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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"@neeting 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.

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

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

ltem 4 - Administrative issues
» Satisfaction survey 2011

SECR announced the Committee of the forthcomingiaihsatisfaction survey 2011.
It was explained that the survey will be limitedsteveral relevant questions. It will be
launched on 23 November 2011 and responses aretespeithin the following 3
weeks. SECR is expected to report on the survegoou# at a MSC meeting in the
beginning of 2012.

Item 5 — Adoption of the minutes of MSC-19

SECR presented to MSC the draft MSC-19 minutessioguon the written comments
received and taken into account on the part ointireutes on TPE-007/2011 and on
draft MSC-19 Main conclusions and Action Points.pRsentatives of Registrants
who had participated in the meeting have beenaissulted for their respective parts
of the draft minutes. As regards to TPE-007/201é&moers were informed that the
dossier evaluation case was duly documented anidaeto the Commission for their
further decision-making in accordance with Arti&é (7) of REACH Regulation.
The minutes were adopted without any further changjlee MSC Secretariat will up-
load the minutes on MSC CIRCABC and on the ECHA sitel(public minutes).

Iltem 6 — Dossier evaluation

a) Written procedure report on seeking agreementmdraft decisions on dossier
evaluation

SECR gave report on the written procedures of itree Substances Mono- and/or di-

and/or tri(1-phenylethyl)-m-cresol and p-cresol;TBEGME, Cellcore QX, 2,2'-

(Ethylenedioxy)diethanol and 3-[(diisoalkyloxyphbspothioyl) thio]-2-

methylalkanoic acid.

MSC agreement was sought via written procedurdnerdtaft decision and respective
draft agreement on mono- and/or di- and/or tri(phethyl)-m-cresol and p-
cresol, due to lack of quorum at the end of thetmgef MSC-19 preventing seeking
unanimous agreement of MSC. Therefore, MSC agreemas sought via written
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procedure launched on 23 September 2011 and clmse0 September 2011. Re-
sponses were received from 23 members with voigig end from the Norwegian
member. All responses to the case were in favodrmame was against the proposed
decision and agreement. Thus unanimous agreemeheatraft decision and respec-
tive agreement document has been reached by MS@itken procedure on 30 Sep-
tember 2011.

Further, MSC agreement was sought via written gtoe on the draft decisions and
respective  draft agreements for B-TTEGME, Cellcor®X, 2,2'-
(Ethylenedioxy)diethanol and 3-[(diisoalkyloxyphbspothioyl) thio]-2-
methylalkanoic acid that was launched on 3 Oct@®drl and closed on 14 October
2011. Responses were received from 24 memberswoithg right and from the
Norwegian member. All responses were in favour otk were against the proposed
decisions and agreements. Therefore, unanimougragré on these four draft deci-
sions and respective agreement documents has éaelmed by MSC in written pro-
cedure on 14 October 2011.

MSC stakeholder observers (STOs) expressed conoérie lack of full transpar-
ency on the written procedures for agreement sgettiming and immediately after
the procedures, as the outcomes are communicatgdaorithe following plenary
meeting without documents.

b) Topics for discussion related to cases under 6¢

* In vivo genotoxicity testing — Unscheduled DNA Sythesis (UDS) test
method and Transgenic Rodent Somatic and Germ Cetene Mutation
Assays (TGRA)

SECR gave a presentation ionvivo genotoxicity testing focusing on the key charac-
teristics of UDS and TGRA methods and their congmari It was also pointed out
that although three methods on genotoxicity teséirgjavailable, adopted guidelines
are available only for UDS and TGRA. TGRA test giice was adopted by OECD
in July 2011. Both methods are now valid for tliepose ofn vivo genotoxicity test-
ing. ECHA together with the MSCAs and MSC woulddide to recognise the new
OECD 488 test method on TGRA on a case by case bdwn the specific criteria
for its use set by the guidance are fulfilled; heere only the UDS was available at
the time when testing proposals for the phasedostsunces in the context of the first
registrations in REACH were made.

Several members expressed their opinions on tHerelift guidelines, sharing the
view that the testing strategy on carcinogeniaitgl(ding genotoxicity) in REACH

is not well-developed and needs further updateetanbline with the internationally
recognised OECD test guideline programmes and edtantly published scientific
monographs. Each of these test methods has adeantagl drawbacks and when
positive results appear, there is a need to lodkéu into the mechanisms of action
and test sensitivity, and to optimise the seleatioim vivo tests. It was also indicated
that recent scientific development in particulathe area ofn vitro testing, possibly
affecting the need fain vivo testing, should be considered for REACH implementa-
tion.

It was agreed that careful consideration is neexhedase-by-case basis on whether it
would be justified to request TGRA test methodaast of the UDS if the registrant
has proposed the UDS test to be carried out. Fumibre, it was agreed that ECHA



should consider a possible need to review the REATilance concerning genotox-
icity testing to take into account the recent sifiendevelopment.

It was also proposed by a member that SECR shauidider potential involvement
of MSC members in the ECHA guidance reviews, as@pjate.

One STO reminded that although the issues of humeaith and environmental pro-
tection are important, cost issue is also esseatiahany companies and MSC should
also take into account these aspects when considére way forward for each test-
ing proposal.

» A comparison between EU test method B.35 Two-gendran reproductive
toxicity study (OECD 416) and OECD TG 443 Extende®ne-Generation
Reproductive Toxicity Study (EOGRTS)

Prior to the presentation prepared on this tapie, COM provided MSC with a brief
report from last CARACAL discussion on the use &&RTS under REACHIt was
explained that CARACAL decided to extend the maedsdtthe expert group on the
use of EOGRTS under REACH (EOGRTS EG) until thet @XRACAL meeting for
further continuation of their work. The preliminacpnclusions of the EOGRTS EG
indicated that EOGRTS would be preferred to be useter REACH. This conclu-
sion was supported by CARACAL. However, a need idastified for gathering fur-
ther knowledge of and analysing it, as regard$i¢opossible triggers for the second
generation study (such as e.g. based on expogureyiew was planned to be carried
out considering the outcome of the cases whersdbend generation was included in
the test on one hand and where only the extendedyeneration test was performed
on the other hand. It should also be clarified unsleich conditions the cohorts on
developmental neurotoxicity and on developmentahimotoxicity could be waived.
It was mentioned that legal, procedural or finaharalysis on the application of this
test guideline are still pending by COM and weré cavered by the mandate of the
EOGRTS EG. Although the OECD 443 received genarppsrt at the last CARA-
CAL meeting as a preferred method for testingrémroductive toxicity, it was men-
tioned at CARACAL that for the sake of compromtke second generation test
could performed for certain number of cases. Them@ssion was urged to initiate
inclusion of OECD TG 443 in the Test Method Regolatind to modify accordingly
the relevant REACH Annexes for providing clarificet to the registrants on the in-
formation requirements and the way to address thdmarefore, for the time being
MSC has to continue considering the draft decismmgesting proposal examinations
involving two-generation study on a case-by-casgsba

Referring to the report, several members of MSQieai out that the provisional out-
comes of CARACAL discussion are not helpful for tmegoing MSC work.

Further, SECR gave a specific presentation focusimgsimilarities and difference
between the two test methods - OECD 416 and OEC435

Several members expressed their satisfaction &intiention of giving such presenta-
tion and for its distribution prior to the meetirtgowever, the time was still insuffi-
cient for thorough scrutiny of the slides and fooyiding comments on them. These
members notified SECR of the expected submissidrtiier written comments ex-
pressing their observations or views on the presient after the meeting.

In conclusion, the MSC Chair reminded the membleas thoosing between OECD
416 and OECD 443 is a complex issue, due to ther diéferences between the two
methods such as EOGRTS does not produce secondatieneesults unless trig-



gered and several optionalities included in EOGRNI&h use should be specified by
different jurisdictions.

» Legal and procedural questions for the testing propsal examinations in
addressing the information requirements for two-geeration reproductive
toxicity study - implementation of EOGRTS(CLOSED SESSION

SECR gave a presentation (that had been providdiSto via CIRCABC) on legal
considerations and procedural aspects for thentegtroposal examinations in ad-
dressing the information requirements (IRs) for-yemeration reproductive toxicity
study (Annex IX/X, 8.7.3). MSC was informed thataocordance with Article 13(3)
of REACH Regulation, in principle, ECHA can recogmiOECD TG 443 as appropri-
ate study guideline to produce information on it properties. However, as re-
gards its applicability to meet the REACH IRs innmex IX/X, 8.7.3 and possible use
of EOGRTS, there are legal considerations that nedx taken into account. SECR
pointed out that in cases where MSC fails to readmimous agreement the draft de-
cision could be split and only the part where agrest failed for the highest tier re-
productive toxicity study would be referred to themmission for decision making.

