UN/SCEGHS/15/INF.25

COMMITTEE OF EXPERTSON THE TRANSPORT OF
DANGEROUS GOODSAND ON THE GLOBALLY
HARMONIZED SYSTEM OF CLASSIFICATION

AND LABELLING OF CHEMICALS

Sub-Committee of Experts on the Globally
Harmonized System of Classification
and Labelling of Chemicals

Fifteenth session,
Geneva, 9-11 July 2008
Item 5 (c) of the provisional agenda

IMPLEMENTATION ISSUES

Summary of activities of the informal working groap implementation issues

Transmitted by the expert from Australia on beloalhe informal working group

A. BACKGROUND

1. At the 14" meeting of the Sub-Committee of Experts on the Giti®/as agreed to establish an
informal working group on GHS implementation, ircardance with the programme of work of the Sub-
Committee for 2007-2008 approved by the Committaésahird session (refer to ST/SG/AC.10/C.4/24,
Annex 2 and ST/SG/AC.10/34, para. 14).

2. The Sub-Committee’s function, as described in pajiy1.1.3.2.1 of the GHS document, includes
the following responsibilities:

(@) To act as custodian of the GHS, managing amthgidirection to the harmonization
process...;

(b) To promote understanding and use of the GHS@edcourage feedback;
(c) To make the GHS available for worldwide use apglication;

(d) To make guidance available on the applicatiohe GHS.

3. On the basis of these functions, documents ST/SA®C.4/2007/11 and
UN/SCEGHS/14/INF.26 (Australia, Canada, South Adri¢hailand, United Kingdom, United States of
America and the World Health Organization) propoaeslay forward for the Sub-Committee to play an
enhanced role in addressing implementation issrehé GHS.

! Pending final endorsement by the Sub-Committee of Experts on the Transport of Dangerous Goods

at itsthirty-second session (July 2008).



UN/SCEGHS/15/INF.25
page 2

4. It was agreed that the informal working group omplimentation could contribute to the role of the
Sub-Committee to assist countries in implementirlg@HS in a consistent and timely manner by:

(a) Facilitating exchange of information relatimgGHS implementation in countries;

(b) Providing a forum for discussion for particulasues faced by specific sectors and allowing
the sharing of information from experiences on @especific GHS implementation dealing
with, for example, consumer chemicals, transpodtkplace, etc. This should not prevent
each country submitting their implementation issu®ctly to the Sub-Committee. If
transport-related issues are identified, theseheilteferred to the TDG Sub-Committee;

(c) Identifying general issues arising in the inmpémtation of the GHS, such as building block
approaches, problems relating to specific hazardssels or categories, transitional
arrangements, and training;

(d) Analysing and summarising issues identifiedttom implementation of the GHS. If possible,
suggestions for how such issues can be addressettanmonized way will be submitted to
the Sub-Committees for their consideration andlutisn.

5. It was also agreed that a report of issues fronirtieemal working group would be presented to the
Sub-Committee at each session. This paper progdes a report, and seeks views and advice from the
Sub-Committee relating to the operation of therimfal working group and the work ahead.

B. ACTIVITIESOF THE INFORMAL WORKING GROUP

6. Following the agreement to form an informal workgrgup on implementation issues in December
2007, a draft discussion paper was prepared byrdlissto facilitate dialogue between members of the
informal working group on issues relating to impednts to implementation of the GHS. It was
anticipated that the paper would assist in the ldpmeent of an INF document for discussion at the
fifteenth session of the Sub-Committee of Experntishee GHS (SCEGHS). Membership of the informal
working group is provided in Annex A.

7. The draft discussion paper identified those arefisthe GHS in which impediments to
implementation had been identified in papers carsid by the Sub-Committee in previous meetings, not
all of which have been resolved. The issues incude

(a) text or editorial issues in the GHS, wherengjes to the existing text, or the development of
guidance material, might be necessary to clariéyititent of the document and/or to correct
some of the terminology used in the document;

(b) issues to do with the classification of mixsir
(c) classification and hazard communication issuésin specific hazard classes; and

(d) other issues, that could be broadly definedexteral or ‘policy’ issues. The content of this
discussion paper was sourced from documents disdusghe eleventh to fourteenth session
of the Sub-Committee, mainly INF documents, namely:

