.

Two MSC members highlighted that they were appreddby chromate or cobalt in-
dustry. As a reply to a plea, SECR gave a briefatgpan the timeline of the recom-
mendation process.

Item 11 — Provisional work plan for 2012

- Tentative meeting calendar for 2012
SECR presented the meeting calendar highlightiegctinclusion of the SECR that
changing of the dates generally was in practicepassible (except possible exten-
sion/reduction of meeting days). In case of anyngea, particularly for the MSC-23
meeting in April 2012 where a change would theoeadty be still possibly, SECR
will inform MSC in due time.

Item 12 — Any other business

a) PBT expert group

Due to lack of time, no presentation was held. Shdes will be available on MSC
CIRCABC. SECR clarified that setting up of the P&®up will be discussed more in
detail probably in October CARACAL meeting.

b) ECHA involvement in new graduate training scheme
Due to lack of time, no introduction to the topiasvheld. The relevant information
was provided on MSC CIRCABC for MSC's consideration

¢) Workshop announcement by Eurometaux and CEFIC

The industry observers announced the meeting toelgk in Brussels on 12 October
2011. More detailed information was provided on®ISIRCABC for MSC'’s con-
sideration.
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Item 13 - 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).

Signed

Anna-Liisa Sundquist
Chair of the Member StaterDattee
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% Not present during agreement seeking on CCH-017/2em 6d)

Proxy’s

- SPETSERIS, Nikolaos (Elgiso acting as proxy ¢€YPRIANIDOU-LEONTIDOU,

Tasoula (CY)

- PISTOLESE, Pietro (ITalso acting as proxy &@AMILLERI, Tristan (MT)
- RUSNAK, Peter (SKalso acting as proxy &NDRIJEWSKI, Michal (PL)

Experts and advisers to MSC members

ALMEIDA, Inés (PT) (expert to MARTINS, Ana Lilia)
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ANDERSSON, Lars (expert to FLODSTROM, Sten)
ATTIAS, Leonello (IT) (expert to PISTOLESE, Pietro)
BALCIUNIENE, Jurgita (LT) (expert to DUNAUSKIENE, iba)
INDANS, lan (UK) (expert to DOUGHERTY, Gary)
KOZMIKOVA, Jana (CZ) (expert to KULHANKOVA, Pavlina
LOFSTEDT, Magnus (DK) (adviser to TYLE, Henrik)
MOELLER, Ruth (LU) (expert to BIWER, Arno)

NYITRAI, Viktor (HU) (expert to DEIM, Szilvia)
PECZKOWSKA, Beata (PL)

SCIMONELLI, Luigia (IT) (adviser to PISTOLESE, Pie}
SULG, Helen (EE) (expert to VESKIMAE, Enda)
TALASNIEMI, Petteri (FI) (adviser to HEISKANEN, Jaa)
TRAAS, Theo (NL) (expert to KORENROMP, Rene)

By Webex-phone connection:

- HAKKERT, Betty C. (NL) (expert to KORENROMP, Renfer discussions on 20
September 2011, from agenda item 6b onwards

- HERZLER, Matthias (DE) (expert FINDENEGG, Helefie) discussions on CCH-
019 (CCP-V-1)

Case owners:

A representative of the Registrant was attendirdeuagenda item 6c¢ for:
- CCH-017/2011 (CETIOL CC)

- CCH-018/2011 (Dipropylene glycol methyl ether tate)

- CCH-019/2011 (CCP-V-1)

- CCH-022/2011 (Bis(5-amino-2-hydroxyphenyl)methaliteydrochloride)

- TPE 012/2011 (Reaction mass of disodium hydrokysioacetate and disodium
hydroxysulfonatoacetate)

Apologies:

ANDRIJEWSKI, Michal (PL)

CAMILLERI, Tristan (MT)

DOUGHERTY, Gary (UK)

Dr KOUTSODIMOU, Aglaia (EL)

KYPRIANIDOU-LEONTIDOU, Tasoula (CY)

CARMO PALMA, Maria do (PT)

