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Background
1. IPIECA has been working on guidance on the appbn of GHS criteria to petroleum substances

according to the work plan presented at the thittee session of the Sub-Committee
(UN/SCEGHS/13/INF.4). At the fourteenth sessionEIBA listed issues that could result in divergent
classification of petroleum substances (UN/SCEGH@NF.10). These issues have been informally
discussed at the fourteenth and fifteenth sessiarsch resulted in useful feedback from the
Sub-Committee.

Development of draft guidance

2. Additional feedback has been obtained by emadl @a two webcasts. For a summary of the
feedback, see Annex 2. Using the feedback IPIEG#see the draft guidance on the application of GHS
criteria to petroleum substances. Draft guidance been developed with input from experienced
technical experts on the field of petroleum sub=tdoxicology.

3. The draft guidance may be found in Annex 1 te ttocument. The draft guidance addresses crude
oil and petroleum substances produced from oilgasloperations and the process streams derived from
petroleum substances in refinery operations. lukhbe noted that in response to the feedbackwvedei

an addition to the guidance document is being dgeel, in which the principles of the guidance wél
explained with examples using scientific literature

! Substances of unknown or variable composition, dexeaction products or biological materials
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Finding an appropriatelocation for the guidance

4. Feedback has been requested and obtained omo#teappropriate location for the guidance. Some
sub-committee members suggested including the go@as an Annex to the ‘Purple Book'. However,
one of the concerns raised by the Sub-Committe¢hether the ‘Purple Book’ itself is the appropriate
home for this guidance in light of the likelihodtht more industry sectors may develop guidandbkan
future.

5. IPIECA understands these concerns and wanmphasize that the guidance should be used as a
tool to achieve harmonised classifications withthe intent to interfere with GHS implementation
decisions within Member States. Therefore, IPIE@#gests creating a space at the UN GHS website
(http://www.unece.org/trans/danger/publi/ghs/ghscale _e.htm)l for sector-specific guidance to
achieve globally harmonised classifications.

Benefits of Guidance

6. IPIECA believes that the guidance presentednneX 1, if adopted by the Sub-Committee, will
have benefits in the following areas:

(a) Greater global harmonization on products brp#dided in international commerce;
(b) Enhanced credibility of the GHS framework wiglyard to petroleum substances; and

(© Improved certainty of classification, less cdexity, and lower costs for industry and
country authorities.

7.  We acknowledge that achieving these benefittegendent on the pursuit of a credible approach,
which is well communicated and understood by tliecséd parties.

Review of draft guidance
8. IPIECA invites the Sub-Committee to review thaftdguidance. Feedback can be communicated to

Rob.Cox@ipieca.ordf you are interested in follow-up discussionsl/an review of the documents, you
can also communicate this to Rob Cox.

Next steps

9. IPIECA proposes to continue working on this gmce in the next biennium. IPIECA aims to
provide revised draft guidance by July 2009 fonfal consideration by the Sub-Committee.
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Annex 1
DRAFT GUIDANCE

APPLICATION OF GHSCRITERIA TO UVCBS, IN SPECIFIC PETROLEUM SUBSTANCES

Background

1. This document provides supplemental guidancettferclassification and labelling of petroleum
substances, a class of UVCBs.

2.  The consistent classification and labelling efrpleum substances is not straightforward dubeo t
complex nature and chemistry of the substancescéjewnhilst the Globally Harmonized System of
Classification and Labelling of Chemicals (GHS) \pdes a well structured approach that is readily
applicable to most substances and mixtures, famicesubstances, such as UVCBs and in particular
petroleum substances, application of GHS principiag be subject to interpretation and thereforebeot
consistent. Potential inconsistencies in clasgifioaand labelling may result as GHS is being
implemented due to:

(a) The complex nature (composition) of petrolewtnssances;
(b) Differences in interpretation of the experin@mtata, and
(© Divergent application of the GHS criteria.

GHS would benefit from more detailed guidance assification of petroleum substances, based
on the industry's experience in characterizing tharards.

3. The purpose of this document is to provide sapphtal guidance to facilitate a consistent
approach to the classification and labelling ofrgeum substances. The approach identified has been
developed independent of specific regulatory apgresa that exist or may be proposed and repredents t
global oil industry’s recommended approach unde6SGH

The nature of petroleum substances

4. Petroleum substances are chemicals derived froae oil by physical separation (distillation),
which may be followed by chemical modification (eltydrogenation, cracking, etc). There are many
different types of crude oil and each consists dainyn thousands of chemicals, predominantly
hydrocarbons. Furthermore, no two crude oils arepmsitionally the same. Thus, since the composition
of any distillation fractions derived from crudé will be dependent on the source crude oil itsatil the
distillate fractions may be subject to a variety abfemical modifications, it follows that petroleum
substances will be of variable chemical compositiBatroleum substances are, therefore, classed as
“Unknown or Variable composition, Complex reactiproducts and Biological substances” (UVCB
substances). For this reason petroleum substarmasotc be produced to meet specific chemical
specifications. Rather, specifications for petratesubstances are normally related to several pllysic
chemical specifications (such as boiling rangeshlpoint, viscosity) that establish specificationits
related to the intended use of the material.