Ref 1 - UN/SCEGHS/12/INF.12 (CEFIC)

Ref 2 - UN/SCEGHS/13/INF.6 (Pilot program to tesktures classification criteria/US)

Ref 3 - UN/SCEGHS/14/INF.24 (EC)

Ref 4 - UN/SCEGHS/14/INF.15 (OECD workshop on tlapplication of the GHS
classification criteria to HPVC)
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Ref 5 - UN/SCEGHS/14/INF.17 (Expert from Germany)

Ref 6 - UN/SCEGHS/11/INF.12 (Correspondence graughe building block approach)
Ref 7 - UN/SCEGHS/11/INF.20 (Expert from France)

Ref 8 - UN/SCEGHS/14/INF.16 (UNITAR)

Ref 9 - UN/SCEGHS/13/INF.10 (Expert from South A&)

8. To assist in deliberations and discussion of imgletation issues by the Sub-Committee, the
informal working group was asked to comment on teé&tive priorities of the issues, on the
understanding that resources were limited andtfieaSub-Committee might find it more efficient teadl
with issues of a higher priority.

9. A copy of the draft discussion paper was circuldatethe informal working group in March 2008,
and members were asked to respond to Australiadogmnd of April 2008 with their views on the issues
identified. Comments were received from the UK, U$fnada, Thailand, Norway and the EC, with
some comments received in late May to allow theesg&ry national consultation process to take place.
Members responded to the specific questions pasélei draft discussion paper, as well as providing
their views on other issues that might be consitiéoebe impediments to GHS implementation, and
which might be considered by the informal workingup in the future.

10. For the information of the Sub-Committee, the issigentified in the draft discussion paper are
provided in Annex B, along with the summary of veewrovided by those informal working group
members that responded to the document. It shoalldabed that these are simply the issues raised in
earlier Sub-Committee papers and/or draft issuseday members of the informal working group. A
working document, from the informal working group omplementation, will be provided to the Sub-
Committee in December 2008 so that the Sub-Comendss decide how to resolve some or all of the
issues.

11. On the basis of the comments received from thenméib working group members, this INF paper
identifies the next steps for the informal workiggoup, in advance of the 16th meeting of the Sub-
Committee in December 2008. Recommendations freninformal working group on implementation to
the Sub-Committee, either for amendments to the ®@H® develop guidance material or undertake
other work aimed at assisting in implementatiothef GHS, can be developed and communicated to the
Sub-Committee as a working paper in December 2008.

C. NEXT STEPS

12. After the draft discussion document was circulated the informal working group on
implementation in March 2008, responses were redefrom five informal working group members.
While these contributions were very valuable, assisted in understanding the views that the differe
members have on the issues relating to GHS impleatien, the Chair considers that there needs to be
wider discussions with a greater number of informvakking group members to truly assist the Sub-
Committee in discussing implementation issues, tanfbrmulate views on the issues identified in the
draft discussion paper. Commitment is sought froemimers of the informal working group to increase
the level of participation in the work of this gmu

13. To facilitate this, the Chair has arranged for itifermal working group to meet in the margins of

the 15th meeting of the Sub-Committee in July 2G0®] then exchange emails following that meeting,
so that a working document can be prepared forctmsideration of the Sub-Committee in December
2008.



UN/SCEGHS/15/INF.25

page 4

D. ADVICE FROM THE SUB-COMMITTEE

14. The views of the Sub-Committee on the ‘next stepglined above would be appreciated by the
Chair of the informal working group.

15. On the basis of the comments received from membketke informal working group, the Chair
feels that it should operate on the following basis

@

(b)

(€)

(d)

That all implementation issues that are carsid by the informal working group are
consequently provided to the Sub-Committee, aloiig the views of the informal working
group, to allow the Sub-Committee to make a deecisio how to address the issues. This
could be a recommendation to make changes to theftthe GHS, add projects to the work
plan of the Sub-Committee, or agree that furtherkvetould be considered at a later date or
IS not warranted, for example. The Sub-Committethés decision-making body for issues
relating to the GHS, using the advice from the rimfal working group as one mechanism to
reach their decisions.