22



lll. Final agenda

Final Agenda
19" meeting of the Member State Committee

20-23 September 2011
ECHA Conference Centre
Annankatu 18, in Helsinki, Finland

20 Septemberstarts at 9:00
23 Septemberends at 13:00

Item 1 — Welcome and Apologies

Item 2 — Adoption of the Agenda

MSC/A/019/2011
For adoption

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

Item 4 —Administrative issues

a. Update from secretariat on handling of corglmftinterest

Use of CIRCABC in MSC

c. Commission’s Transparency Register for Stakedreld
For information

d. Participation of Croatia in the work of MSC

ECHA/MSC-19/2011/033
For agreement

Item 5 —Adoption of draft minutes of the MSC-18

+ Draft minutes of MSC-18
MSC/M/18/2011

For adoption

Item 6 — Dossier evaluation
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Indicative time plan for 6¢c isDay 1& 2, for 6d Day 2-4

a. Written procedure report on seeking agreement odraft decisions on dossier
evaluation
For members onyECHA/MSC-19/2011/001
For information

b. Information to MSC on the state of play in theCARACAL Expert Group on
the use of EOGRTS under REACH

For information

c. Introduction to and preliminary discussion on daft decisions on compliance
checks and testing proposals after MS-CA reactiongSession 1)

For discussion followed by agreement seeking under 6d:
ECHA/MSC-19/2011/030
Open session
TPE-007 2,3-epoxypropyl neodecanoate (EC 247-979-2
ECHA/MSC-19/2011/005-006 & 008

CCH-022 Bis(5-amino-2-hydroxyphenyl)methane dilogdioride (EC 440-850-
3)

ECHA/MSC-19/2011/015-016
CCH-020 2,3-epoxypropyl neodecanoate (EC 247-979-2

ECHA/MSC-19/2011/009-010
Closed session

CCH-017 CETIOL CC
ECHA/MSC-19/2011/002-003
ECHA/MSC-19/2011/037-039

Open session
TPE-014 Mono- and/or di- and/or tri(1-phenylethiyl)cresol and p-cresol
(EC 700-427-9)

ECHA/MSC-19/2011/024-025

TPE-012 Reaction mass of disodium hydroxysulfinaétate and disodium hy-
droxysulfonatoacetate

ECHA/MSC-19/2011/012-013
Day 2
CCH-018 Dipropylene glycol methyl ether acetat€ @6-880-6)
ECHA/MSC-19/2011/018-019

CCH-019 (trans(trans))-4'-Vinyl-4-(4-methylpherityclohexyl (CCP-V-1)
(EC 439-730-3)

ECHA/MSC-19/2011/021-022

2 All documents for 6¢ and d are available for meratmnly
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TPE-016 1,2,3-Propanetricarboxylic acid, 2-hydroxy-C18-22 esters Tri-C18-
22 (even numbered)-alkyl 2-hydroxypropane-1,2 Gamtboxylate (EC
700-316-5)

ECHA/MSC-19/2011/027-028

For information and discussion

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

TPE-014 Mono- and/or di- and/or tri(1-phenylethyl)cresol and p-cresol
(EC 700-427-9)

ECHA/MSC-19/2011/024-026

TPE-012 Reaction mass of disodium hydroxysulfine¢étate and disodium hy-
droxysulfonatoacetate

ECHA/MSC-19/2011/012-014

CCH-022 Bis(5-amino-2-hydroxyphenyl)methane ditogdioride (EC 440-850-
3)

ECHA/MSC-19/2011/015-017
CCH-017 CETIOL CC

ECHA/MSC-19/2011/002-004
CCH-020 2,3-epoxypropyl neodecanoate (EC 247-979-2

ECHA/MSC-19/2011/009-011
TPE-007 2,3-epoxypropyl neodecanoate (EC 247-979-2

ECHA/MSC-19/2011/005-007
CCH-018 Dipropylene glycol methyl ether acetat€ @6-880-6)

ECHA/MSC-19/2011/018-020

CCH-019 (trans(trans))-4'-Vinyl-4-(4-methylpherjityclohexyl (CCP-V-1)
(EC 439-730-3)

