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Background

1. At the fourteenth session of the Sub-Committeevas agreed to establish an informal
working group on GHS implementation, in accordamgth the programme of work of the
Sub-Committee for 2007-2008 approved by the Conemitat its third session (refer to
ST/SG/AC.10/C.4/24, Annex 2 and ST/SG/AC.10/34apd#4). At the fifteenth session of the
Sub-Committee, it was agreed that the work of tifiermal group should proceed as proposed in
paragraph 15 of UN/SCEGHS/15/INF.25.

2. The informal group met immediately after thdef@nth session of the Sub-Committee in
July 2008, and discussed the implementation issuesnarised in UN/SCEGHS/15/INF.25. The

! In accordance with the programme of work of the-Salnmittee for 2007-2008 approved by
the Committee at its third session (refer to STARGL0/C.4/24, Annex 2 and ST/SG/AC.10/34,
para. 14).
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group agreed that a working paper should be deedldipr the sixteenth session of the
Sub-Committee, to assist the Sub-Committee in degidow to address some or all of the issues
identified in UN/SCEGHS/15/INF.25, as well as arddiéional issues, and whether projects
should be added to the next biennium work plandip lddress these issues. Members of the
informal working group were requested to providenazents on the issues described in Annex B
of UN/SCEGHS/15/INF.25 during July and August 20Q@8, inform the proposal to the
Sub-Committee in this paper.

3. The issues discussed by the informal group, manwhich were identified in earlier
Sub-Committee documeRtsncluded:

(a) text or editorial issues in the GHS, wherenges to the existing text, or the
development of guidance material, might be necgstarclarify the intent of the
document and/or to correct some of the terminoleggd in the document;

(b) issues to do with the classification of mixsiy
(c) classification and hazard communication issuidisin specific hazard classes; and
(d) other issues, that could be broadly defined asrgéoe‘policy’ issues.

Proposals

4. The details of the issues discussed by thenmdbrorking group on GHS implementation
were provided in UN/SCEGHS/15/INF.25 Listed bel@mvthe suggested handling for each
issue, for discussion and proposals for agreemetitdoSub-Committee.

4.1 Issuesrelating to terminology

Issue 1.1:The informal group proposes that this issue damsrequire Sub-Committee
attention at this time, given that the terms “cfitsv@lues” and “concentration limits” are
intended to be used interchangeably, and are dquivia the GHS,;

Issue 1.2The informal group considered that the term “cleatiirefers to “substance(s)”
or “mixture(s)” throughout the GHS. To remove amybéguity on the use of this term, the
informal group proposes that the definition of “oheal” be clarified in the GHS to
identify that “chemical(s)” means “substance(s)™mixture(s)”. The group also discussed
whether the term “chemical” should be revised tob%sance(s)” or “mixture(s)”, as

> Ref .1: UN/SCEGHS/12/INF.12 (CEFIC); Ref. 2: UN/SGHS/13/INF.6 “Pilot program to
test mixtures classification criteria” (USA); Ref.3UN/SCEGHS/14/INF.24 (European
Commission); Ref. 4: UN/SCEGHS/14/INF.15 (*OECD wWwsnop on the application of the
GHS classification criteria to HPVC”); Ref. 5: UNCEGHS/14/INF.17 (Germany); Ref.6:
UN/SCEGHS/11/INF.12 (“Correspondence group on tlidimg block approach”); Ref.7:
UN/SCEGHS/11/INF.20 (France); Ref.8: UN/SCEGHSM&ENG6 (UNITAR); Ref.9:

UN/SCEGHS/13/INF.10 (South Africa).
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appropriate, throughout the GHS, but there wasaooisensus on this issue, as not all
members of the group considered that such changesmwecessary.

The Sub-Committee is invited to agree to the aolditf a definition for “chemical(s)”, and
to consider the changes in text in the separateggal from the Secretariat.

Issue 1.3 The informal group considers that the term “emd{j is generally used in the
GHS synonymous with “hazard class” but there ar@rgtes where the term is taken to
mean a specific adverse effect and not necessa@MS hazard class.

