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REACH Dissemination of information on chemical sub&nces

CARACAL Agenda item 5.2
13th October 2009

Summary:

The public interest organisations are very conatai®ut the way ECHA envisions dealing
with public access to information on chemical sabses, such as the dissemination of
registration data to the public.

ECHA seems to lean rather towards keeping dataidanmtfal than providing access to
information. For example, ECHA's preliminary segfifor data falling under Article 119.2 is
confidentiality, whereas the legal text says infation shall be published unless a
confidentiality claim has been submitted that hesnb“accepted as valid by the Agency”. In
our view the Aarhus Regulation 1367/260@eds to be fully considered, in particular that,
beyond ensuring access to information via individeguests, it also provides for an active
information policy.

Furthermore, we are concerned that ECHA has notigre¢loped a policy on how to decide
on accepting or rejecting the justifications fonfitdentiality claims. Instead, several issues
discussed in the ECHA documents seem to be tremdedimple IT or technical issues,
although they imply crucial interpretations of tREACH text and should be discussed, and
criteria be set at the policy level. A careful lada of public and industry interests is needed
in the considerations of the benefits of disclosure

We ask the delegations at the CARACAL meeting te@ taote of our concerns, which are
outlined below:

1. “The Public” is more than the average consumer

2. Other EU laws on access to information must be cormered

3. Clear procedures and objective criteria on decidingconfidentiality claims are
needed

4. Contextual information for data is necessary

ECHA has so far not yet made the non-—confidentidrimation of already submitted
registration dossiers publicly available on theetnet and we urge ECHA to fulfil their
respective obligations as soon as possible.

We call on Member State delegations to ensure Aarbguirements are incorporated into all
access to information policy and that ECHA develagonsidered and balanced information

policy.

! Regulation (EC) No 1367/2006 of 6 September 2006H@ application of the provisions of the
Aarhus Convention on Access to Information, PuBklcticipation in Decision-making and Access to
Justice in Environmental Matters to Community itugitbns and bodies; OJEU L 264/13 of 25.09.2006
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1) “The Public” is more than the average consumer

We would like to emphasize that access to datdicptarly but not exclusively via
the electronic site, is important for a wider ‘pgblthan ECHA seems to be
envisioning. The ‘public’ interested in the detaif substance data includes a diverse
set of groups from individuals and watchdog groupsivil society to independent
scientific experts, university and other researshard medical professionals. Even
more important, all Member State regional and lagavernment entities such as
environmental and consumer protection agencies @t ag occupational health
institutions which are NOT the REACH Competent Autties will depend largely
on the information provided through the ECHA dat&ba In particular given the
current discussions related to IT access for thenbtr States, the national agencies
will have difficulties in fulfilling their monitonng and enforcement obligations by
relying on their intra-governmental access viaREACH Competent Authorities. In
this context, information not only on the final DNEPNEC values but also the
assessment factors and the scope of the testimgmeshwill be essential to such
regional and local authorities for fulfilling thestatutory obligations. We recommend
that these entities and public stakeholders shalghl be targeted in the planned User
Needs Survey and given adequate time for commenting

2) Other EU laws on access to information must be coitered

One of the key objectives of REACH and other indional/community laws is to
generate information on substances for the purposesforcement, evaluation and
transparency. As it is clearly stated in recital dfAREACH, available information,
including that generated under REACH, shokdused by the relevant actors in the
application and implementation of other Communiggislation. For this purpose
ECHA shall provide the Member States and the uisdins of the Community with
the best scientific and technical advice on questielating to chemicals (Art 77).
The objectives of the other laws and a careful rpmetation of the REACH
provisions, including the recitals, must undergia tlecision-making relating to data
access.

Therefore it is legally very doubtful if ECHA isght in assuming that confidentiality
can be the preliminary default setting for datdirfglunder Art 119.2, in particular
given the problem of “toxic ignorance” REACH is kew to remediate. We urge
ECHA to fully examine the legal implications of th&arhus provisions (i.e.
Regulation 1367/206G6and Regulation 1049/208)1in this respect, and use these to
subsequently inform the process of developing raite be used in determining the
acceptability of justifications for confidentiality

From the Aarhus Regulation 1367/2006 in particulae following recitals are
helpful:

(12) The Aarhus Convention calls for public acces®nvironmental information
either following a request or by active dissemim@if--> Art. 119 REACH) by the
authorities covered by the Convention.

2 . -

ibid
® Regulation (EC) No 1049/2001 of 30 May 2001 regayeublic access to European Parliament,
Council and Commission documents; OJEC L145/431¢6.2001
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(14) For the right of public access to environmkeméormation to be effective,
environmental information afjood qualityis essential. It is therefore appropriate to
introduce rules that oblige Community institutiarsd bodies to ensure such quality.