ECHA/MSC-19/2011/021-023

TPE-016 1,2,3-Propanetricarboxylic acid, 2-hydroxsi-C18-22 esters Tri-C18-
22 (even numbered)-alkyl 2-hydroxypropane-1,2 Gattioxylate (EC
700-316-5)

ECHA/MSC-19/2011/027-029
For agreement

e. Discussion of any further comments made by MSsudng CA consultation (no
agreement seeking necessary)

For discussion
f. Information on appeal process and one appeal caseCl@sed session)
For information
g. General topics:
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0  Status report on ongoing evaluation work

For information
o Dossier Evaluation Workshop January/February

For information

Item 7 — Proposals to tackle MSC workload

Discussion on how to increase efficiency of MSC kvor

ECHA/MSC-19/2011/035
For discussion & endorsement

Iltem 8 — Substance evaluation

a.

Update by ECHA on the work on CoRAP development

For information

Tasks of the Rapporteur and Co-Rapporteur in draftng the opinion of
MSC

ECHA/MSC-19/2011/031
For discussion & decision
Appointment of Rapporteur and Co-Rapporteur
For decision

Possible establishment of a Working Groupo support the Rapporteur
and Co-Rapporteur
ECHA/MSC-19/2011/032
For discussion and decision
MSC working procedures

0 Report of the written procedure
For information

Iltem 9 — SVHC identification

Information about new SVHC proposals
For information

ltem 10 — Preparations for the opinion on ECHA's & draft recommendation of

priority substances to be included in Annex XIV

Possible exchange of views on the draft recommerdand comments re-
ceived
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» Development of the MSC opinion on draft recommeiadafior Annex XIV —
Initial plan by the Rapporteur

For discussion

Item 11 —Provisional work plan for 2012

» Tentative meeting calendar for 2012
ECHA/MSC-19/2011/034
For information

Item 12 — Any other business

a) PBT expert group
For information

b) ECHA involvement in new graduate training scheme

ECHA/MSC-19/2011/036
For information

Item 13 — Adoption of conclusions and action points

» Table with conclusions and action points from MST-1
For adoption
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I\VV. Main conclusions and action points

B EC [HA

European Chemicals Agency

Main conclusions and action points

MSC-19, 20-23 Septem

ber 2011

(adopted at MSC-20 meeting)

CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

4. Administrative issues
d. Participation of Croatia in the work of MSC

MSC agreed on inviting Croatia to participate ieith
work as a third country observer.

ing on 29-30 September 2011.

5. Adoption of the minutes of MSC-18

Written editorial comments received from a mem
prior to the meeting had been taken into accouhé
confidential and non-confidential versions of the
utes were adopted without further changes propos

PpeISC-S to upload the adopted versidg

the non-confidential version of tH
bchinutes on the ECHA website.

the meeting.

Item 6 - Dossier evaluation
a. Written procedure report on seeking agreement
tion

draft decisions on dossier evalua-

MSC took note of the report of ECHA SECR.

MSC-Sumoad in MSC CIRCAB(Q
the final ECHA decisions and agrg
ments on cases CCH-021/2011, C(
024/2011, CCH-025/2011, CCH
026/2011 and TPE-015/2011.

6c. Introduction to and preliminary discussion on da

testing proposals after MSCA reactions (Session tlosed session for CCH-017/2011 only)

6d. Seeking agreement on draft decisions on comptiee checks when amendments we

proposed by MSCA (Session 2, closed)

ft decisions on compliance checks an

Bn MSC CIRCABC IG and to publish

MSC-S to communicate this MSC de-
cision to the ECHA Management
Board for its consideration at its meet-

ns

e-
H-

e

CCH 020/2011(2,3-epoxypropyl neodecanoate)
Discussion (6¢, Session 1)