The informal group proposes that this is not arggidssue for the Sub-Committee, but
notes that the informal group may bring specifiogmsals forward to the Sub-Committee
for their consideration to address inconsistentaighe terms.

Issue 1.4: The informal group proposes that definitions thog terms “no data available”,
“not applicable” and “not classified” would be ugkfas difficulties may be encountered in
their interpretation which might have an impactaassification. For example, chemicals
may be “not classified” either because there ardata upon which to base a classification,
or there are sufficient data to demonstrate thamibal does not meet the criteria for
classification (e.g., an Ldg with an LD higher than 5000 mg/kg).

The Sub-Committee is invited to agree that texingea in the GHS be brought back for
their consideration by the informal group in a sapapaper at a later date.

Issue 1.5: Paragraph 3.1.3.6.2.3 provides the formulaeHerATE when > 10 % of
ingredients are of unknown toxicity. As there idiierence regarding which formula to be
used, clarification of the terms “known” or “unknoiwvould be useful.

The informal group proposes that the Sub-Commatgee that text changes in the GHS to
be brought back for their consideration in a sefegpaper at a later date.

Alternatively, paragraph 3.1.3.6.2.2 (relating kassification of mixtures) states:

“In the event than an ingredient without any useabformation at all is used in a mixture
at a concentration ¢f 1%, it is concluded that the mixture cannot bekatted a definitive
acute toxicity estimate. In this situation the ranet should be classified on the basis of
known ingredients only....".

On that basis, an ingredient of unknown toxicityoree “without any useable information
for classification”. The Sub-Committee should coesiwhether this is a suitable definition
of the term “unknown” to address this issue.

Issue 1.6:The informal group proposes that, for consisterthg, Sub-Committee agrees
that the more commonly used term “structure-activielationship” should replace the
occasional use of the term “structure-property ti@ship” in the GHS. The informal
group notes that the term “structure-property reteship” is only used in Chapter 1.2
(Definitions and abbreviations), Chapter 3.2 (SKiarrosion/Irritation) and Chapter 3.3
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4.2

4.3

(Serious eye damage/Eye irritation), and that $see can be addressed with the proposed
revision of chapters 3.2 and 3.3 (see below), itad by the Sub-Committee.

Issue 1.7 The informal group proposes that the issue ofndefns of “packaging” and

“packages”, and the consistency between the trangpd GHS definitions, be addressed
by the informal correspondence group on labellihgesy small packagings.

I ssuesrelating to the classification of mixtures

Issue 2.1 The informal group proposes that the issue ofitglaegarding the tiered

approach for the application of bridging principlas being addressed by the
correspondence group on classification of mixtures.

Issue 2.2 The informal group proposes that the issue afitgl for the conditions necessary
for use of the bridging principles has been adéedsy the correspondence group on
classification of mixtures.

Issue 2.3 The informal group proposes that the use of detees for the bridging
principles for “Interpolation within one toxicity ategory” and “Substantial similar
mixtures” have been addressed by clarifying textetbgoed by the correspondence group
on classification of mixtures.

I ssues relating to specific hazard classes
(@) Acute toxicity

Issue 3.1: The informal group proposes that the issue regatd routes of exposure
for classification of mixtures be addressed by tmrespondence group on
classification of mixtures.

Issue 3.2: The informal group proposes that the issue rejato classification of
mixtures using the dilution or cATpe approach bdradsed by the correspondence
group on classification of mixtures.

Issue 3.3: The informal group noted that, for mixtures, ppegph 3.1.3.6.2.1 (a)
allows extrapolation between oral, dermal and iatah acute toxicity estimates. In
contrast, this possibility is not included in théeria for substances.

The group generally considered that if the Sub-Cdtems wished to clarify, in the
GHS, that similar extrapolation was also possiblesubstances, a proposal could be
brought back to the Sub-Committee at a later datethat it was not a priority at this
time.