SECR reminded on the need to prepare a decisi@aom testing proposal for regis-
tered phase-in substances by 1 December 2012.

SECR pointed out on the need to encourage thetragis to consider the waiving

possibilities for the second generation testingngisiveight of evidence approach as
specified by Annex XI and providing well-based sabse-specific argumentation on
low toxicity of the substance.

In conclusion, the Chair summarised the way forwthat ECHA sees legally sound
in recognising the OECD test guideline 443 (EOGRTYS)

The responsibility in making testing proposals asthg waiving arguments must re-
main with the registrant. ECHA together with the @& and MSC would be able to
recognise OECD 443 on a case by case basis foragameof information on intrin-
sic properties. If OECD 443 is proposed by thegtegnt it still has to fulfil the in-
formation requirements for the two-generation st(udyder Annex IX/X, 8.7.3). If the
registrant has proposed the two-generation stutly BE35) ECHA would give two
options for the registrant: either to use EU B.B%oacarry out EOGRTS with the sec-
ond generation. The registrants would be remindexlitathe possibility to waive the
second generation based on options available ireAdti. ECHA would inform the
registrants about the possibility to update thegistration dossiers with EOGRTS.
ECHA appreciates that the disagreement regardinGEECS may persist at MSC in
certain cases. If MSC fails to find agreement tradtadiecision would be split at MSC.
The part of the draft decision where unanimousegent can be reached would be
finalised by MSC and addressed to the registraE®MA. The part of the draft deci-
sion where agreement failed would be referred @ocGbmmission.

The Chair invited the members to provide their t@ritcomments on the suggested
approach by 16 November 2011.

» Possibilities and limitations in rejection of teshg proposals (CLOSED
SESSION)
SECR gave a presentation (that had been provid®t5© via CIRCABC) focussing
on the legal context of testing proposals for uadée and non-vertebrate testing and
the decision-making options according to Article (8) of REACH Regulation. Dif-
ferent possibilities for rejecting testing propasah the basis of e.g. available infor-
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mation, existing harmonised classification of tabstance, availability of alternative
methods were also covered and a practical exaroplee&d-across waiving was pre-
sented and briefly commented by the MSC memberg. @rservation was that the
registrant is expected to provide an explanationpfoposes tests that go beyond the
standard information requirements. It was suggetitatlany explanation would be
relevant and should not be questioned by SECR d€ MfSan explanation is missing
it is proposed that SECR would explore the reasortife testing proposal with the
registrant during the decision making process.

The MSC Chair encouraged the members to providie toenments (if any) on the
presentation during the Session 2 discussions Gukat.

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 compliaa checks and testingro-
posals where amendments were proposed by MS’s

CCH 027/2011 Camphene)

Session 1 (open)

The Registrant has not indicated interest to gpete in the MSC-20 meeting but in-
formed ECHA that he accepts the presence of stéddtehobservers during the initial
discussions in Session 1. Therefore, an open sewsis held.

ECHA informed that five proposals for amendmenE©HA’s draft decision were
submitted by three MSCAs. Two proposals expressay support to ECHA'’s line
and no changes had been proposed to the draftiaeciBvo other proposals sug-
gested ECHA not to accept the waiving argumentedas available fish study for
an adequat®aphnia magna study (OECD 202). The Registrant has provided tesul
of Daphnia magna study that are indicated as not reliable. The Regis has self-
classified the substance based on the fish studgastic acute 1, H400 /Aquatic
chronic 1, H410. The fifth proposal regarding sahse identity and high pressure
liquid chromatogram (HPLC) requested to leave aioopo the Registrant to use any
other valid and appropriate method than HPLC tdfioonthe substance identity for
camphene, low tricyclene.

ECHA had modified the draft decision on the badishe proposal regarding sub-
stance identity and HPLC and provided this modifiedft decision for the meeting.
ECHA was of the view that the draft decision did need modification concerning
request for a newaphnia study. The Registrant had not provided commentthen
proposed amendments.

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

MSC concluded that the M-factor is essential infation for the classification and
labelling of mixtures but has to be specified ie tontext of classification of sub-
stances. As an adequate study on aquatic invetésbitaat is potentially more sensi-
tive than fish as a test species is missing andesalt of this study might impact the
M-factor or the PNEC value, the Registrant shouddréquested to submit a valid
Daphnia magna test. Recognising that the substance might becdiffto test, the

Registrant should alternatively be given the pakiyitio submit a valid QSAR esti-



mation which may be used as basis for adaptingtdredard information requirement
for this endpoint.

Session 2 (closed)

MSC reached unanimous agreement on ECHA'’s drafisidecas provided for and
modified in the meeting, including the statementearsons, on the basis of the above
conclusions. MSC also adopted the formal agreement.

CCH 032/2011 Allyl alcohol)

Session 1 (open)

The Registrant had indicated that two of his regméstives would participate in the
initial discussions (Session 1). In absence of ifipemonfidentiality concerns in the
draft decision, an open session was held. The Ghfaimmed the Registrant’s repre-
sentatives of practicalities during and after theeting.

SECR explained that nine proposals for amendme®GBA’s draft decision were
submitted by three MSCAs. Regardimgvitro gene mutation study in bacteria two
proposals pointed out that thevitro gene mutation study in bacteria with additional
fifth strain is available to the Registrant. Regagdn vivo genotoxicity (somatic cell
test) two CAs proposed to request the Transgenic Rodent $oraatl Germ Cell
Gene Mutation Assay (TGR, OECD 488) instead ofuthscheduled DNA synthesis
(UDS) test.

Regarding the two-generation reproductive toxisitydy, one CA was of the view
that the Registrant should be required first tospartests for genotoxicity that may
lead to classification as carcinogenic and consaqumeplementation of appropriate
risk management measures. If so, the two-gener&gtrmight become unnecessary.
Similarly, another CA did not agree with the requient for a two-generation study
and considered a decision on further reproductigéirtg at Annex X level as prema-
ture as reproductive testing according to AnnexsXnot required for germ cell
mutagens (8.7, column 2) for which testing wouldéguired by the current decision.
These two CAs also suggested that if a two-germraést is required, the Registrant
should perform the extended one generation reptivd@utoxicity study (EOGRTS).
A third CA supported the Registrant to address ¢imdpoint with a combined read-
across/weight of evidence (WoE) approach usingekalts of a reproductive toxicity
screening test (OECD 421) and a OECD 416 equivalemgeneration study with the
read-across substance acrolein.

Regarding the pre-natal developmental toxicity @#eproposed to postpone the de-
cision on this test on the same grounds as fotvtleegeneration study (see above).
Another CA did not agree with the requirement gfra-natal developmental toxicity

study in a second species because the decisiondwmilpremature for the same
grounds as indicated for two-generation study &mmve). A third CA supported the

use of acrolein as read-across substance forthisoint as well and pointed out that
therefore an additional pre-natal developmentakttyxstudy in another species may
not be necessary.

The Registrant in his written comments on the psegoamendments had indicated
that the IUCLID dossier has been updated with @eteanin vitro gene mutation
study on fifth bacterial strain and a UDS study ifiorvivo mutagenicity since the
MSCA consultation on the draft decision startede Registrant also stressed that the
UDS test (OECD 486) is not an outdated test metfibe. Registrant had also pro-
vided a genotoxicity discussion document coverithgailablein vitro andin vivo



genotoxicity tests and concluded that no furtherogexicty testing would be neces-
sary. The Registrant also drew attention to sdienpiapers describing limitations of
TGRA. Furthermore, the Registrant had informedrofipdate of the registration dos-
sier providing further justification for read acsofrom acrolein concerning two-
generation reproductive toxicity and pre-natal depeental toxicity studies.

ECHA was of the view that the draft decision doesmeed to be amended based on
the proposed amendments and Registrant’s commentem.

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

In the discussion, the representatives of the Regisre-emphasised the main points
of their written comments. They explained that @liiph the results of the vivo and

in vitro genotoxicity studies were available to the Regidirdue to data ownership
issues certain studies could be included in théstragion dossier only after owner-
ship of these data could be clarified. The updalessier includes in addition to the
liver UDS test a recent study showing no micronuslgnduction in livers of ally al-
cohol treated juvenile rats: these investigationshe principal target organ for sys-
temic toxicity provide a suitable follow-up to theouse lymphoma study, addressing
the biological endpoints of clastogenicity and DN#pairin vivo. They also noted
that the UDS test has been recognised by an irtenaéexpert group as an appropri-
ate follow up to in vitro mammalian cell mutatiasting, and concluded that another
invivo test (i.e. TGRA) should not be requested instead.