As regards to the Algae Inhibition study, MSC hhd
view that the registrant should be requested teat
the algae test and provide the experimental da&mN
bers also concluded that it is justified to requesin-
formation regarding the surface tension and dissg
tion constant. With regard to degradation endpqd

pvith comparison of in vivo unsche
luled DNA synthesis (UDS) and trarn
genic rodent assay (TGR) for a furth
@ SC discussion at some of the follo
img Committee’s plenary meetings

tSECR to prepare a discussion paper

-

S-
er
/-
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

members considered the appropriate analytical ndstho

to be recommended to the registrant. Regarutirtro
mutagenicity, members suggested to include todbge
istrant the option of doing an IVC test or anvitro
micronucleus study. On the vivo mutagenicity test
even though UDS test has been done, some mer
suggested to request TGR test, as it is considecrd
appropriate for this substance and had just recq
been approved by the OECD. The revised draft g
sion (as modified at the meeting) is to be furttisr
cussed in Session 2 (agreement seeking).
Agreement seeking (6d, Session 2)

Following the discussion on the appropriateness
UDS versus TGRn vivo mutagenicity tests for th
case, MSC concluded that from scientific point
view, it is appropriate to request the Registrantdrry
out TGR test foiin vivo mutagenicity endpoint. Othg
parts of the DD were agreed to be modified base
the suggestions of Session 1.

MSC reached unanimous agreement on the ECH
draft decision (as modified at the meeting). M
adopted the formal agreement.

TPE 007/2011(2,3-epoxypropyl neodecanoate)
Discussion (6¢, Session 1)

MSC concluded that rat is the most appropriate
species in a sub-chronic toxicity study. Furthbe is-
sue whether the registrant should be requestedrty
out Extended One Generation Reproductive Toxi
Study (EOGRTYS) instead of 2-generation reprodud

toxicity study was considered. This issue, as \asl|

some further suggested modifications on the drdi-c
sion, are to be further considered and conclud&Es
sion 2 (agreement seeking).

Agreement seeking (6d, Session 2)

Following a thorough and comprehensive discussio
all possible options, it was concluded that unanis
agreement on the ECHA'’s draft decision could no
reached and therefore a formal voting procedure
launched based on the draft decision as submitig
MSC. The outcome indicated positive votes of
members (also the Norwegian member suppg
ECHA'’s DD) and negative votes of two members. F
other members were not present. All voting mem
presented justifications for their positive and atage
votes.

SC

r

hbers

pntl
eci-

5 of
S
of

3
0l on

A’s

test

C
City
tive

nMembers to submit their positions
avith the grounds and the justificatipn
fm their votes after the meeting.
was

b ustification for positions of the mer
ders at the vote will be attached to
rtathutes: SECR to provide to CO
durrther decision making a package
peie  documents (DD, MSC DA
RCOM, minutes, outcome of the vo
and justification for the position at tH
vote).

CCH-022/2011 (Bis(5-amino-2-hydroxyphenyl)
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

methane dihydrochloride)

Discussion (6¢, Session 1)

MSC concluded that waiving the new growth inhihit
study on algae would be justified and requested
registrant to provide a study summary that is icoac
dance with Article 3 (29) of REACH Regulation.
Agreement seeking (6d, Session 2)

the

MSC reached unanimous agreement on ECHA'’s draft

decision (as provided for the current meeting) wuith
amendments at the meeting. MSC adopted the fo
agreement.

CCH-017/2011(CETIOL CC)

Discussion (6¢, Session 1)

During the discussion on pre-natal developmental
icity study, different views were exchanged on \iee
the registrant should be recommended in the deafi

rmal

to

I

sion to develop a read-across approach or he should

carry out the study. This issue was transferreduor
ther discussion and conclusion in Session 2 (ageag
seeking).

Agreement seeking (6d, Session 2)

Following the discussion, MSC agreed to modify
draft decision by removing the request for a priin
developmental toxicity study and to modify the de
line in the draft decision to 9 months for the stgint
to submit the required information.

m

the
a
ad

MSC reached unanimous agreement on the modified

ECHA'’s draft decision. MSC adopted the forn
agreement.

TPE-014/2011 (Mono- and/or di- and/or tri(1-
phenylethyl)-m-cresol and p-cresol)

Discussion (6¢, Session 1)

A modified draft decision was provided for the mg
ing; however, different views were expressed on
need to conditionally accept the testing proposdlta
refer to the sequential performance of 2-generg
study as follow-up of the results from 90-day amé-|
natal developmental toxicity studies (as propose
DD for the meeting). As another option the propdsa
conditionally reject the testing proposal for
generation study at this tonnage level was to biadu
discussed at Session 2 (agreement seeking) be2a
generation study is not a standard information ireg
ment in Annex IX.