That membership of the informal working grogpektended to industry and other interested
participants. The informal working group felt stghnthat the expertise and skills available in
the industry sector should be utilised, where [bssito deal with GHS implementation
issues.

That issues for the Sub-Committee be broadigrnged and prioritised into the following
groups:

(i) issues that require immediate attention by3kb-Committee (including changes to the
GHS and adding projects to the work plan of the-Sammittee);

(i) issues that should be referred to other imf@r working groups or UNSCEGHS Focal
Points already established by the Sub-Committee;

(iv) issues that are useful for consideration iy $ub-Committee, but which do not require
immediate action, or where further experience inSdimplementation is needed before
a decision can be made by the Sub-Committee, and;

(v) issues that have been addressed and whichnget require the attention of the Sub-
Committee.

That the informal working group continues taide with the Sub-Committee and other
informal groups to assist in addressing GHS implaateon issues, and report these
interactions to the Sub-Committee at each meeWiwere possible, interactions with outside
groups or inter-governmental organisations to agsithe dissemination of GHS information
to a wide range of countries should be encouraged.

16. Advice from the Sub-Committee is sought on the nmi@ working group’s operational
arrangements listed in the paragraph above.

17. Advice is also sought about how best to deal whthsé issues that should be referred to other
informal working groups. For example, a number i@ffidissues in Annex B may best be referred to the
Mixtures informal working group, in the opinion tife Chair of the informal working group. However,
the Sub-Committee needs to decide whether therdgunerk of the Mixtures informal working group is
complete, or whether that informal working groupwld continue to address mixtures issues in futidre.
the informal working group on mixtures ceases tistethe Sub-Committee will need to decide how best
to address the implementation issues relating kbum@s in Annex B.
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18. Finally, the views of the Sub-Committee are soughany or all of the issues described in Annex B
to this paper. The views can be communicated vigesentatives on the informal working group on
implementation, or directly to the Chair (Australidhese views will assist in the formulation of a
working paper for consideration by the Sub-ComraiitteDecember 2008.
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Annex B

Implementation issues previously circulated toittiermal working group March 2008

The following issues, gathered from INF documents previously considered by the GHS
Sub-Committee or put forward for consideration by members of the informal working group on
implementation, wer e collated into a draft discussion paper and circulated to the informal working
group in March 2008. These issues are provided to the Sub-Committee for their information only,
and further discussion on these issues by the informal working group on implementation will be
undertaken in the 3" quarter of 2008.

A number of the issues described in this paper are already being considered by the
informal working group on mixtures, and other issues listed below may also be best addressed by
that informal working group or other informal working groups that provide advice to the Sub-
Committee.

1.  Issuesreatingto terminology
Issue 1.1

The terms ‘cut-off values’ and ‘concentration ligiiare used broadly and are equivalent in the GHi8.
informal working group will discuss if ‘cut-off vaé’ apply to the threshold at which substancesaden
into account when considering classification (adgitivity formulas), and ‘concentration limit’ alypto
the threshold at which a substance triggers claasiin (and labelling) e.g. as an impurity in axtuare.
Concentration limits can be either ‘Generic Concrdn Limits’ or ‘Specific Concentration Limits’
according to the provisions of the GHS. UN/SCEGR8KF.12 Annex 1 (Ref 1, and 3).

Ref 3 identifies where in the GHS the terms ‘cut+dlue(s)’ or ‘concentration limits’ or variations
thereon are used. Additionally, Annex 1 of Ref digates where non-GHS text has been used to explain
the context of the term. To avoid confusion, ashim use of terminology above, a ‘cut-off valuellwi
always apply unless there are lower ‘specific catregion limits’, the word generic should neverused

in conjunction with the term ‘cut-off value’ (Rej.1

Issue 1.2

It would be more appropriate and add clarity to theeterms ‘substance(s)’ or ‘mixture(s)’ in sonases
instead of ‘chemical’ (Ref 1 and 3), as the termbsance(s)’ and ‘mixture(s)’ are already defingd (
Chapter 1.2) and contained within the GHS.

Issue 1.3

The term ‘endpoint’ is not defined in the GHS aralld be replaced with ‘*hazard class’ or ‘hazard
category’ where appropriate e.g. endpoint is useparagraph 3.4.3.3, 3.7.2.3.1, 3.8.2.2.1(c), #4131
and 4.1.2.8 of the GHS (Ref 1 and 3).