Relating to the same paragraph in the GHS, tharmmdbgroup also considered that
guidance would be useful to explain how extrapotatbetween oral, dermal and
inhalation acute toxicity estimates could be uramlexh when data are lacking for an
ingredient in a mixture. As this process may reguwonsiderable expert judgement,



(b)

ST/SG/AC.10/C.4/2008/22
page 5

the development of such guidance could be comptek tame consuming, and the
informal group does not propose that such guiddnecdeveloped as a priority at this
time. However, guidance material may be developdtearegional or national level,
at which time the Sub-Committee should considerthdrethat material is useful as
GHS guidance material.

Issue 3.4:The informal group proposes that the issue ofeded acute toxicity point
estimates has been addressed at the fifteentlosaedshe Sub-Committee.

Skin corrosion/irritation and serious eye dgsiaye irritation

Issues 3.5 to 3.12The informal group considers that the review biafters 3.2 and
3.3 is a priority for the GHS, and that a review thiese Chapters includes
consideration of the issues raised in UN/SCEGH®ER25 and
UN/SCEGHS/15/INF.5, as well as other issues ideatifiuring the review process.

The issues identified in those informal papersnaaely editorial in nature. However,
some of the issues may prove to be more technicalilustantive in nature, including
Issue 3.7 (flow diagram 3.2.1 indicates that a tiegaesponse in a validatead vitro
test requiresn vivo testing - consider the need for vivo testing should depend on
whether than vitro test can reliably identify non-corrosives/irritardgr not) and 3.10
(Step 1c in flow diagram 3.3.1 for serious eye dg@@ye irritation allows for
classification in Cat 2 if substance is a skirtamt.).

Informal group members have identified that itngortant that any revision of the
chapters provides a balance between weight of pealapproaches and tiered testing
strategies, and is consistent with the previougise@d principles of harmonisation.
The informal group discussed options for the Suba@ittee for a review of the
Chapters, including:

(i) Referring the work to the OECD as the focalrppand asking that the work be
undertaken to review the chapters;

(i) Refer the review of the chapters to the infatmworking group on
implementation for the next biennium;

(i) Refer the review to an informal group specifor the purpose of the revision of
the chapters,

The informal group considered that work to revise thapters should be done in a
timely manner, given the priority for the review thfese chapters and to assist in
implementation of the GHS. The informal group cdess that, in the case of an
editorial revision of the chapters undertaken unoletions (i) or (ii) above, with
proposed changes to the GHS being referred to tieC®mmittee for decision in
either option, the revision could be completed witthe 2009-2010 biennium. A
number of Sub-Committee members have expressedeshtén working as an
informal group to revise the chapters, and theselde®en an offer to lead the project.
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Undertaking the revision by using an informal groups considered to be the more
effective and efficient method for conducting teeision.

The informal group also considered that, should rthasion highlight technical or
complex issues that would result in more substantivanges to the GHS, the Sub-
Committee should refer the issue to the OECD, agdlevant focal point, consistent
with the process previously agreed by the Sub-Cdteei

The informal group proposes that the Sub-Commitigece that the review of
Chapters 3.2 and 3.3 be undertaken in the 2009-B@Hhium, and agree if the work
should be overseen by the informal group on implaaten (Option (ii)) or a

separate informal group established for that spe@éirpose (Option (iii)). The

informal group also proposes that if the reviewuisgs agreement on complex
technical substantive changes to the GHS, it shbaldeferred to the OECD in their
role as the relevant focal point.

(i) Respiratory or Skin sensitisation

(iv)

Issue 3.13:The informal group considered whether it was nemgsto clarify for
respiratory or skin sensitisation that the clasation should distinguish the route of
exposure that may lead to sensitisation of the agiswor the skin, respectively the
informal group proposes that this is not a highogqity but clarification would be
useful. The European Commission originally raided issue and has suggested that it
could be resolved and clarified by the additiom@aragraph 3.4.1.5 that reads:

"3.4.1.5 The hazard class Respiratory or Skin $isason is differentiated into:

- Respiratory sensitisation
- Skin sensitisation”

The informal group proposes that the Sub-Committgeses that the issue can be
resolved by the use of this, or modified, text.

