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Introduction

1. The informal correspondence working group onlémgntation issues has identified the
use of the term “endpoint” as one of the implemiémtaissues relating to terminology (see
ST/SG/AC.10/C.4/2008/22, paragraph 4.1, issue T3k term is used in Chapters 3.4, 3.7, 3.8
and 4.1 and in Annexes 4, 5, 8, 9 and 10 of the GHS

2. During the discussions, some members of theespondence group explained that the
intended meaning of “endpoint” in the GHS was “hdzalass” or “hazard category”, as
appropriate. However, it was noted that the terra @ften used in the GHS text to designate an
adverse effect in general and not necessarily a GBE&ard class or category. In fact, in

! 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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physico-chemical, health and environmental hazasessment, this latter use of the term
“endpoint” seems to be widely understood and aeckp¥loreover, it was also noted that while
the terms “hazard class” and “hazard category” ve&arly defined in chapter 1.2, no definition

was given for “endpoint”.

3. While recognizing that this issue was not com®d to be a priority for the Sub-
Committee, the informal group was of the opinioattthe inconsistent use of this term could be
easily solved and therefore concluded that progdasahddress this issue could be submitted for
consideration of the Sub-Committee at any time.

4. To avoid using terms which have not been defimethe GHS as synonyms of other

terms for which a definition exits in chapter 1dhd also to ensure the consistency of the
translations into languages other than English, ékeert from Australia and the secretariat
suggests that the word “endpoint” be defined aredluis accordance with that definition. Where

the term “endpoint” is meant to be synonymous Withzard class or hazard category” or with

some other meaning, those terms have been propodesl used to replace “endpoint” in the

GHS.

Proposal

5. All paragraphs where the word “endpoint” is emtty used in the GHS have been
considered. In some cases, the intended meanirgpepfo be hazard class or hazard category,
while in many the intended purpose is consistett téffect” or “parameter”, or other words.

6. A definition will be required for “endpoint”, othe understanding that an “endpoint” is
commonly understood to mean the measured or esiihtast result from a physicochemical,
environmental fate, health hazard or ecotoxicitydgt The definition should be placed in
Chapter 1.2, and the term should be used wher®ppate.

7. The Sub-Committee is asked to agree to revieddkt and replace “endpoint” with the
appropriate terms throughout the document, andgteeato a suitable definition for the term
“endpoint” when it is retained.

8.  All paragraphs where the word “endpoint” is emtty used in the GHS are reproduced
hereafter, together with the suggested options réplacement. The term “endpoint” is
underlined in for clarity. For reference purposteg equivalent translation into English of the
terms currently used in the French version of thi&SGs also given.

Proposed amendments

Chapter 1.2

Insert the following new definition:

“Endpoint means response measure in a toxicity test, ie.ntbasurement(s) or value(s)
derived from a toxicity test which constitute tlesults of the test.”.

(Source: van Leeuwen CJ and Hermens JLM (1995k Rgsessment of Chemicals: An
Introduction. Kluwer Academic Publishers, Dordrecht



Chapter 3.4
3.4.3.3

Chapter 3.7
3.7.23.1

3.7.2.4.4

Chapter 3.8
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Current English text:

“The mixture should be classified as a respiratargkin sensitizer when at least
one ingredient has been classified as a respiratoskin sensitizer and is present
at or above the appropriate cut-off value/concéioimalimit for the specific
endpointas shown in Table 3.4.1 for solid/liquid and gaspectively.”

Currently translated into French as “specific efféteffet particuliet).
Proposal Delete “for the specific endpoint”

(Note: This proposal mirrors the approach takenhyy European Commission).

Current English version:

“[....] The weight given to the available evidencelve influenced by factors
such as the quality of the studies, consistenckesillts, nature and severity of
effects, level of statistical significance for irdeoup differences, number of
endpoints affectedrelevance of route of administration to humand atredom
from bias. Both positive and negative results asembled together into a weight
of evidence determination. [...]".

Currently translated into French as “number of a@feobserved’(“nombre
d’effets observéy

Proposal Retain “endpoints affected”.
Current English text:

“Some of the end-pointssed to assess maternal toxicity are providedbhddata
on these end pointf available, need to be evaluated in light cdittstatistical or
biological significance and dose response relahigns

Currently translated into French as “observatiofigst sentence) and “effects”
(second sentencé€)observationset “effets).

Proposal Replace “end-points” and “end points” with “erdputs”.

3.8.2.2.1 (c) (second sentence) Current English tex

“Ambiguous reports simply of “irritation” should bexcluded as this term is
commonly used to describe a wide range of sensafiwriuding those such as
smell, unpleasant taste, a tickling sensation, @nydess, which are outside the
scope of this classification endpoint;
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Chapter 4.1
41.1.7.3

4.1.2.8.1

Annex 4

Currently translated into French as “which are ioletsthe definition of this
criterion” (“qui n’entrent pas dans la définition de ce critgre

Proposal Replace “which are outside the scope of thissiliaation endpoint”
with “which are outside the scope of classificationrespiratory irritation;”

Current English text:

“Two guidance documents (see Annexes 9 and 10) haea prepared to cover
issues such as data interpretation and the applicat the criteria defined below
to such groups of substances. Considering the eatplof this_endpoinand the
breadth of the application of the system, the GutdaDocuments are considered
an important element in the operation of the haimezhscheme. [...]”