Issue 1.4

Clarification and consistency in the use of thenterno data available,” ‘not applicable,” and ‘not
classified’ would be useful, as difficulties may éecountered in their interpretation which mightdan
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impact on classification For example, ‘not appliedland ‘not classified’ are considered to be etaby
equivalent and mean the hazard was not applicalileat chemical, while ‘no data’ means the sub&tanc
has not been tested for a hazard class (Ref 2).

Issue 1.5

Paragraph 3.1.3.6.1 provides the formula for atxeity estimate (ATE) when all the ingredients arf
known toxicity, while paragraph 3.1.3.6.2.3 prowdthe formulae for the ATE when > 10 % of
ingredients are of unknown toxicity. As there isdifference regarding which formula to be used,
clarification of the terms ‘known’ or ‘unknown’ waiibe useful (Ref 2).

Issue 1.6

For consistency the more commonly used term ‘dafreeactivity relationship’ should replace the
occasional use of the term ‘structure-propertyti@tahip’ in the GHS (Ref 3) unless the SCEGHSkhin
that SPR and SAR are essentially equivalent oefft terms.

Issue 1.7

The terms ‘packaging’ and ‘packages’ are used mergyms in GHS, though the definitions of both are
different in the transport of dangerous goods raips. The GHS text could be given greater clarity
(Ref 3).

2. Issues relating to the classification of mixtures
Issue 2.1

For the application of bridging principles, it stdbbbe made clear that the GHS presents a tierechagip
which leads to a decision at each tier and thatiéne are not necessarily interchangeable (ReF@).
example, Figure 3.1.2 presents a tiered approachsiog the bridging principles before the addiyivi
formula, but paragraph 3.1.3.5.2 allows the clasibn of a mixture for acute toxicity to be deténed

by either the ‘diluted approach’ or additivity fouta (Ref 4).

Issue 2.2

Clarity is required for the conditions necessary dise of the bridging principles. Presently thet tex
indicates that information is required on both itidividual ingredients of the mixture and similasted
mixtures, and the interpretation of this paragrepbld lead to the use of the diluted approachhisthe
intent when sufficient data are available on ingdiinal ingredients only? If not, it is suggested se the
word ‘or’ so that information is required on thedividual ingredients of the mixture or similar tedt
mixtures, as this would be more logical (Ref 2 @hd

Issue 2.3
Within bridging principles both ‘Interpolation with one toxicity category’ and ‘Substantial similar

mixtures’ make use of the descriptors A, B and Cuse them in different ways. It is suggested that
use of different letters could provide more clafRef 3).
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3. Issuesrelating to specific hazard classes
Acute toxicity
Issue 3.1

The text in paragraph 3.1.3.2 seems to imply thatHe acute toxicity classification of mixturesythe
route with the most severe hazard category be Uded.possibility is not included, or consistenithw
the criteria for substances. Explanatory text iraptAr 1.3 and 1.4 is suggested to give clarity.
Additionally, clarification of the footnote to payeph 3.1.3.6.2.1 and its relationship to parag@fl8.2
may be required (Ref 1, 2 and 3).

Issue 3.2

The text in paragraph 3.1.3.5.2 seems to allowctassification of a mixture for acute toxicity ugithe
‘dilution’ (bridging principle) or cATpe approaclhich may lead to different classification categeri
Further guidance or adjustments to the text ofGHS at some stage should be considered (Ref 3)and 4
as flow diagram 3.1.2 indicates a tiered approackvhich bridging principles (such as dilution) are
applied before the possibility of using the cAT pp@ach.

Issue 3.3

Text in paragraph 3.1.3.6.2.1 (a) allows extrapmtabetween oral, dermal and inhalation acute fyxic
estimates when data are lacking for an ingredien& imixture. This possibility is not included, or
consistent, with the criteria for substances. Frtjuidance or adjustments to the text of the GHS a
some stage should be considered (Ref 3).