CAS descriptions of petroleum substances

5.  According to the definitions in Chapter 1.3.8fthe GHS (second revised edition), substances are
defined as: Chemical elements and their compounds in the nhsiate or obtained by any production
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process, including any additive necessary to presdhe stability of the product and any impurities
deriving from the process used, but excluding atyesit which may be separated without affecting the
stability of the substance or changing its compasit Petroleum streams meet the GHS definition of
substance and are hence considered to be substaotasxtures.

6.  Although petroleum substances are of complexposition they are defined as substances and each
has a CAS number and associated CAS definition. A8 definition typically identifies the starting
material and the last process step that a substaitickave undergone during its production. In many
cases an indication of important physico-chemi@abmeters such as either a boiling range or a narbo
number range or both will be included in the CASrdtton. An example of a typical CAS definitionifo

a petroleum substance follows:

Gas oils (petroleum), straight run

A complex combination of hydrocarbons producedHzgy distillation of crude oil. It consists of
hydrocarbons having carbon numbers predominantitheaxrange of C11 through C25 and boiling
in the range of approximately 205 °C to 400 °C (4EQo 752 °F).

7.  Although the CAS definition is imprecise, it metheless does limit wide variation of composition
for a given petroleum substance.

8. Regulatory authorities have included petrolewhstances and other UVCBs on their chemical

control inventories despite their complex and u@gacomposition. Chemical inventories that include

petroleum substances exist in Australia, CanadmaCthe European Union, Japan, Korea, New Zealand,
Philippines and the United States of America.

Grouping of petroleum substancesfor classification purposes

9. Petroleum substances are usually describedrimstef starting material, production process and
ranges of e.g. boiling point or carbon number. ritleo to maximise the use of available informatiod a
minimise animal testing, petroleum substances esartanged into groups of “similar” substances.

10. The rationale for such groupings is that sthey are all derived from similar starting matesiahd
have similar physico-chemical properties and brpaidhilar chemical composition, they exhibit broadl
similar hazard properties. Classification may thenaddressed on a group rather than single sulestanc
basis.

11. Such grouping schemes have been devised by G@NEC(Conservation of Clean Air and Water
in Europe, the oil companies’ European associdtorenvironment, health and safety in refining and
distribution) and subsequently adopted in the Eltha Existing Substances Regulation (1993) and the
Dangerous Substances Directive (1993) and alsbdAmerican Petroleum Institute in their activities
fulfil the requirements of the United States HigtodRiction Volume (HPV) Challenge program of the
United States Environmental Protection Agency (2007

12. Toxicity and environmental information is aadle on some members of each of the groups of
petroleum substances and these data can be ‘reagsato all members of the petroleum substance
group. These data have been summarized by the éamefPetroleum Institute (Ref to APl Robust
summaries) and CONCAWE (Ref to HEDSETs and Prodassiers; Classification guidance report;
Environmental data report) and should be usedeaprime sources of information.
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13. The petroleum substance groups for which dasa @nd/or for which read-across is possible are:

(a) Crude oll

(b) Petroleum gases

(c) Naphthas/gasolines

(d) Kerosines

(e) Gas ails

4) Heavy fuel oils

(9) Residual aromatic extracts

(h) Distillate aromatic extracts

0] Treated distillate aromatic extracts

()] Lubricant base oils
(k) Petroleum waxes
0] Petrolatums

(m)  Foots oils

(n) Slack waxes

(o) Bitumens (asphalts) and vacuum residues
(p) Petroleum cokes

14. By using the grouping system of petroleum sarixsts and a tiered approach to the classificafion o
petroleum substances, the potential hazards oblpatn substances can be accurately identified and
communicated on a consistent basis.

15. Some petroleum substances may contain speoifistituents which may be classified as hazardous,
e.g., as acutely toxic or as carcinogens, mutaggesific target organ toxicants (e.g. neurotoxi€gror
reproductive toxicants. However, tests may show ti full petroleum substance may not in itself be
hazardous. In addition, hazardous constituents moaye present in toxicologically significant amtain

In some regions of the world, there are lists afandous substances with mandatory classifications.
These lists and mandatory classifications vary hawvdy region. By considering data available on the
petroleum substance as a whole and not simplyrastare of its constituents, the actual hazardhef t
petroleum substance should globally be similar ndigas of regional differences in the classificataf
individual constituents.