The representatives of the Registrant mainly regue#teir written comments for the
read across arguments for two-generation reprogrittixicity and pre-natal devel-
opmental toxicity. They stated that consideratidrald available toxicity data indi-
cates that the target organ toxicity of allyl alobls a consequence of localised me-
tabolism to acrolein within the liver with littler mo indication of other systemic ef-
fect. The high reactivity of acrolein causes logiécts at the site of primary contact,
but repeat-dose test data again show little ininadf systemic toxicity. It is there-
fore reasonable to suppose that allyl alcohol, #ikelein will not cause any adverse
reprotoxic effects.

Concerning the read across approach, the MSC merapersenting the CA that in
their proposals for amendment supported the Regissr read-across approach re-
vised his position and expressed his concerns ¢oresd-across with acrolein. He
pointed out that the registered substance andehé-across substance show some
differences in repeated dose toxicity, in particuddlyl alcohol is hepatotoxic in
rats, but the read across substance is not hepatotbhen administered to rats at the
same dose levels. Furthermore, bioavailabilitynaf tead-across substance is high at
low doses (80-90% at a dose of 2.5 mg/kg), butragher dose of 15 mg/kg bioavail-
ability is limited (around 40-60%) due to the tendg of the substance to polymerise
in the gastrointestinal tract. Thus, for the mayoaf the longer term studies on the
read-across substance bioavailability of the sulostavill probably be limited by the
tendency to polymerise. For the registered substasystemic uptake is likely to be
higher and this will serve as a mechanism to delire read-across substance to the
internal organs at higher doses than could be aetliey dosing the read-across sub-
stance itself. He also pointed out that liver tayibas already been seen for the read-
across substance at relatively low systemic-dogseéstle possibility of toxicity to
other organs at higher doses cannot be excluded.



The Registrant’s representatives replied that @irthiew, due to its high reactivity,
no systemic transport of acrolein would be likelighm the body therefore no sys-
temic effects distal from the administration sisnde expected. They also stressed
that the doses in the quoted studies with the esadss substance were indeed low
but still high enough for acrolein to have its effd there would have been any.

Concerningin vitro and in vivo gene mutation, some MSC members questioned
whether the maiim vitro mutagenic effect of the registered substancersnebsome
breakage (clastogenic effect) since this effeatat expressed in any of the vivo
studies provided by the Registrant. The Regissaepresentatives responded that
the clastogenicity seen in vitro was specificaflydstigated by a number of studias
vivo, where no such activity was detected. If the wagal indications of gene muta-
tion seen in certain (less reliabl@)vitro tests indicated real activity, available data
suggests this would lead to excision repair: howévis too was not sedn vivo (in
the UDS assay).Concerning reprotoxicity and develapal toxicity, some MSC
members were of the view that if read across is amtepted, instead of two-
generation reproductive toxicity test an EOGRTSusthde requested. The Regis-
trant’s representatives repeated their argumenédoas read across and WoE ap-
proach that none of these two tests is necessayadsible studies show no evidence
of reprotoxic effects of allyl alcohol.

ECHA reminded the Registrant that ECHA'’s final dgmn might contain require-
ments to the Registrant which might already beilketf in the registration dossier, if
the dossier had been updated with the data akestént of the MSCA consultation.
Session 2 (closed)

MSC concluded that the information requirementsriaitro andin vivo genotoxicity
would not need to be modified in the draft decisibarthermore, read across/WoE
approach for the two-generation reproductive aretnatal developmental toxicity
study is not justified and should not be acceplda request for two-generation re-
productive toxicity study should be deleted froma tiraft decision and the reasons to
do so (i.e. the process to incorporate EOGRTS uREskCH) be explained to the
Registrant in the cover letter of the draft deaisiISC also agreed that the reasoning
for not-acceptance of read across for the developmhdoxicity study shall be
amended with arguments discussed in Session 1, thsaleadline for the Registrant
to submit the information required was modifiedl®dfrom 24 months and the state-
ment of reasons changed accordingly.

MSC reached unanimous agreement on ECHA'’s drafisidecas provided for and
modified in the meeting, including the statementeasons, on the basis of the above
conclusions. MSC also adopted the formal agreement.

TPE-017 (4,4'-Methylenebis[N,N-bis(2,3-epoxypropyl)anite])
Session 1 (open)
The Registrant has not indicated interest to gpete in the initial discussion (Ses-

sion 1). In absence of specific confidentiality cems in the draft decision, an open
session was held.

Six proposals for amendment on ECHA'’s draft decisicere submitted from three
MSCAs. One CA supported ECHA'’s line on pre-natavedlepmental toxicity and
proposed to reject the testing proposal for the-g@oeration reproductive toxicity
study due to insufficient information currently #ahle to determine whether this
study is required. Regarding the 90-day repeatex® doxicity studythe same CA



suggested to request the Registrant to make adegtoposal for the 2-generation
study only based on the results of the 90-day stathyr, as necessary. Another CA
proposed the Registrant to consider a sequenstihgestrategy: if the results of the
90-day studyjn vitro andin vivo mutagenicity studies as well as QSAR predictions
lead to a conclusion that the substance shoulddssified as mutagen 1B or carcino-
gen 1B and appropriate risk management measuresiplemented accordingly then
the Registrant could avoid further testing for oerction including pre-natal devel-
opmental toxicity and two-generation study. The sd@# also asked discussion on
EOGRTS vs. two-generation study. A third CA prombserequest EOGRTS instead
of the two-generation study.

The Registrant had not provided any comments opiihigosals for amendment.

MSC discussed the case based on ECHA'’s draft decas referred to MSC and the
proposed amendments of MSCAs.

In the discussion, the main consideration was véretihe two-generation reproduc-
tive toxicity test proposed by the Registrant st rejected or accepted, depending
on the results of the 90-day study. Several membetesd the similarity of the current
case to a recently completed TPE case. SECR pointethat although the two cases
look similar as both were Annex IX dossiers whdre Registrant proposed a two-
generation study, there are also significant déffiees: in the earlier case, the Regis-
trant submitted results of a 28-day study and neded to the proposed amendments
of the CAs indicating that the two-generation stwduld not be necessary, whilst in
this case no 28-day study was available and thetragt had not provided any expla-
nation why the two-generation study would be nemgssSome members highlighted
that the current substance is classified by thedRegt as genotoxic mutagen (muta
2) and several QSAR predictions indicate also cagenicity so the 90-day study
could reveal possible reproductive effects. One bmmsuggested, to recommend the
Registrant to consider based on the results ofgpeat dose toxicity study classifica-
tion as carcinogen/mutagen category 1 and implestient of appropriate risk man-
agement methods and thus to avoid further testmiy after these considerations, if
necessary, the Registrant should submit a newgeptoposal for the two-generation
study.

Session 2 (closed)

In the continued discussion it was specified thate are neither standard information
requirements for two-generation study for this taga level, nor explicit explanation

provided by the Registrant for the proposed twoegation study in the dossier. MSC
concluded that the testing proposal for the twoegation reproductive toxicity study

should be currently rejected on the condition th#tte 90-day study would indicate

any adverse effect for reproductive organs or éissthe Registrant should submit a
testing proposal to cover the endpoint of Annex8lX.3. The Registrant should also
be reminded that if relevant, on the basis of otmgrsiderations, he may also submit
a testing proposal for this endpoint at an eadtage with indications of the reasons
for testing. MSC also agreed that the draft denisibould be modified by removing

the requirement for two-generation study, adjusting deadline accordingly to 24

from 36 months for submission of the required infation, reminding the Registrant

that it is at his discretion to determine the segeeof sub-chronic and pre-natal de-
velopmental toxicity studies and to consider thegtalities for adaptations of stan-

dard information requirements for the two-generastudy (as explained above).



MSC reached unanimous agreement on ECHA'’s drafsidecas modified on the ba-
sis of the above conclusions and adopted the foagralement.

TPE-019(2,2-Dimethylpropane-1,3-diol)

Session 1 (open)

The Registrant had indicated that one of his reymasives would participate in the
initial discussions (Session 1). In absence of ifipemonfidentiality concerns in the
draft decision, an open session was held. The @ifaimed the representative of the
Registrant on the relevant practicalities during after Session 1.

Three proposals for amendment on ECHA'’s draft decisvere submitted by two

MSCAs. Both CAs expressed sympathy for the Regigaroposal to combine the
sub-chronic toxicity study (90-day) and two-genermatreproductive toxicity study

because combination would give a possibility toumdthe number of test animals.
However, the two CAs indicated that OECD TG 443 @RI S) should be carried out
instead of the two-generation study. One CA requeEICHA to provide the rationale
why the combined 90-day and two-generation study mat accepted.