Currently translated into French as “toxic effe¢@ffet toxiqug

Proposal 1Replace “endpoint” with “hazard class”;
Proposal 2Replace “this endpoint” with “the complexity afj@atic toxicity”

Current English text:

“The organisms fish, crustacea and algae are testexirrogate species covering
a range of trophic levels and taxa, and the teshods are highly standardized.
Data on other organisms may also be considered,evenw provided they
represent equivalent species and test endp¢ints.”

Currently translated into French as “experimenff@ots” (effets expérimentaux”)

Proposal Retain “test endpoints”

A4.2.1 (second sentence) Current English text:

Annex 5

A5.2.2.7

“The CA may also require SDS for substances or uned that meet the criteria
for classification as hazardous for non-GHS cldssekspoints’.

Currently translated into French as “for non GH&ssks” (pour des classes non
GHS).

Proposal Replace “non-GHS classes/end-points” with “nonS3ivazard classes”

Current English text:

“The extent of the exposure assessment would demendhe hazard. For
example, for_non-cancer chronic endpgirda “acceptable daily intake” (ADI)
would be calculated from the “no observed adveffseiElevel” (NOAEL) [....]".




Annex 8
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Currently translated into French as “non-cancerouwiar affection” (affection
chronigue non cancéreuse).

Proposal Retain “non-cancer chronic endpoints”

A8.3 (first sentence) Current English text:

“Classification as a Category 4 flammable liquidpi®posed for the physico-
chemical endpoinjs’

Currently translated into French as “physico-cheamiclassification criteria”
(“criteres de classification physico-chimiquigs

Proposal Amend the sentence to read as follows: “Clas#ifin as a Category 4
flammable liquid is justified”

(Justification: see first sentence under A8.4.1)"

A8.4.3 (First paragraph) Current English text:

Annex 9

A9.1.5

A9.3.2.2

“The only available study involved exposure of réblio considerably lower
amounts of the test substance than the standartdcpte for this_endpoint
recommend.”

Currently translated into French as “effe@ffet).

Proposal Replace “endpoint” with “hazard class”

Current English text:

“A9.1.5 [...] Even where standard tests have beed,us@me substances, such as
complex substances, hydrolytically unstable sulzgtsnpolymers etc, present
difficult interpretational problems when the resulave to be used within the
classification scheme. Thus data are availableferde variety of both standard
and non-standard test organisms, both marine astiirater, of varying duration
and utilizing a variety of endpoinfs.].”

Currently translated into French as “test objediVobjectifs d’essai”).
ProposalReplace “variety of endpoints” with “variety ofe%t endpoints”
Current English text (first paragraph):

“The GHS criteria for determining health and enmireental hazards should be
test method neutral, allowing different approaches long as they are
scientifically sound and validated according toeinttional procedures and
criteria already referred to in existing systemstfee _endpoints of concerand
produce mutually acceptable data.”
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A9.3.2.5.1

A9.3.25.2

A9.3.2.6.1

A9.3.2.6.2

Currently translated into French as “hazard tygges/pes de dangér
ProposalReplace “endpoints of concern” with “hazard céssef concern”
Current English text (second paragraph):

“Chronic testing involves an exposure that is lmgg or continues for a longer
time; the term can signify periods from days toeary or more depending on the
reproductive cycle of the aquatic organism. Chrdegts can be done to assess
certain endpointselating to growth, survival, reproduction and elepment.”

Currently translated into French as “hazard tyfétypes de dang&r
Proposal Retain “endpoints”
Current English text:

“Acute tests are generally performed with youngepiles 0.1 - 5 g in size for a
period of 96 hours. The observational endpuoirthese tests is mortality. [...].”

Currently translated into French as “effectéffet)
Proposal Retain “observational endpoint”
(Fourth sentence) Current English text:

“Observational endpointcan include hatching success, growth (length and
weight changes), spawning success, and survival.”

Currently translated into French as “effectsftets)
ProposalRetain “observational endpoints”
(Third sentence) Current English text:

“The observational endpoins mortality or immobilization as a surrogate to
mortality. Immobilization is defined as unrespomrsie gentle prodding.”

Currently translated into French as “effect”.
Proposal Retain “observational endpoint”
(Third sentence) Current English text:

“Observational endpointsnclude time to first brood, number of offspring
produced per female, growth, and survival.”