Agreement seeking (6d, Session 2)

nal

et
the

tion

L=

i
1
2_

|Se

=

MSC discussed modified ECHA's draft decision bal

SB&ECR to launch written procedure for
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

on conditional rejection of the proposed 2-genergtiagreement seeking immediately after

reproductive toxicity study for this particular deer at
this tonnage level and requesting a new testing
posal to be submitted on the basis of the restiiéd a
study as appropriate. However, due to the abseh

guorum, agreement will be sought by MSC in a wnifte

procedure after MSC-19 meeting.

TPE-012/2011(Reaction mass of disodium hydroxy
sulfinatoacetate and disodium hydroxysulfonatoace)
tate)

Discussion (6¢, Session 1)

MSC concluded that there is no need for furtherim
fications in the draft decision, but a recommeratatd
the registrant in the notification letter to coreiger-
forming a screening study for developmd

tal/reproductive toxicity in accordance with OEC

421.

Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA'’s
decision without modifications. MSC adopted the-
mal agreement.

CCH-018/2011 (Dipropylene glycol methyl ether
acetate)

Discussion (6¢, Session 1)

Following the discussion on the appropriatenesthe
read-across approach as regards to the 90-dayteel
dose toxicity study and the pre-natal developme
toxicity study, MSC members concluded that theee
arguments in favour and against the suggested
proach. The final conclusion on the issue was td
made in Session 2.

Agreement seeking (6d, Session 2)

Following a discussion on whether to accept r¢g
across approach for both 90-day repeated doseitio
study and the pre-natal developmental toxicity wtod
just for the 90-day study MSC agreed that basethe
results of the 28 d study and read-across argunaia]
applying weight of evidence approach the reques

90 d study can be removed. For reproductive toxicit

endpoint, although some members were not compl
convinced that there were uncertainties left, M®@-(
cluded that read-across arguments left uncertairet
would justify asking for the test and MSC agreedit
pre-natal developmental toxicity study should be
quested; however, this case should not be seen

b

MSC-19 using the draft decision
pmoodified during the meeting.

e 0

pECHA to include in the decision nof

registrant why the request for pre-ng
pialevelopmental study was deleted.
D

raft

ea

ntal

ar
ap-
be

ad-
ic

[

fo

ptely

ECHA to set up a kind of expert grou
on the issue of read-across.

h
re

as a

precedence for future decisions on the possitslitor

fication letter an explanation to the

AS

tal

p
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

read across. MSC reached unanimous agreeme
ECHA's draft decision, as modified at the meeti
MSC adopted the formal agreement.

CCH-019/2011(CCP-V-1)

Discussion (6¢, Session 1)

Following the discussion, MSC concluded that on
requested testing on mutagenicity would be warch
and the requested update of the PBT assesg
needed. As regards to the request for combined
day/reproductive toxicity screening testing, mensk
came to conclusion that there is a need for furtioer
sideration and discussion on the issue in Session 2
Agreement seeking (6d, Session 2)

Following the discussion, MSC agreed to make s
further modifications in the text of DD, as rega

blood sampling that was to be done only at the iteam
for

tion of the test, some further justification
mutagenicity testing and further clarification ftre
PBT assessment. MSC reached unanimous agree
on the modified ECHA’s draft decision. MSC adop
the formal agreement.

TPE-016/2011 (1,2,3-Propanetricarboxylic acid, 2-
hydroxy-, tri-C18-22 esters Tri-C18-22 (even num
bered)-alkyl2-hydroxypropane-1,2,3-tricarboxylate)
Discussion (6¢, Session 1)

MSC concluded that a reference to the limit dosdys!

for sub-chronic toxicity should be included in thecreening study

statement of reasons in the draft decision. Furthé
recommendation to the registrant in the notifiaatiet-
ter to consider performing a screening study foretie
opmental/reproductive study in accordance with OH
421 test. No other issues were suggested for fu
discussion in Session 2 (agreement seeking).
Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA'’s
decision (as modified at the meeting). MSC ado
the formal agreement.