The Registrant in his written comments to the psggbamendments regarding the
combined 90-day and two-generation study had apgieetthe support of the CAs on
the combined study. However, the Registrant didseet necessary a two-generation
study as the substance is of low toxicity and rieact$ had been seen in the reproduc-
tive screening study (OECD 422). Therefore the Remit had proposed to include
additional fertility parameters (sperm mobility gtm the 90-day study and consid-
ered the 90-day study together with other availaifiermation sufficient to conclude
on reprotoxicity. The Registrant had consideredrédguested two-generation repro-
ductive toxicity study as scientifically unjustifieand not providing any new informa-
tion concerning the fertility endpoint.

Furthermore the Registrant had considered that ELES®ECD 443) would provide
only minimal additional information because mosttloé endpoints covered by this
test are already covered by the existing screesindy (OECD 422), the proposed
pre-natal developmental toxicity study (OECD 414y ahe proposed extended 90-
day study.

SECR had not modified the draft decision in advaot¢he meeting based on the
proposed amendments. Thus, MSC discussed the aasd bn ECHA'’s draft deci-
sion as referred to MSC, the proposed amendmentS@As and the Registrant’s
comments to the proposed amendments.

In the discussion, the representative of the Registmainly repeated their written
comments and clarified that a two-generation studg not proposed in the submitted
dossier. He made clear that the Registrant’s iltentas to propose only an extended
sub-chronic toxicity study (90-day) with additiorgdrameters covering reproductive
toxicity. He did not support the request for an HO® based on the unclear trigger
for a two-generation study and the indicated lowdity profile with no neurotoxic or
reprotoxic effects. Concerning developmental tdyjcin his view there were no ef-
fects observed in the parent generation in mosh@fstudies carried out and no fur-
ther concerns could be assumed on F1 and F2 gemeraither; however, as the data
gap for developmental toxicity exists, the Registigroposed OECD 414.

Concerning the proposed combined sub-chronic tyx{€0-day) and two-generation
reproductive toxicity study, one MSC member infodhike participants of a recently
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finished assessment report for a structurally simsubstance and suggested that the
Registrant should investigate the possibility fead-across to this substance instead
of testing. This assessment report was only availedthe CA represented by the
member, and thus information was not availableieraid the registrant and ECHA.

SECR explained that a proposal for two-generattadyswas first not recognised by
ECHA as such and thus, was not either addresstrif® party consultation on this
case. The registration dossier was not very cledhnis respect. The Registrant’s rep-
resentative agreed to this clarification and higtied that developmental toxicity
should be further investigated if adverse effeasenseen in other studies and a new
testing proposal for the two-generation endpointide submitted.

MSC concluded that the two-generation reprodudiwécity study was not proposed

by the Registrant but the requirement for a 90l#y-chronic toxicity study with ad-

ditional examinations concerning reproductive tayichould be seen as the testing
proposal. However, the Registrant should be rentintiat the intended additional

examinations for the 90-day study may not fulfie tetandard information require-

ments for reproductive toxicity as set out in Annex8.7.3.

Session 2 (closed)

ECHA further clarified that based on the result&#0-day study a substance can be
classified only for fertility while results of a ¢natal developmental study can be a
basis only for classification for developmentalitity. Therefore, as these two stud-
ies are necessary to fulfil the relevant endpaanis the results of any of them cannot
be used as a waiver for the other study the sequafnmerforming these two studies is
irrelevant.

MSC also concluded that the deadline for the Registo submit the required infor-
mation should be shortened to 18 from 24 months, tduthe removed requirement
for two-generation reprotoxicity study and the etaént of reasons should also be
modified accordingly. MSC agreed that the Registsfould also be reminded in the
notification letter to the draft decision that saglon a similar substance exist that the
current substance can possibly be read acrossS&@ Mached unanimous agreement
on ECHA'’s draft decision as modified on the badishe above conclusions in the
current meeting, and adopted the formal agreement.

e) General topics
0  Status report on ongoing evaluation work

SECR updated MSC on the state of play of the dossiuation work and on future
challenges for ECHA. Some estimates for the woukloathe following four MSC
meetings were provided.

SECR proposed to send for MSCA an extra batch aft diecisions for substance
identity (SID) targeted compliance checks on dassighere testing proposals have
been made but cannot be further examined becausiofencies in SIDs. To be able
to buy more time for testing proposal examinatioa tlecisions on targeted compli-
ance checks on SIDs need to be finalised as soposssble. Therefore SECR pro-
poses to organise the MSCA consultation on theag decisions outside the frame-
work of the MSC meeting dates. This arrangemehbaged on the assumption that no
proposals for amendments would be introduced owlithi decisions and there would
not be any need to address these cases in ang M3C meetings. The MSCA con-
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sultation for this extra batch of the draft deasiavould be started on 19 December
2011 and would end on 19 January 2012.

To increase the efficiency and transparency of dbssier evaluation work and
thereby to reduce the number of the MSCA propdsaslamendment organisation of
a workshop was announced. It was clarified thatafkshops will be organised, pos-
sibilities for STO participation in such workshomsin workshop sessions with STO
involvement will be explored for transparency reeso

o ECHA's approach in the evaluation of read-across amh the devel-
opment of a Read-Across Assessment Framework (RAAF)

SECR gave a presentation on evaluation of readsagmposals based on, category
and analogue approach. Information was providedi®@relopment of a tool called
Read-Across Assessment Framework (RAAF). The talbswpport achieving a con-
sistent, streamlined and transparent evaluatienragh level of expertise required by
read-across. SECR informed the committee that repeeific read-across points are
expected to be addressed with the further discassiothe implementation of the
RAAF tool at a workshop with MSC, MSCA and STO 2.

MSC generally supported the presented ECHA's ampraa read-across evaluation
and appreciated the structured framework to be weleeh assessing read-across
cases.

Several issues of scientific nature were raiseardigg the read-across approaches,
use of QSARS in support of read-across and howke into consideration different
uncertainty factors. It was concluded that furtescussion on these relevant topics
should take place in the workshop that will be aigad in 2012.

Two MSC observers expressed an interest in paatioip in the workshop and sug-

gested to SECR to consider whether the existingaoeking read-across programmes
of different industry sectors could be also of @sethe development of Tier 2 of

RAAF tool.

SECR responded that transparency is considered @weaof the procedure and
agreed that the reasons for acceptance or rejeatiarread-across should be clearly
communicated and well-documented.

MSC was invited to contribute to the RAAF developinprocess by submitting rele-
vant information to SECR.

Item 7 — Substance evaluation (SEV)
a) Introduction to the draft Community Rolling Action Plan (CoRAP)

SECR in its presentation informed the meeting pigdints that the final draft CoRAP

containing 91 substances (36 substances planné&tDi®, 24 - for 2013 and 31 - for
2014) was submitted to MSC and MSs as preliminanyisaged. The public draft

CoRAP version was published on the ECHA websit€@rOctober 2011, as it was
clarified that non-confidential versions of the staimce-specific justification docu-

ments were provided to STOs only for the 2012 yedostances by the time of the
meeting. Remaining non-confidential justificatiomcaments for 2013- and 2014-year
substances would be made available to STOs stadtdy MSC-20.

A preliminary overview on the initial concern isopided in the justification docu-
ments and justification for selection of the substafor the draft CoRAP. Some fur-
ther estimates on the expected workload for the MSID the coming years and the
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capacity needed for the number of substances weea.gMSC was reminded on the
procedural steps and timelines under the SEV psoaad some additional informa-

tion was provided on the future activities and plenned workshops in January 2012
on dossier evaluation (with a session on SEV) antline 2012 on SEV only. The full

presentation was made available to MSC membersstieholders on MSC CIR-

CABC.

Several members welcomed the idea of having teahmiorkshops with MSs and

raised the need for improving the cooperation aodrdination between MSs and

ECHA in the pre-selection stage of the candidatestances, in order to avoid the
overlapping in the work, possible errors and misusthndings. SECR shared the
view that earlier collaboration with MSCA in thebstiance identification could be

improved and further criteria needed to be ablavoid overlaps on substances be-
tween MSCAs. All kind of sharing of information &nsystematic and structured way
would be helpful as early in the screening proessgossible.