Issue 3.4

The informal working group may discuss an amendnoénhe converted acute toxicity point estimates
(cATpe) for Cat 1 and 2 at a point approximateljOth from the lower end of the range for all routés
exposure, as done for Cat 3 — 5. This will prevainttures containing 100% Cat 2 ingredient cATpe
being classified as Cat 1 for all routes of expesurne cATpe for Cat 3 dusts/mist should also be
amended to prevent mixtures containing 100% Cag&dient cATpe being classified as Cat 2. If this
recommended, a subsequent amendment may need neade to GHS Table 3.1.2 and Note 2 as
provided in this INF document (Ref 5).

Skin corrosion/irritation and serious eye damage/eyeirritation

Issue 3.5

For skin corrosion/irritation and serious eye daedage irritation the flow diagrams 3.2.1 and 3.3.1
respectively address the hierarchy of data uselfargan data have precedence over animal datégps s
la — c for classification purposes. It is suggested as this is a general strategy it does nodl nedoe
specifically mentioned here (Ref 3).

Issue 3.6

Step 2 in flow diagram 3.2.1 for skin corrosiontation may not be needed, as the possibility & S8R
is already mentioned in the criteria text in 3.2.PRef 3). (The same is also true for step 2 invflo
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diagram 3.3.1 for serious eye damage/eye irritadi®ithe possibility to use SAR is already mentioined
the criteria text in 3.3.2.4).

Issue 3.7

Flow diagram 3.2.1 for skin corrosion/irritationdinates that a negative response in a validatedtrim
test(s) for corrosion and irritation requires inwitesting. The informal working group should caesiif

the need for in vivo testing should depend on wéetihe in vitro test can reliably identify non
corrosives/irritants or not. Where an in vitro tean reliably identify both corrosives/irritantsdanon
corrosives/non irritants confirmatory testing mightt be necessary. Therefore, further guidance or
adjustments to the text of the GHS at some stag@ldtbe considered (Ref 3 and 4).

Issue 3.8

It is not clear which are the criteria when theitidtly principle for corrosivity apply/do not appl as
there seems to be some conflict between parag@&gt.3.3/Table 3.2.4 and 3.2.3.3.4. It is suggkste
that further guidance would be useful (Ref 4).

Issue 3.9

It is not clear in which subcategory a corrosivéstance should be classified based on human data,
extreme pH, in vitro or SAR results. It is suggdstieat the figures and related text be reconsidared
avoid inconsistencies (Ref 3).

Issue 3.10

Step 1c in flow diagram 3.3.1 for serious eye dastey irritation allows for classification in Cabey 2
if the substance is a skin irritant. Is there advebrrelation between these effects? (Ref 3)

Issue 3.11

For eye irritation, classification criteria are pigeed in Table 3.3.1 and 3.3.2 for a 3-animal test.
Clarification is required on how to interpret rasubr classification purposes when the test hasaen
conducted in 3 animals (Ref 4).

Issue 3.12

For serious eye damage/eye irritation there arferdiices between tables 3.3.2, 3.3.3, 3.3.4 an8 3.3
(and text) and flow diagram 3.3.1 that should lm®neiled i.e. there is inconsistency within eachtfe
sub-division of Category 2 into Category 2A and ZBne resolution could be to include categorie®Al,
and 2B in Table 3.3.3, or that only category 2B@duded in the table with the explanation thaegaty

2B can only be determined through test data anchatabe calculated. Other resolutions could be
considered (Ref 2).

Respiratory or Skin sensitisation
Issue 3.13
To clarify for respiratory or skin sensitisationaththe classification should distinguish the roaofe

exposure that may lead to sensitisation of theajiswor the skin, respectively. Since, the hazaadscl
includes different types of exposure for the défartypes of hazard (Ref 3).
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Carcinogenicity, M utagenicity and Reproductive toxicity
Issue 3.14

For carcinogenicity, mutagenicity and reproducti@R) toxicity, there is inconsistency regarding th
division of category 1 into 1A and 1B throughowt thapters. Specifically, the sections on clasgifin
criteria for substances and the labelling elembsit€ategories 1A, 1B and 2, while the tables vditft-
off concentrations for mixtures and the flow diagsaonly provide for categories 1 and 2. One satutio
for discussion by the informal working group maytbeclarify the cut-off tables and flow diagrams to
Categories 1A and 1B (Ref 2).