Carcinogenicity, Mutagenicity and Reproductiesicity

Issue 3.14: The informal group considered that the issuenobnsistency between
cut-off tables and flow diagrams for Categories d#d 2B was a low priority and
does not propose that the Sub-Committee take a@mnaat this time on this issue.

However, should the Sub-Committee agree that threegpondence group on the
classification of mixtures should continue to addressues related to mixtures in the
2009-2010 biennium, the informal working group omplementation proposes that
this issue could be considered by the correspordgnmup on the classification of
mixtures as part of that work.
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Issue 3.15:The informal group considered whether a changbewrder of reporting
the classification of mixtures for carcinogenicityyutagenicity and reproductive
toxicity (CMR) hazard classes within the GHS wasassary.

The informal group proposes that this is not arggiassue for the Sub-Committee at
this time. If the issue proves to be an impedintenimplementation of the GHS,
based on experiences of Sub-Committee members, StleCommittee could
reconsider changing the order of reporting thesifigation of mixtures for CMR
hazard classes at that time.

Issue 3.16:The informal group proposes that no further wisrkeeded at this time on
how to label a substance or mixture which is botlCaegory 1 and Category 2
reproductive toxin (for an adverse effect on depeient and fertility respectively).

Issue 3.17:The informal group considers that the issue affityl for classification for
“effects on or via lactation” for a substance orxiuie that is also classified for
developmental and/or impaired fertility is not @opity at this time, and proposes that
the Sub-Committee could consider changes to theftaxformal proposal is brought
to the Sub-Committee at a later date.

Issue 3.18:The informal group considered that guidance terene toxic levels of
substances in breast milk would be helpful.

The informal group proposes that if scientificalbupported material becomes
available to allow the development of such guidanwderial, the Sub-Committee
should decide at that time if a process for furthierk for the GHS is necessary.

Specific target organ toxicity single exposure

Issue 3.19:The informal group considered that the issue afitgl for respiratory
irritation and narcotic effects was discussed ag¢ fifteenth session of the
Sub-Committee and will consequently be addressetidpub-Committee.

The informal group proposes that further additiomatk on this issue is not required.
Issue 3.20:The informal group considered that this issue Wwél addressed by the
correspondence group on classification of mixturasd proposes that further

additional work on this issue is not required & thme.

Issue 3.21:The informal group considered that this issue wast a priority and
proposes that no further work is required at tinnet

(vi) Agquatic environment

Issues 3.22 to 3.26The informal group does not consider that theigssraised
relating to the aquatic environment are a prioahd proposes that no further work
from the Sub-Committee is required at this time.
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4.4

Other issues

(@)

(b)

(©)

(d)

(€)

(f)

Packaging

The informal group considered that the issue otlinpackage labelling is not a
priority and does not propose that the Sub-Commiterk on this issue at this
time;

Monitoring different implementation timetablasiong countries

The informal group considered that monitoring oplementation activities would
be best achieved through the information provided thbe GHS website,
maintained by the Secretariat, and proposes tlaStib-Committee encourages
the provision of implementation information viaghgrocess;

Monitoring legislative changes for GHS implertation

The informal group considered that the UN websitaintained by the Secretariat,
was the appropriate vehicle for communicating axchanging information on the
legislative approaches being taken to implementGhtS, and proposes that the
Sub-Committee agrees that the relevant informadiothe website be updated in a
timely manner by members;

Interpretation of the building block approach

The informal group considered that the issue wfding block approaches had
been addressed by the Sub-Committee, and proplegefutther activity on this
issue is not a priority for the Sub-Committee at thme. If implementation
experiences demonstrate that the building blockagmh should be reconsidered,
the Sub-Committee can make that decision at thae.tiExamples of the
application of the building block approach shoulé provided under the
monitoring of implementation activities via the GM@bsite, as discussed above;

Training

The informal group considered that the issue afning material was being
addressed by UNITAR, who are developing trainingrses (called Basic Course:
Introduction to the GHS, and Advanced Course: @fidag Chemicals according
to the GHS and Preparing GHS Labels and SDS). ifoennal group proposes
that the Sub-Committee agree that the issue afitigiibe dealt with by UNITAR,
and that the GHS Capacity Building Library, maintad by UNITAR, be updated
regularly to assist in training initiatives;