Following a question of a STO observer, ECHA cladfthat currently there are no
considerations as regards possible engagemengisfremts in the SEV process, as if
needed, this should happen at a MS level wherevhkiation work is expected to be
done.

b) First exchange of views on the draft CoRAP andems to include in the MSC
opinion

SECR briefly introduced the draft template for t&C opinion on the Sl draft

CoRAP (presented as a meeting document). Severabers requested for clarifica-

tion on the scope of the MSC opinion and the natiseerapporteurs and the CoRAP

WG work in the SEV process.

SECR explained that the MSC opinion should conth& conclusions on whether
risk-based approach had been followed in justificatiocuments of a CoRAP sub-
stance; therefore, the objective of CORAP rappostand WG members is to develop
an MSC opinion on the basis of substance documentats submitted, and not to in-
depth test the grounds of concerns provided inficastion documents for identifica-
tion of a substance as a candidate for CORAP.

A member was interested in whether further improsetrof justification documents
should be expected as an outcome of rapporteutisirsg, in particular for those sub-
stances other than risk-based grounds of concefibb&an provided, as this might re-
quire full evaluation to be done.

The Chair of MSC further clarified that when proabfor inclusion of a substance in
CoRAP is made, it should follow the legal critemaREACH and the rapporteur’s
task is to verify this in justification documentin particular cases a specific need
for improvement of justification documents is idéat, such update could be made
by the MS before the adoption of the final CoORAPESyHA.

Another member requested for clarification on tbenpliance check triggers under
SEV. SECR confirmed that as SEV process is a flexinl, compliance check could
be required as a part of major SEV issues goingnbdehe standard REACH IRs, or
SEV process could follow a dossier evaluation psecghere the compliance check
has been already completed. In addition, SECR ra&lgoested MSC and MSCAs to
notify ECHA when a need for compliance check ofisggtion dossiers is recognised
during SEV activities carried out by MSCAs.
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Two observers asked for ECHA'’s considerations itepial involvement of the reg-
istrants for contributing in SEV and in the opinidavelopment processes. The way
of dealing with substances subject to CoRAP aneérotiverlapping legislative pro-
grammes also required clarification.

SECR responded that as the in-depth SEV is expdotbd done at a MS level, no
legal expectations or considerations were madeGhlA on the potential industry
involvement/consultation in SEV process. Howeuee, issue of informing the Regis-
trants of any relevant concern encountered duhirgSEV process would be further
considered. An additional column was suggestedetinbluded in the opinion tem-
plate to indicate when a substance is addresssahie other regulatory programmes.

The MSC Chair concluded that the proposed opireomplate was supported by MSC
and the main objective for the rapporteurs and W@ werify whether risk-based ap-
proach had been followed for CORAP substances ahdonexplore the information
behind the proposals. When further justificatiorpiovement is needed, this should
be recorded in the opinion.

ltem 8 — SVHC identification

* Information about the progress on SVHC identificaton

SECR presented the outcomes of the public conmuritédr the 20 substances pro-
posed for identification as SVHC, as well as afboieerview on type and the nature
of the comments received. Members were also intedwvith the preliminary Secre-
tariat’s conclusions on the number of the dosdietse referred to MSC and the pos-
sibilities and the practicalities for their agreermseeking, as specified in the distrib-
uted room document (Room document ECHA/MSC-20/2125Y.

It was further clarified that the candidate listulbbe updated at the end of the cur-
rent process in December. The issue of possiblgimeof entries with the same in-
dex and EC numbers (the case of RCFs) is not diynertevant. It was noted that the
current entries of RCF in the Candidate List (Clowd need to be maintained for at
least 6 months in the Candidate List (CL) aftereptial inclusion of the new pro-
tries) because the obligation for producers andomeps of articles containing the
substances already apply for the “old” RCF entvidwreas for the potential “new”
entries this obligation only apply 6 months aftelusion in the CL.

* Information about the court cases
SECR briefly presented outcomes of recently corepletourt cases (T-268/10, T-
343/10 and T-346/10) on MSC agreements on ideatiio of SVHC. The cases
were concluded to be inadmissible by the Court. Béver cases (T-93 to T96/10)
concerning the identification as PBT or vPvB subsés are still under consideration
by the Court. The full presentation was made alldo MSC members and stake-
holders on MSC CIRCABC.

Item 9 — Draft recommendation for inclusion of priarity substances
in Annex XIV

a) Progress report after closure of the public consudttion on ECHA'’s Dratft
Recommendation and Draft Annex XIV entries for priaritised substances
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SECR presented the approach used for RCOM develupdue to the huge number
of comments received (about 1400) during the putlitsultation on the'8draft rec-
ommendation. It was further clarified that the itiged generic and specific issues in
identified categories of comments would be respdnidesubstance group specific
RCOMs. MSC was also reminded on the proceduraksteprently ongoing and the
expected ones by the end of th&r8commendation process.

High appreciation was given to SECR of the workedander this process.

One observer indicated that the message for grooprent submission was commu-
nicated to the industry and the SECR approach fogusn nature of comments was
considered as the best possible approach alsotieriSC industry observers’ point
of view. However, it was mentioned that some of gubmitted comments, as
ECHA'’s draft responses indicate, were obviously alear enough or have been mis-
understood by ECHA, which has led to misinterpretatThus, SECR requested the
MSC STO observers to check and indicate the comsnehéere obvious errors were
spotted or which might have been misunderstood.

b) Preparations for the opinion on the draft recommendtion of priority
substances to be included in Annex XIV
» Report by the rapporteur and discussion of the firs draft opinion (DO)

The rapporteur introduced to MSC the first DO aiscsupport document prepared by
WG and distributed as a room document. It wasfa@drithat DO should be consid-
ered as preliminary, as the final RCOM were notoghpleted (due to the high num-
ber of comments received) and the responses negiire further DO modifications
to be made. Further, the rapporteur stressed ohigheumber of comments received
during the public consultation that needs attentiater on three MSC members pro-
vided comments on cobalt acetate and their inatusicAnnex XIV inviting MSC to
consider the prioritisation criteria in this cakevas also explained that at the prioriti-
sation step no risk assessment is carried outpfibatisation exercise is based on the
parameters listed in Article 58(3) and further elabed in the docume@eneral Ap-
proach for Prioritisation of Substances of Very High Concern (SVHCs) for Inclusion
in the List of Substances Subject to Authorisation. This document was agreed by MSC
and introduces for prioritisation the so-calledrszgp method and the verbal argumen-
tation method. Regulatory effectiveness criteriayrha applied on top of the other
criteria and may lead e.g. to application of a ging approach of similar substances
to be addressed at the same time for authorisatios, avoiding replacement of one
substance with a similar hazardous substitute. Soimer issues for members’ con-
sideration were indicated, such as e.g. the setfngansitional arrangements and
proposed exemptions.

» Exchange of views on comments received includingansitional ar-

rangements

Prioritisation of substances from the candidate list to Annex XIV

Many comments regarding prioritisation and how phieritisation criteria were ap-
plied were raised in the public consultation. Tihéicated volumes, the consideration
of uses as wide dispersive, the grouping approactvedl as assigned scores were
challenged. Some MSC members had in particulareroscregarding the prioritisa-
tion of (some) cobalt-compounds for inclusion innéx X1V, the application of the
grouping approach for these compounds and consgléreir uses as wide dispersive.
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In response, SECR presented detailed explanatiatedeto the prioritisation process
for the cobalt compounds, assuring that all infdramahas been considered. Based on
the presented data, it became clear that the irydirgbrmation regarding volumes
for two out of the five compounds and wide dispezaess of uses did not change
significantly the original scoring towards loweriguity. Furthermore, the issue of
compatibility of Co-salts was also extensively dissed.

Some MSC industry observers stressed that someansansidered as being inter-
mediate uses contrary to ECHA'’s view and challentpedECHA’s analysis on com-
patibility of cobalt salts. With regard to the intkangeability of the cobalt salts a re-
mark was made that not only the technical feagjtdilut also the costs should be con-
sidered when the potential for replacement of #its $y one another is made.

Some of the previously concerned MSC members, hexvéviormed the committee
that following the explanation given, they acceptiee presented recalculations and
agreed with the conclusions as regards these swestgprioritisation.

In conclusion, SECR reminded that the prioritisaii® not based on a risk-assessment
and that, the in-depth consideration of the commesteived, and on updated regis-
trations is still ongoing. The information on risgesed by the different uses of the
substances and the control of these risks woulthbeughly considered in the au-
thorisation granting phase provided the substawoesd be included in Annex XIV.