Issue 3.15

Consider a change to the order of reporting thessdiaation of mixtures for carcinogenicity,
mutagenicity and reproductive toxicity (CMR) hazatdsses within the GHS. The present order within
the GHS starts with classification when data arailable for the complete mixture. However, for the
CMR hazard classes it is stated under ‘classiboatvhen data are available for the complete mikture
that classification will be based on test datahefindividual ingredients. Therefore, considerasbould

be given to starting the CMR sections with clasatibn when data are not available for the complete
mixture (Ref 3).

Issue 3.16

Developmental toxicity and impaired fertility aretrsubdivided, and substances toxic to reproduciren
classified in one category. In the EU-GHS propdbkake two hazard classes are considered separately
within each category and the route of exposurdss differentiated’. It is suggested that guidanse
needed on how to label a substance or mixture wikitloth a Category 1 and Category 2 reproductive
toxin (for an adverse effect on development andlifgrrespectively). Since portions of both hazard
communication elements might be necessary, as dharth statement includes two hazard classes. It
maybe that for this hazard the most severe categdrynot necessarily take precedence: the required
GHS label states ‘Suspected of damaging fertility the unborn child (Ref 2 and 3).
(UN/SCEGHS/14/INF.24 suggests that eight diffefeatard statements be used to specify the type of
effect in the labelling of substances and mixtuwlassified in category 1 or 2).

Issue 3.17

To allow classification for ‘effects on or via latibn’ for a substance or mixture that is also sifeed for
developmental and/or impaired fertility by an adjusnt to the text or providing further guidance f(Re
Paragraph 3.7.1.2 states that “Adverse effects romia lactation are also included in reproductive
toxicity, but for classification purposes are tezhseparately (see 3.7.2.1)". However, it is nobed this
clarity is lacking in paragraph 3.7.2.1.

Issue 3.18

For classification for effects on or via lactatitime criteria include that a substance be ‘present i
potentially toxic levels in breast milk.” Howeveguidance is lacking on how to determine what would
constitute a toxic level. Thus, there may be aeddihice between how classifiers apply the crit&hile
this is a current issue and not unigue to GHS ifleation criteria, further guidance at some stageuld

be considered (Ref 4).
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Specific tar get organ toxicity single exposure
Issue 3.19

For specific target organ toxicity (STOT) singlepegure, clarity is required that for category &pasate
assessment is required for respiratory irritatinod aarcotic effects. Additionally, clarity is reqeidl that
classification in category 3 for respiratory irtiten and/or narcotic effects is an independent §tem

classification in category 1 or 2 (Ref 2 and 3).

Issue 3.20

For paragraph 3.8.3.4.5, clarification is requiogdwhether the 20% concentration limit on a catggor
ingredient(s) for STOT single exposure is addibveon-additive i.e. whether each category 3 ingred
(for each hazard class) should be added togetreercampared to the 20 % level or whether each
ingredient is considered separately (Ref 2).

Issue 3.21

For STOT single exposure, it is not clear how #ssify for substances made of isomers having effiter
toxicities. For example, it is not clear whethesubstance is classified as Category 2 or notabittains
three isomers, one of which is present at 4 - 5% simows clear neurotoxic effects. Therefore,
consideration should be given as to whether guiglamappropriate to show how to classify a multi-
component substance for which data are availableafspecific hazard class only on the individual
components. Should the mixture rules apply to sutistances? Furthermore, this issue is more general
than STOT single exposure and could apply to amatibclass (Ref 4).

Aquatic environment
Issue 3.22

To enable classification of both acute aquatic fégsand chronic aquatic hazards, if the criteriabiath
types of hazards are fulfilled (Ref 3). Paragrapgh241 and A.9.2.3.2 report that both hazard sabses
(i.,e. acute and chronic classification categorias) applied independently for the classification of
substances.

Issue 3.23

The guidance provided in sub-section A9.3.5.10 bemto use a Water Accommodated Fraction (WAF)
for classification of substances which are mixtuoéshemicals or isomers lacks clarity. It would be
useful to provide a clear formulation stating ttree WAF/loading concept for classification be ussd
last option (i.e. because the loading concept @gdlgeleads to effects above the solubility of the
substance). It is not clear what the requiremergsralating to the use of the WAF/loading concept,
though ideally it is considered that the measum@ttentration concept should be used as frequestly a
possible (Ref 4).