Currently translated into French as “effectsftets)

Proposal Retain “observational endpoints”
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A9.3.2.7.1 (second paragraph) Current English text:

A9.3.2.7.2

A9.3.3.2.1

A9.3.3.2.3

“The algal test is a short-term test and, althoutgprovides both_acute and
chronic _endpoints only the acute EC50 is used for classification tive

harmonized system. The preferred observational @ntm this study is algal

growth rate inhibition because it is not dependamtthe test design, whereas
biomass depends both on growth rate of the testiepas well as test duration
and other elements of test design. If the endgsin¢ported only as reduction in
biomass or is not specified, then this value maynberpreted as an equivalent

endpoint”’

Currently translated into French as “effect” orféets” (“effets)

ProposalRetain “endpoints”, “endpoint”.
Current English text:

“[...] The Lemna test is a short-term test and, altftoit provides both acute and
sub-chronic _endpointsonly the acute EC50 is used for classificationtlie
harmonized system. The tests last for up to 14 dagsare performed in nutrient
enriched media similar to that used for algae, rhay be increased in strength.
The observational endpoirg based on change in the number of fronds pratiuce

[..]”

Currently translated into French as “effects”.

Proposal Retain “endpoints”, “endpoint”.
Current English text:

[...] Such chronic effects usually include a rangeswib-lethal endpointand are
generally expressed in terms of a No ObservablecEffoncentration (NOEC),
or an equivalent ECx. Observable endpoityisically include survival, growth
and/or reproduction. Chronic toxicity exposure diorzs can vary widely
depending on test endpointeeasured and test species used.

Currently translated into French as “effects”.
Proposal Retain “endpoints”
(first paragraph) Current English text:

“Testing with algae/Lemna cannot be used for desifging chemicals because
(1) the algae and Lemna tests are not long-teruiiesty(2) the acute to chronic
ratio is generally narrow and (3) the endpoiate more consistent with the
endpointgfor other organisms.”

Currently translated into French as “final expental values” (“valeurs
expérimentales finaley”

Proposal Replace “endpoints” with “effects”
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A9.3.5.2

A9.4.2.4.8

A9.6.3.2

A9.6.3.3

A9.6.4.2

(fourth sentence) Current English text:

“When testing algae, coloured materials may interfgith the_test endpoirity
attenuating the light needed for cell growth.”

Currently translated into French as “test res(il8sultat de I'essai”)
Proposal Replace “test endpoint” with “test result”.
(Footnote 2) Current English text:

“(b) The time for adaptation within each test dddoe limited, the test endpoint
should refer to the mineralization only and thesplevel and time for reaching
these should be [...]”

Currently translated into French as “end pointhef test”(point final de I'essai”)
Proposal Retain “test endpoint”.
Current English text:

“For example, if 96-h LC50 test data for fatheadnmaw are available for
ethanol, n-butanol, n-hexanol, and n-nonanol, tlesame confidence in making
a prediction for this_endpointor n-propanol and n-pentanol. [...] Even the
toxicity of branched chain alcohols may be an usweable extrapolation,
depending upon the endpoim question. Such extrapolation becomes more
unreliable to the extent that toxicity is relatedproduction of metabolites for a
particular_endpointas opposed to the properties of the parent contpgu.].”

Currently translated into French as “effeqt&ffets”)
Proposal Retain “endpoint”
Current English text:

“What ultimately governs the validity of such pieitns is the degree to which
the compounds used to derive the QSAR for a spebiblogical_endpointare
acting by a common molecular mechanism. [...]. *

Currently translated into French as “effeC&ffet”)
ProposalRetain “endpoint”
(second sentence) Current English text:

“Since the available QSARs are of varying relidpiland application range,
different restrictions apply for the predictionezch of these endpoirits

Currently translated into French as “effeqt&ffets”)

Proposal Retain “endpoints”
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A9.6.4.5 Current English text:

One approach being proposed “...where this is steally justifiable ... is to
consider closely related chemicals as a groupatagory, rather than test them as
individual chemicals. In the category approach, ex#ry chemical needs to be
tested for every SIDS endpdinSuch limited testing could be justified providin
that the “...final data set must allow one to assles untested endpojmdeally by
interpolation between and among the category members.” The wofms
defining such categories and in the developmestuoh data are described in the
proposal.

Currently translated into French as “effeC&ffet”)
Proposal Retain “endpoint”
A9.6.4.8 Current English text:

“[...] QSARs are described for predicting environnadriaite and aquatic toxicity.
The report notes that “a consistent dataset forefapoint covered ... for a well
defined scope of chemical structures (“domain”) riseded] ... from which a
training set is developed.”

Currently translated into French as “effe(&ffet”)
Proposal Retain “endpoint”
A9.7.2.1.2.3 (fourth sentence) Current English:tex

“The BLM model has at present only been validated & limited number of
metals, organisms, and endpoipts].”

Currently translated into French as “effeqt&ffets”)
Proposal Retain “endpoints”

Annex 10

A10.2.3.1 Current English text:

“[...] The short-term transformation/dissolution ewdgs are based on the
dissolved metal ion concentrations obtained after @& days
transformation/dissolution period. The long termangformation/dissolution
endpointis obtained during a 28 days transformation/digsmh test, using a
single load of 1 mg/l.”

Currently translated into French as “res\(ttésultat”)

Proposal Replace “endpoints” with “results”.