Exemptions

Referring to the big number of comments proposixengptions from the authorisa-
tion submitted during the public consultation, andustry observer expressed con-
cerns as regards the ECHA's responses to industeigsests to use Article 58(2) of
REACH as a basis of exemptions referred to thalhéndraft recommendation no ex-
emptions had been suggested. A MSC member alsestglifor the SECR’s view on
the application of the Community-wide measuresaseca substance is produced by
one company only and has only one single use.

SECR promised to continue analysing of the commehisn developing a compre-
hensive picture on all different pieces of legislatproposed to be used as basis for
exemptions. It was noted that the exemption orutes of phthalates in the immedi-
ate packaging of medicinal products under RegulatieC) No 726/2004, Directive
2001/82/EC and/or Directive 2011/83/EC includethi& current Annex XIV provides
an example of the exemption case. It was noted ribahew aspects have been
brought forward e.g. concerning the conclusion aden which conditions occupa-
tional health legislation would be considered tifilfthe conditions set out in Article
58(2). It was also clarified that not the prio@ti®n, but the authorisation process
looks more in-depth into such issues like “one campone substance-one use”.

Transitional arrangements

Several members and a STO observer highlightetlebig number of public consul-

tation comments requesting longer transitionalqaixifor preparation for authorisa-
tion applications and longer periods for sun-séesléo be considered. In most of the
cases this has been justified by complex vertindl laorizontal supply chains, no EU

manufacture of the substances used (applicationdova®e for the downstream users)
and small and medium size enterprises (SME) udieg substances. Some MSC
members feel that these comments should be thosowgimsidered and pondered
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against criteria that would be used for settingapplication dates and sun-set dates
and mentioned in ECHA guidance document.

Although some members recognised the benefits whfapplication dates as close
as possible to entry into force of the update tménXIV, several MSC members
were of a view that realistic transitional arrangems need to be established for some
of the substances in accordance with the exisssgssment criteria.

The MSC Chair made the following conclusions: Rdgay the prioritisation, the
most commented group was the one of cobalt compowitthi suggestions for reduc-
ing the priority scores. However, so far no justifireason for de-prioritising these
substances has been identified. Regarding the @i@mpthe SECR review of the
comments was not completed and their responset® dre prepared and sent to the
rapporteur and WG shortly. Regarding the transsticarrangements, the suggested
periods in the comments should be checked agédiestiiteria and the rapporteur
jointly with the WG should consider the need foriseon of the transitional arrange-
ments. Furthermore, the rapporteur and the WG taggisim were requested to take
into account the outcome of discussions when pmegahe draft MSC opinion for
adoption at MSC-21.

Finally, the members were invited to provide theiitten comments on the draft rec-
ommendation and the draft opinion to the rapporéewt the WG members by 10 No-
vember 2011 for consideration during further elalion of the draft MSC opinion.

Item 10 — Follow-up from MSC-19 on actions to incrase efficiency of
MSC work

» Discussion and adoption of actions to increase effency of MSC work

SECR introduced to MSC draft action points to iaseethe efficiency of MSC work

and the members’ comments received on some of thembers were also provided

with some statistical information (in a room docunt)eegarding the number of dos-
sier evaluation cases with modified draft decisidne to the MS proposed amend-
ments.

Regarding the provision of clear text proposalsa@orendment by MSCA to be sug-
gested directly to the text of the draft decisicm)cerns were raised for possible le-
gal implications or ambiguity when debatable issaesidentified. SECR noted that
providing clear message to the registrant is eedeglement in this regulatory proc-
ess. From efficiency point of view it is essenttaht all contributors in the process,
including MSCAs consider all necessary elementsafanodification of a draft deci-
sion: legal basis, modification regarding the resf@e information and the statement
of reasons. It was recognised that naturally uag#rés will remain regarding how
the text of a draft decision should be formulatédwever, SECR can help in finalisa-
tion of such text for the final draft decision.dfich practice were adopted it would
help greatly other members as well as SECR in pagipa for the meetings/written
procedures. If a more generic issue or concepdeattéurther discussion it could be
raised in a workshop or workshop-type of sessidnBI8C. In response to a STO
observer’s query, SECR clarified that MSC observpssticipation in such work-
shops or workshop-type sessions during the MSCapyemeetings would depend on
the type of the expected discussions, confidetytisdsues and the legal character of
the topics for the session.

17



Following a comment from a member regarding theaue of a written procedure
with negative votes, the MSC Chair clarified thlitcases proposed for agreement
seeking by written procedure are selected by SEGRhe basis of analyses on the
content of the comments received (also visible @ORIS). The Committee was re-
minded that in accordance with the MSC rules otepdure, the written procedure is
an equally valid instrument for agreement seekinthe meeting one with the same
consequences (i.e. transferring the case to then@ission for further decision-
making by committology procedure). Therefore, merabeere encouraged to care-
fully consider the draft decisions/MSC agreementdeu written procedure and in
case of concerns, to immediately contact the MSCFSEor clarification or termina-
tion of the written procedure. SECR would then feate the written procedure and
raise the case for agreement seeking at a meeistgaid. In case of a negative vote,
the member should provide his justification for trete independently of the chosen
instrument for agreement seeking.

MSC agreed with the draft Action points as presgieMSC SECR.

Item 11 — Manual of Decisions (MoD)
» Discussion on next topics for MoD

SECR introduced MSC with a topic proposed for isma in MoD of MSC on the
based on the recent work in MSC on dossier evalnagas indicated in document
ECHA/MSC-20/2011/024. Furthermore, MSC was invitecestablish a small group
of members to identify potential issues for inotusin MoD with the SECR support.

In the following brief discussion, members agreedyeneral to the proposed topic
and supported the inclusion of the topic in the M®8@GD for improving the proce-
dural understanding. However, it was suggested ahatop of specification of the
version of updates to the registration dossiergetdaken into account in draft deci-
sions the process should be explained a bit mdemsixely to give the background to
the limitations regarding updates. Thus, SECR weagiested to prepare a text pro-
posal of the agreed topic for the MSC-21 meeting.

MSC also supported establishment of a working grmupe in charge of proposing
new topics for MoD in the future. Therefore, SECRI wrepare a mandate for the
group, to organise a call for expression of intea@song the MSC members and their
experts and to inform the MSC on all the practiedi at the next MSC meeting in
December 2011.

Item 12 — Report from other ECHA bodies and activites

* Report from MB on topics relevant to MSC
SECR gave report from the last MB meeting on theCM8&levant issues. Following
the ECHA committees’ unanimous agreements to ir@reatia to participate in their
work, MB also agreed Croatia to be invited as aseoler to the ECHA bodies’ work.
Thus, SECR would contact the Croatian CA and inthitan to designate a person to
take part as an observer in the MSC meetings.

SECR informed MSC of the new conflict of intereSo() policy (adopted on 30 Sept
2011) and its main elements, such us: the enlasgepe, the new definition provided
of a “conflict of interest”, the clearer responsti®s for handling the potential con-
flicts of interest, the newly developed more dethitleclaration template, etc. It was
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highlighted that the new Col policy would influentee whole ECHA, including the
Committees and the Secretariat’'s staff, as they nedill-in annually more detailed
declarations, following the newly-developed templat accordance with the guid-
ance, the implementing procedure and a Code ofwsiridr ECHA bodies that would
be provided in the forthcoming weeks.

Therefore, a revision process of the MSC Rulesro€gdure is expected to be initi-
ated by the MSC Secretariat for the inclusion @& tiew declaration templates and
further update of members’ annual declarationsgudie new templates.

Item 13 — Any other business
* Report from EUROMETAUX and CEFIC workshop

The EUROMETAUX observer reported to MSC some feellb@om the industry

workshop on the status of raw materials use fomta@ufacturing of glass, frits, ce-
ramics and enamels, held in Brussels on 12 Octb&t. As many of the topics dis-
cussed there might be of interest of the MSC mesipetheir work, it was suggested
the report (under preparation by the organiserd)@masentations given at the work-
shop to be provided to the MSC secretariat foriistion among the MSC members.

Item 14 - Adoption of conclusions and action points

The conclusions and action points of MSC-20 we@péetl at the meeting (see An-
nex V).