Issue 3.24

The guidance provided in sub-section A9.5 to astbesbioaccumulation potential is for substancdg.on
While it is possible to assess bioaccumulation ofixture (section 4.1.3.5.5) it is not clearly iogfied in
the GHS. Therefore, consideration should be givarptating the guidance in the GHS text for asagssi
the bioaccumulation potential of mixtures (Ref 4).
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Issue 3.25

Derivation of a multiplying factor (M factor) is ntained within Annex 9. Consideration should besgiv
to including information on the philosophy and e$¢he M factor (Ref 4).

Issue 3.26

Annex 9.3.4 and paragraph 1.3.2.4.9 provide gemgriglance on application of the weight of evidence.
For more than four data, a geometric mean apprisagcommended in the guidance. However, for data
rich substances, the weight of evidence guidances dwt address the use of Species Sensitivity
Distribution (SSD) and consideration should be giteeincluding such guidance in the GHS (Ref 4).

4. Other issues
Packaging

Annex 7 of the GHS contains guidance on the latgland packaging for supply and transport where
there are inner and outer packagings. The infomaaiking group should consider if an explanation and
guidance on how to proceed would be beneficial,thatian appropriate explanation could be insdrted
chapter 1.4 (Ref 1).

Monitoring different implementation timetables among countries

A range of countries are in the process of revigwamd/or revising their chemicals management
frameworks, using some or all of the GHS clasdifica and hazard communication elements. In a
number of cases, this is more advanced in somersaobre than others and in some countries more tha
others. As a result, implementation processesramdition arrangements are likely to be highly able.
The informal working group on implementation wakeasto comment on whether the monitoring of
different implementation timetables among countvies a role for the informal working group. Further
discussion within the informal working group onsthopic is warranted.

Interpretation of the building block approach

At the tenth session of the SCEGHS it was agreesktablish a correspondence group on the building
block approach to examine which elements of the Galsbe used as building blocks and the need for
development of guidance material. This correspocelegroup reported back to the eleventh session of
the SCEGHS that the timing was not right to devejppdance material as there were fundamental
differences in the interpretation of the buildingpdk approach (Ref 6). At the twelfth session af th
SCEGHS the expert from France presented an INFrpamoposing guidance on the building block
approach (Ref 7). There was general support foredmm not all of the elements proposed to be madldi
blocks in the GHS (see report of the SCEGHS otwiétfth session: ST/SG/AC.10/C.4/24).

The informal working group generally felt that tissue should not be revisited by the informal wagk
group at the present time, though the issue shoeilckevisited once there is a clear picture abouthwh
building blocks different jurisdictions have adaphteFurther discussion on this topic amongst thaewi
membership of the informal working group may benaated in the future.

Training

Competent authorities in different sectors andeddht countries will have different approaches to
training. Members of the informal working group aemcouraged to submit to this group any
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developed/draft training courses. It is noted tO&ITAR is developing drafts of two GHS training
courses (Course 1: General GHS Overview is availablan INF document, while Course 2: Classifying
Chemicals According to the GHS is under furtheraliepment) (Ref 8). The informal working group on
implementation discussed whether there was a oolgentify similar approaches (‘core areas’) betwee
sectors/countries, and that these ‘core areasdgooidentially form the basis of a harmonised apgioa
for some aspects of training. All of the resporfsesm members indicated that this was not a roletier
informal working group on implementation.

Arrangementsto minimise trade disruption

As countries adopt different implementation schedt may be that potential barriers to trade becom
apparent. At the thirteenth session of the SCEGtéSkpert from South Africa indicated that a Nagion
Committee on Chemicals Safety and Management had bstablished, and part of the aim of this
Committee is to provide early warnings of potent@hnical barriers to trade and align nationalvas
with international trends to facilitate trade (FR&f

The informal working group on implementation dissed the benefit/need in having a group where
countries can present and exchange views on imgedinto trade. A ‘repository group’ for such issues
could potentially identify significant impedimerits trade that may require further action i.e. isstinat
are common to more than one country implementiag3hIS.

The informal working group considered that this wias a role for the group, though to remove basrier

to trade a role for the informal working group abbke to identify and resolve different interpretas of
the GHS.