Moreover, Art. 4(6) of Regulation 1049/2001 staties following: "If only parts of
the requested documents are covered by any oixtteptons, the remaining parts of
the document shall be released.”

3) Clear procedures and objective criteria on decithg confidentiality claims are
needed

The criteria by which the confidentiality requeats decided still remain substantially
undeveloped. It is not clear whether there will dvey guidance document for the
criteria, or what further steps will be taken toelep them.

ECHA must develop

a) a scrutiny procedure for the granting/rejection aoinfidentiality claims with
internal deadlines and

b) criteria by which it can consistently and objeclyvgidge when to accept/reject a
confidentiality request.

Especially the criteria will need careful elaborati in order to safeguard
environmental, health protection and transparemntyg @f REACH. We consider this
to be a policy issue which involves interpretatafrthe REACH text and urge ECHA
to plan for proper involvement of Competent Authies and all stakeholders.

The acceptance or rejection of requests for teswimga will have important
consequences for whether certain data is avaifabléhe public. It will be important
for ECHA to ensure that waiving is permitted onlycarding to the reasons in the
REACH text. Given that the political debate on viiagywas highly controversial, it
will also be important for ECHA to have a sound anackable procedure and
assessment criteria by which to judge when to ddaggect data waiving.

We re-iterate that the justification for data watyimust be disclosed, even where it
concerns uses (Art 64.2), or emissions to the enwmient, so that the ‘overriding
public interest’ in information relating to emiss®into the environment is fulfilled
(Regulation 1367/2006 Art 6.1, Regulation 1049/2086t 4.2 and Aarhus
Conventiof Art. 4.4d). The reasons for waiving must be moetailed than just
‘harms competitiveness’.

4) Contextual information for data is necessary

We would like to underline the importance thatsitniot possible to publish only the
bare result without a minimum of contextual infotroa related to the
ecotoxicological and toxicological information onbstances (e.g. is it a measured
data or a QSAR, what is the OECD guideline followetd). Moreover, not only

* Convention on Access to Information, Public Pgstition in Decision-making and Access to Justice
in Environmental Matters, done at Aarhus on 25 1988
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information on the final DNEL / PNEC numbers budaathe assessment factors and
the scope of the testing scheme will be importatd.d

We therefore ask for the development of a hypathetilossier as an example to
illustrate how this could look like in practice,caim order to have a test of the process
and potential results and problems in publishirgisteation data.

ECHA considers some kind of information as “noatetl to substance safety”, e.g.
the entry “sponsors -type” is considered as “ndévant for REACH” and not
published. The same applies to all entries on anbstendpoints “testing laboratory”
and “owner company” of the studies. However, in @emw obtaining information on
who (e.g. in general terms private/public/relatedptoducer) financed the study as
well as by whom (e.g. whether it is in house labmsaor private laboratory) the
study on substances was performed will give vakiahdication to the assessors on
the objectivity and quality of that study.

We would also like to remind ECHA that the Agenesyentitled to even disclose
information that is normally deemed to undermine ftrotection of commercial
interests, if urgent action is essential to protboman health, safety or the
environment, such as emergency situations (REACH.28 (2)).

ECHA has informed us that they are considering egafing information from
multiple dossiers on the same substance. We wikddid stress the importance of
ensuring access to the entire range of the diftevalues and respective contextual
information, instead of one selected (represergatralue.

We also would like to see the information on clasation and labelling available in
the public information for the early registrationssiers, prior to the publication of the
full classification & labelling inventory later.

We also have specific comments to the proposeat filtles which will automatically
process data from registration dossiers for intepublication and are willing to
discuss this further.

For more information, please contact:

Laura Degallaix — BEUC, the European Consumer’s Organisation:

+32 (0) 2 743 1593aura.degallaix@beuc.eu

Patricia Cameron — BUND, Head of Substances and Technologies:

+49 (0) 30 275 86 42patricia.cameron@bund.net

Elizabeth Salter Green— CHEM Trust director:

+ 44 (0)20 8886 688@lizabeth.saltergreen@chemtrust.org.uk

Christian Schaible — European Environmental Bureau (EEB), EU Policyfig®f for Industrial
Policies and Chemicals: +32 (0)2 289 108@;stian.schaible@eeb.org

Dr. Lisette van Vliet — Toxics policy advisor for the Health and Envineent Alliance (HEAL):
+32 (0)2 234 3644isette @env-health.org

Jerker Ligthart — International Chemical Secretariat (CHEMSECYj&st Coordinator:

+ 46 (0) 31 71101 53erker@chemsec.org

Dr. Ninja Reineke — Chemicals senior policy officer for WWF Europédalicy Office:

+32 (0)2 740 092 reineke @wwfepo.org
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