Sgned

Anna-Liisa Sundquist
Chair of the Member St@mmmittee
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6b-d, RAAF under 6e and items 8 and 9

GRACZYK Anna (PL)(expert to ANDRIJEWSKI, Michal) for discussions 8riNo-
vember 2011, for agenda item 9

HAKKERT, Betty (NL) (expert to KORENROMP, Rene) fdiscussion on agenda
item 6b

TRAAS, Theo (NL) (expert to KORENROMP, Rene) fosalission on agenda item
6b, 6¢ and 6e)

Case owners:

A representative of the Registrant was attendirdpuagenda item 6c¢ for:
-CCH-032 (Allyl alcohol)
-TPE-019(126-30-7_master_2,2-dimethylpropane-1,3-diol)

Apologies:
CAMILLERI, Tristan (MT)

DEIM, Szilvia (HU)

DOUGHERTY, Gary (UK)

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

21



lll. Final agenda

Final Agenda
20" meeting of the Member State Committee

2-4 November 2011
ECHA Conference Centre
Annankatu 18, in Helsinki, Finland

2 Novemberstarts at 9:00
4 Novemberends at 17:00

Item 1 — Welcome and Apologies

Item 2 — Adoption of the Agenda

MSC/A/020/2011
For adoption

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

Iltem 4 —Administrative issues

» Satisfaction survey 2011
For information

Item 5 —Draft minutes of the MSC-19

* Adoption of the draft minutes of MSC-19
MSC/M/19/2011

For adoption

Iltem 6 —Dossier evaluation
Closed session for 6d
Indicative time plan for 6¢c isDay 1, for 6d Day 2&3

a. Written procedure reports on seeking agreementrodraft decisions on dos-
sier evaluation
For members only: ECHA/MSC-20/2011/001
For information

b. Topics for discussion related to cases under 6¢
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a. In vivo genotoxicity testing — Unscheduled DNA 8ysis (UDS) test
method and Transgenic Rodent Somatic and GermGeelé Mutation Assays

b. A comparison between EU test method B.35 Two-géioeraeproductive
toxicity study (OECD 416) and OECD TG 443 Exten@ate-Generation Re-
productive Toxicity Study (EOGRTS)

c. Legal and procedural questions for the testing @sapexaminations in ad-
dressing the information requirements for two-gatien reproductive toxicity
study - implementation of EOGRTS

d. Possibilities and limitations in rejection of tesfiproposals

For information and discussion

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

For discussion followed by agreement seeking under 6d:

ECHA/MSC-20/2011/014
ECHA/MSC-20/2011/021

Tentatively open session
- CCH-027 Camphene (EC 201-234-8)
ECHA/MSC-20/2011/002-003
- CCH-032 Allyl alcohol (EC 203-470-7)
ECHA/MSC-20/2011/005-006
- TPE-017 4,4'-Methylenebis[N,N-bis(2,3-epoxypraniline] (EC 249-204-3)
ECHA/MSC-20/2011/008-009
- TPE-019 2,2-Dimethylpropane-1,3-diol (EC 204-1§1
ECHA/MSC-20/2011/011-012
For information and discussion

6d. Seeking agreement on draft decisions on comptiee checks and testing pro-
posals when amendments were proposed by MSSession 2, closed)

- CCH-027 Camphene (EC 201-234-8)
ECHA/MSC-20/2011/002-004

- CCH-032 Allyl alcohol (EC 203-470-7)
ECHA/MSC-20/2011/005-007
- TPE-017 4,4'-Methylenebis[N,N-bis(2,3-epoxyprbawiline] (EC 249-204-3)
ECHA/MSC-20/2011/008-010
- TPE-019 2,2-Dimethylpropane-1,3-diol (EC 204-1§1
ECHA/MSC-20/2011/011-013
For agreement

6 e. General topics
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0  Status report on ongoing evaluation work

0 ECHA's approach in the evaluation of read-acrosstae develop-
ment of a Read-Across Assessment Framework (RAAF)

For information

Iltem 7 — Substance evaluation

Introduction of the draft CoRAP by ECHA

ECHA/MSC-20/2011/015-017
ECHA/MSC-20/2011/022-023
For information

First exchange of views on the draft CoRAP anidems to include in the
MSC opinion
ECHA/MSC-20/2011/018 with Annex
For discussion and decision

Iltem 8 — SVHC identification

a. Information about the progress on SVHC iderdtfan
ECHA/MSC-20/2011/025 (Room document)
b. Information about the court cases
For information

Item 9 — Draft recommendation for inclusion of priaity substances in Annex

XV

a) Progress report after closure of the public altagson on ECHA'’s Draft Rec-
ommendation and Draft Annex XIV entries for prica#d substances

ECHA/MSC-20/2011/020
For information

b) Preparations for the opinion on the draft recandation of priority substances
to be included in Annex XIV

* Report by the rapporteur and discussion of the diraft opinion

o Exchange of views on comments received includiagditional ar-
rangements
ECHA/MSC-20/2011/027 (Room document)

ECHA/MSC-20/2011/028 (Room document)
For information and discussion

Item 10 — Follow-up from MSC-19 on actions to incrase efficiency of MSC work

» Discussion and adoption of actions to increaseieficy of MSC work
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ECHA/MSC-20/2011/019
ECHA/MSC-20/2011/026 (Room document)

For adoption

Item 11 — Manual of Decisions (MoD)

» Discussion on next topics for MoD

ECHA/MSC-20/2011/024
For discussion & decision

Item 12 — Report from other ECHA bodies and activiies

* Report from MB on topics relevant to MSC

For information

Item 13 — Any other business

* Report from the Workshop of EUROMETAUX and CEFIC thee status of raw ma-
terials use for the manufacturing of glass, fiieramics and enamels
For information

Item 14 — Adoption of conclusions and action points

» Table with conclusions and action points from MST-2
For adoption
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I\VV. Main conclusions and action points

MSC-20, 2-4 November 2011
(adopted in the MSC-20 meeting)

CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

5. Adoption of the minutes of MSC-19

Written comments received from meeting participa
on the main conclusions and action points and e
sections discussing TPE 007/2011 and CCH 018/}

AESC-S to upload the adopted minu
tim MSC CIRCABC and to publish t
PGbh-confidential version of the mif

hutes on the ECHA website.
ted

J

had been taken into account. The confidential awd
confidential versions of the minutes were adoyf
without any further changes proposed in the meetin

es
e
-

6. Dossier evaluation
6a) Written procedure report on seeking agreementrmodraft decisions on dossier evalua-
tion

MSC took note of the report of ECHA. MSC-S to uglaan MSC CIRCAB(Q
the final ECHA decisions and agre
ments on cases CCHO028/20]
CCHO029/2011, CCH 030/2011 a
TPE 018/2011 (documents for TH

014/2011 are already on CIRCABC)

e_
|1,
nd
PE

6b) Topics for discussion related to cases under 6¢

- (a) In vivo genotoxicity testing — Unscheduled DNA Synthes{IDS) test method and
Transgenic Rodent Somatic and Germ Cell Gene Mutath Assays (TGRA)

Based on the current text of REACH guidance RdECHA to consider a possible need
UDS and TGRA are considered as appropriate td futéview the REACH Guidance concel
the requirements of the endpointvivo genotoxicity.| ing genotoxicity testing to take inf
For the time being, MSC has to decide on a case-bgeount the recent scientific develq
case basis which one of these tests to use. ments.

n-

p_

- (b) A comparison between EU test method B.35 Twgeneration reproductive toxicity
study (OECD 416) and OECD TG 443 Extended One-Genation Reproductive Toxicity
Study (EOGRTS)

MSC took note of the report of COM from the CAR
CAL expert group meeting, and ECHA’s presentat
MSC acknowledged that currently MSC has to g
sider all cases, where EOGRTS/two-generation reg
ductive toxicity study is of a concern, on a cagesaise
basis. So far no legal/financial analysis has besn
ried out by COM on implication of EOGRTS. Based
the outcome of this analysis, MSC urges COM to
clude EOGRTS in the Test Method Regulation an
amend the REACH Annexes as soon as possible.

By 16 November 2011, MSC membs

goresentation in writing.
pro-

on
in-
J to

ao. provide comments (if any) on the

IS

- (c) Legal and procedural questions for the testig proposal examinations in addressing
the information requirements for two-generation repgroductive toxicity study - implementa-
tion of EOGRTS

MSC took note of the report of ECHA and ECHA’'s ByMNovember 2011, MSC membe
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

line how to deal with EOGRTS under REACH and
particular in dossier evaluation work before fidaici-
sions of COM are taken.

to provide comments (if any) on the

presentation in writing.

6c¢) Introduction to and preliminary discussion on daft decisions on compliance checks

after MSCAs’ reactions (Session 1, open)

6d) Seeking agreement on draft decisions on comptiee checks when amendments were

proposed by MSCAs(Session 2, closed)

CCH 032/2011 (Allyl alcoho)

Discussion (6¢, Session 1)

MSC discussed the case based on ECHA’s draft

sion, the proposed amendments of MSCAs and
Registrant’s comments on the proposed amendmerj
MSC did not support the read across proposed by
Registrant for the two-generation reproductive ciyi
study and for the prenatal developmental toxicityg
on a second species.