Nt on
ng.

nte

bme

rthe

ﬂi

the

ment
28-
er

rds

ment
ed

fication letter a recommendation to t
 registrant to consider performing
for developme
ptal/reproductive study in accordan
with OECD 421 test.

CD

raft
B C-S to upload in MSC CIRCAB(
the final ECHA decisions and agrg

ments on cases CCH-017/2011, C(
018/2011, CCH-019/2011, CCH
020/2011, CCH-022/2011, TP}

012/2011 and TPE-016/2011.

ECHA to include in the decision nofi

e-
H-

T ==

69. Status report on the ongoing dossier evaluatiogfiDEV) work

ECHA to inform MSCAs at CARA
CAL meeting of the observation
made on the increased dossier eva

S
ua-

tion workload and its impact on ti

e
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

ECHA Secretariat.

Item 7 — Proposals to tackle MSC workload

MSC considered document ECHA/MSC-19/2011/
and made several general comments and sugges
Instead of endorsement of the document it was dg

that conclusions and action points based on trausli$

sion will be drafted for adoption.

DS5SECR to revise the meeting dog
tionsent by deleting the ‘policy argl
reements’ part and updating Table 5
provide information about the drg
decision process in terms of numl
of cases that a PfA or MSC disct
sion led to a change

SECR to draft and circulate sor
actions and conclusions from t
discussion and the document
CIRCABC

SECR to identify generic issus
outside the specific dossier disc
sions and consider a workshop-
sessions for more general MSC d
cussion.

SECR to reconsider and modify t
current dossier evaluation dog
ment-naming convention

D

CAs when the DD (CCH)is ta
geted

SECR to explore how MSC Stak
holder Observers could better be
formed in advance of the meeti

cussed under dossier evaluation

ECHA to more clearly indicate to

u-

to
ft

per
S_

S_

pe
is-

ne
u-

-
n_
19

about the nature of topics to be dis-

8. Substance evaluation
a.
(Co RAP) development

Update by ECHA on the work on the first draft Community Rolling Action Plan

Work on preliminary draft CORAP is progressing §
draft CoRAP will be made available to MSC by eng
October.

MSs could already now provide proposals for new §

Inlembers to provide ideas to ECH
@ECR on how to prevent overlappi
wishes for the same substance in

sutiraft CoRAP.

stances in the update of the CoRAP.

A

L
the

8. Substance evaluation
b.

Mandate and tasks of the Rapporteur and Co-Rapporter in drafting the opinion of
MSC on the first draft Community Rolling Action Plan (Co RAP)

MSC adopted the mandate and tasks of the rappa
and co-rapporteur in the process of providing am-0
ion of MSC on the % draft CoRAP (documer

ECHA/MSC-19/2011/031) with a minor modification|.

rte @ECR to upload the agreed revis
p document to MSC CIRCABC I(
t after the meeting

* SECR to prepare and present
MSC opinion template at the fort

coming MSC-20 meeting
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

8c.

Appointment of Rapporteur and Co-Rapporteur

~

MSC appointed the two volunteering members &
rapporteur and a co-rapporteur for developing d

MSC opinion on 1 draft CoRAP.

SSECR to finalise the appointment pl
fcadure providing the newly-appoint
(co-) rapporteurs with their letters

appointment after the meeting.

0_
pd
pf

8d. Possible establishment of a Working Groupo

Rapporteur

support the Rapporteur and Co-

MSC agreed to establish a working group to sup!
the (co-)rapporteurs in drafting the MSC opiniontoa
1% draft CoORAP (document ECHA/MSC-19/2011/03
MSC agreed to appoint the volunteering MSC m
bers and their experts as members of the workiagg
supporting the (co-)rapporteurs.

pMBC members are invited to recg

PYhis WG and to express their interg

sider their potential participation

biny MSC-20
!

n_
n
PSt

13. Adoption of conclusions and action points

Due to the lack of quorum, the draft conclusiond
action points from this meeting will be proposed
adoption by written procedure or at the next M
meeting.

plISC-S to upload the presentatig
fdelivered at the meeting on MS
SCIRCABC IG and the MSC-19 cor
clusions and action points whg

adopted

34