Arrangements to minimise trade disruption

The informal group proposes that the Sub-Commétgee that the GHS website
is the appropriate place to share information oplémentation timetables, to
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assist in the decision-making processes in othentoes for the GHS and to
maximise benefits to trade;

International list for classifications

At its fifteenth session, the Sub-Committee welednthe feedback provided by
UNITAR on the proliferation of lists of classifigah of chemicals according to
the GHS (UN/SCEGHS/15/INF.32) and considered thigtrhight be an issue that
will have to be addressed in the near future. Thb-Gommittee asked the
informal working group on implementation to considleis issue when defining
the priorities for matters to be addressed by them

The informal group discussed this issue at its mgan July 2008, and sought
additional comments out of session from memberse W0 issues raised by
UNITAR were:

- Why classifications were resulting in differemtdings, and whether there was
a need for more guidance to ensure consistendgpssitications; and

- Whether there was a need for an internationaiyeloped and maintained list.

With respect to the first issue raised by UNITARere has been no firm proposal
for how to address issues of differing classificas, or whether such differences
are a significant problem for the GHS. If implenaidn experience identifies that
there are specific areas of the GHS that would fiteftem revision and/or the
development of guidance material, then the Sub-Citteencould decide how best
to address those issues at that time. The develupane utilisation of the training
material being developed may address such issudkeirfuture. However, if
differences in classification arise due to the asexpert scientific judgement in
interpreting complex data, then it may not always possible to resolve
differences in classification.

With respect to the second issue raised by UNITARre was considerable
support from members of the informal group for d&sing the concept of an
international or global list of chemicals, classifiin accordance with the GHS.
However, it was noted by all commentators thateheould be a number of high
level policy decisions to be made about such aihstuding who would develop

and maintain such a list, before the Sub-Commitieeld consider whether to
proceed with a proposal for a list. Not all infolngroup members indicated
support for a global classification list. Some cdoi@s have a mandated
classification list, and would welcome some intéioraal consistency for

classification. Some countries do not have a syst@nuses a classification list,
and other countries have lists but the classificatn the list is not mandated, and
so a global list could cause issues at the nati@val. There is no single clear
position from NGOs on the need for an internatiohst, in addition to the

differences of views from government representative detailed discussion on
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this issue has not yet been held within the infdrm@up or by the Sub-
Committee.

Some of the questions listed below have been rdaigeadembers of the informal
working group, but further discussion on this topicthe informal group will be
necessary if a more detailed paper should be prdpfar consideration by the
Sub-Committee. It is proposed that the Sub-Commitiggree that the
implementation working group further develop a megl for the consideration of
the Sub-Committee for the December 2009 meeting.

(i)  Who would develop and maintain the list, andnfrwhere would the initial
classifications for the list be sourced? What woldd the resource
implications for this development and maintenance?;

(i)  What would be the scope of the list, at lemdtially? Would it be a “core”
list of high production volume (HPV) chemicals, fexample? Who would
decide on the “core” list? Such an approach may tenefits, particularly to
developing economies;

(i) Would the aim be to develop a comprehensigg br as complete a list as
possible, in a stepwise manner over a number atyea

(iv) Would the focus be on the hazard classes eokdbr example, by transport
(physical hazards and acute toxicity) so there @dnd consistency between
transport and supply and use sectors?;

(v) What would be the process for checking the eigyaof the classifications?
And if there were classification disputes, how webiduch disputes be
settled? Would it be necessary to establish a “@temp authorities panel” to
make classification decisions?;

(vi) Given that the GHS is non-binding, what would the status of the list? If
some countries mandated the list, but others diavtiere would the global
benefits be? Would it have the same status addBsification list in the UN
Model Regulations on the transport of dangerousig@p

(vii) Would each country be required to undertakeoat/benefit analysis before

deciding to use a global list? If individual coues could not justify benefits,
the use of the list might be variable and fragmente