Agreement seeking (6d, Session 2)

MSC concluded that the request for two-generatéor
productive toxicity study should be deleted frone
draft decision and the reasons to do so (i.e. thegss
to incorporate EOGRTS under REACH) be explai
to the Registrant in the cover letter of the dasdti-
sion. MSC also agreed that the reasoning for

acceptance of read across for the developmenta-t
ity study shall be amended. MSC reached unanin
agreement on ECHA'’s draft decision as referreq
MSC and amended in the meeting based on the g
conclusions. Also, the deadline for the Registrian
submit the information required was modified to
from 24 months and the statement of reasons chg
accordingly. Otherwise the draft decision as refgtio
MSC has not been changed. MSC adopted the fg
agreement.

TPE-019/2011 (2,2-Dimethylpropane-1,3-diol)
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 Registrant sufficiently convinced MSC that imis
tention was to propose only the 90-day sub-chr
toxicity study with some additional examinationse
cerning reproductive toxicity. Therefore, MSC cq
cluded that the two-generation reproductive toyi
study should not be required from the RegistraoivH
ever, the Registrant should be reminded that thd

It

hed
not-
Nous
to

bove

12
nged

rmal

jeci-
reg-

DNic
D
DN-
it

in

tended additional examinations for the 90-day sfudy

may not fulfil the standard information requirense

Nt

for reproductive toxicity as set out in Annex X7 .
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

No other changes on the draft decision as refeioq
MSC were suggested by MSC members for further
cussion in Session 2 (agreement seeking).
Agreement seeking (6d, Session 2)

MSC agreed that the Registrant should also bg

minded in the cover letter of the draft decisiomtth

studies on a similar substance exist that the ou
substance can possibly be read across to. MSCeae
unanimous agreement on ECHA'’s draft decision ag
ferred to MSC and modified in the current meetimg
the basis of the above conclusions. Also, the dsa
for the Registrant to submit the information reqdi
has been modified to 18 from 24 months and thes
ment of reasons changed accordingly. MSC ado
the formal agreement.

TPE-017/2011 4.,4'-Methylenebis[N,N-bis(2,3-epoxy
propyl) aniline]

Discussion (6¢, Session 1)

MSC discussed the case based on ECHA’s draft
sion and the proposed amendments of MSCAs.
The main consideration of MSC was whether the {
generation reproductive toxicity test proposed bg
Registrant should be rejected or accepted, comeiti
on the results of the 90-day study.

Agreement seeking (6d, Session 2)
MSC concluded that the two-generation reprodug
toxicity test should currently be rejected on tloaa-
tion that if the 90-day study will indicate any adse
effect for reproductive toxicity, the Registrantosid
submit a testing proposal to cover the endpoinAmf
nex IX 8.7.3. The Registrant should be reminded
on the basis of other considerations he may alsmgd
a testing proposal for this end-point at an easiage
with indications of the reasons for testing. MSGoa
agreed to include in the draft decision that thgife
trant should determine the sequence of sub-chaomig
pre-natal developmental toxicity studies and caag
the possibilities for adaptations of standard infation
requirements. MSC also concluded that the deattin
the Registrant to submit the information requi
should be modified to 24 from 36 months and
statement of reasons should be changed accord
MSC reached unanimous agreement on ECHA'’s

decision as referred to MSC and modified in the tm
ing based on the above conclusions. MSC adopte
formal agreement.

CCH-027/2011 Camphene

d
dis-

re-

e
hch
b re-
o]

|
f
tat
pted

jeci-

\WO-
t
D

tive

tha

id

112

red
the
ngly.
raft
ce

l the
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

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.

concluded that the M-factor is essential informmafior

the classification and labelling of mixtures. As ahe-
quate study on aquatic invertebrates is missingthaisg
species can be potentially more sensitive than fish
Registrant should be requested to submit a \Rdioh-

nia magna test as the result of this study can havs
impact on the M-factor or the PNEC value. Alter
tively, the Registrant should be given the posisybib
submit a valid QSAR estimation which may be use
basis for adapting the standard information regu
ment.

Agreement seeking (6d, Session 2)

MSC reached unanimous agreement on ECHA'’s draft

decision as provided to MSC and amended base
the above conclusion in the current meeting. M
adopted the formal agreement.

jeci-
reg-
MSC

an
ha-
0 as
ire

d on
SC

MSC-S to upload in MSC CIRCAB(
the final ECHA decisions and agrg
ments on cases CCH 027/20]
CCH032/2011, TPEO017/2011 a
TPE019/2011.

e_
|1,
hd

ECHA's approach in the evaluation of read-across aththe development of a Read-Across

Assessment Framework (RAAF)

MSC took note of ECHA'’s report and generally sup-
ported ECHA'’s presented approach.

MSC to contribute to the developmsg
of RAAF by submitting any possibl
relevant information to ECHA.
ECHA to organise a Workshop
2012 where a more detailed/advan
plan on how to implement RAAF is {
be presented and discussed W

MSC/MSCAS/StOs.

nt

<

n
ced
(0]

ith

7. Substance evaluation
7a) Introduction of the draft CORAP by ECHA

MSC took note of the report of ECHA.

ECHA to orgamithe next Worksho
on Substance Evaluation in June 20
Substance evaluation issues also tq
discussed on the Evaluation Worksh
in January 2012.

2.
be

op

7b) First exchange of views on the draft CoRAP anidems to include in the MSC opinion

MSC took note of and generally supported the tetay
for the opinion of MSC on the draft CoRAP. MS
agreed that the rapporteur and the opinion of N
should focus on whether the risk based approatihei
prioritisation for substance evaluation had beeh

IMSC and MSCAs to inform ECH/
b@hen a need for compliance check
| &€Yyistration dossiers is recognised d
ning substance evaluation activities ¢
faed out by MSCAs.
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CONCLUSIONS / DECISIONS / MINORITY
OPINIONS

ACTIONS REQUESTED

lowed. However, the opinion should not addr
whether the information to be required in or thempr
tisation for substance evaluation of a given sultstas
justified.

eECHA to consider how to inform th
Registrants of any relevant concd
encountered during the process of g
stance evaluation.

e
brn
ub-

8. SVHC identification

8a) Information about the progress on SVHC identifcation

MSC took note of ECHA'’s approach and selection d
substances planned to be referred to MSC for ifilent
cation as SVHC in an MSC meeting/written procedu

fFor agreement seeking on their ide
fication as SVHC in an MSC meeti
rand written procedure, ECHA to ref
to MSC three and nine substances,

room document.

ECHA to place eight substances,
indicated in the relevant room dog
ment, on the Candidate List of SVH

without involvement of MSC.

ti-
g
er
re-

spectively, as indicated in the relevant

as
u_
C

9. Draft recommendation for inclusion of priority sub
9a) Progress report after closure of the public casult

dation and Draft Annex XIV entries for prioritised substances

stances in Annex XIV
ation on ECHA'’s Draft Recommen-

MSC took note of the report of ECHA.

Industry stiaélelers to indicate obv
ous errors in RCOMs to ECHA by 1

November 2011.

0

9b) Preparations for the opinion on the draft reconm
included in Annex XIV
- Report by the rapporteur and discussion of the fist

- Exchange of views on comments received includinigansitional arrangements

endation of priority substances to be

draft opinion

MSC took note of the report of the rapporteur.

MSC members and stakeholders
submit their written comments on t
draft recommendation to the rapp
teur by 10 November 2011.

ECHA to finalise the responses to the

comments received in the public cgn-
sultation.
Rapporteur to prepare the draft M$C
opinion for the MSC-21 meeting.

10. Follow-up from MSC-19 on actions to increase #iency of MSC work — Discussion

and adoption of actions to increase efficiency of BIC work

MSC took note of and adopted the actions points as

presented by ECHA.

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

MSC supported the proposed topic and the propdsdl BCHA to invite MSC members to i

ECHA to establish an MSC working group that will heunteer for the membership in the work-

in charge of proposing topics for the MoD of MSC.

ing group, and to present the term
reference of the working group and
text proposal of the agreed topic for
MSC-21 meeting.

12. Report from other ECHA bodies and activities -Report from MB on topics relevant to
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CONCLUSIONS / DECISIONS / MINORITY ACTIONS REQUESTED
OPINIONS

MSC

Based on the new ECHA policy for
managing potential conflicts of inteyr-
est, ECHA to include the new template
of the annual declarations in the RpP
of MSC.

14. Adoption of conclusions and action points

The conclusions and action points were adopted. 18St upload the main concly-
sions and action points on MSC CIR-
CABC by 7 November 2011.
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