Classifying petroleum substances under GHS

16. GHS establishes the principle (section 1.3.thd) where test data are available for a complete
substance or mixture, then the classification ef $hbstance or mixture should be based on theae dat
Such a principle is generally applied to petrolesubstances. In the absence of test data on thdispec
petroleum substance itself, read-across from davipétroleum substance should be applied.

17. The petroleum substances in each of the grbape similar physico-chemical properties (i.e. a
similar boiling point range and similar carbon n@nlrange) and have therefore a comparable
composition and similar hazard properties. In d¢erspecific cases read-across between groupsas als
possible provided the groups have a similarityahposition. This may occur because the manufagiurin
processes may result in some overlap in chemigaposition between groups.

18. In some cases data may not be available fgpelreleum substance per-se and reliable readsacros
may not be possible. As stated, petroleum substameeof a complex nature and may contain specific
constituents which may themselves be classifiedhazardous. Consideration of the amount and
significance of such hazardous constituents mathbe of assistance for the classification of theeh
petroleum substance.
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19. This concept is described within GHS as “bmdgiwhere there are data on ingredients and similar
substances that can be used to adequately ch@wadter hazards. Each hazard class has its owifispec
rules on bridging, as to the concentration liniattimpact the final hazard classification. Thieyides a
logical approach to enable consistent classificaticthe absence of test data or reliable readsaatata.

20. The first principle (i.e., Tier 1) is that dadarived from actual testing on the substance amfr
read-across from similar substances (petroleumtanibss from the same group) that have been tested,
should inform the classification of any petroleuanbstance for each hazard class. This principlaid |
out in section 1.3.2.2 of the GHS (second revisdiiom). Information that is used as the basistha
classification decision should be of an adequatedstrd so that it is fit for purpose, or in theecadere
there is a sufficient weight of evidence to underfhe decision made. This is in line with the GHS
principle that data can override decisions on diaation based on the concentrations of constitsiefor
physico-chemical hazard classes, use of data isrtlyeacceptable approach to classification.

21. For health and environmental hazard classe$eirabsence of actual data derived from testing or
read-across, the next tier (i.e. Tier 2) is clasgifon based on the presence of specific hazardous
constituents. This principle is laid out in sectitr8.3.1.3 of the GHS (second revised editionth#
concentration of suspected hazardous constituentess than the thresholds defined by GHS for
classification for specific hazards, then clasatien of the full petroleum substance is not reeplir
However, if there are no data or read-across fempitroleum substance (Tier 1 is not fulfilled) ahd
concentration of suspected hazardous constitugmeater than the thresholds defined by GHS, titen
final tier (Tier 3) is to recommend classification.

Table1: Tiered approach

Tier | Information available Hazard classification

1 | Data available on petroleum substance or theteaid-r Based on the results of the
across from similar substances (petroleum subssance | specific study(ies)
from the same group) that have been tested

2 | Content of individual component is below specified No classification
concentration limit§

3 | Content of individual constituent is above spedifie Classification recommendation
concentration limits®

é Limits specified by GHS for specific hazard classes

22. Some petroleum substances may contain speoifitituents which may be classified as hazardous.
The presence of these constituents in the diffegendps of petroleum substances depends on thagever
boiling point range of the group and of the speaifdnstituent. Potential presence of specific (miady
hazardous) constituents in the different groupsedfoleum substances is indicated in Table 2.
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Table 2: Petroleum substance groups and their specific (potentially hazardous) constituents

Petroleum substance groups

Toxicity/Classification concerns

Components

Crude ol

Carcinogenicity, mutagenicity,
acute toxicity

H,S?, Benzen® PAH

Petroleum Gases

Carcinogenicity/mutagenicity,
acute toxicity

1,3-Butadien& H,S

Naphtha’s/Gasoline’s

Carcinogenicity/mutagenicity

Benzéne

Specific target organ toxicity

May contain specific
components which may be
classified for this hazard
class in some regions (e.g.
n-hexane, toluene, benzen

Reproductive effects

May contain specific
components which may be
classified for this hazard
class in some regions (e.g.
n-hexane, toluene, xylenes).

Kerosines | e e
Gasoils Carcinogenicity PAH

Heavy fuel ol Carcinogenicity, acute toxicity PAHH,S?
Residual aromatic extracts | - | e
Distillate aromatic extracts Carcinogenicity PAH

l;fg(ii distillate aromatic Carcinogenicity PAH®

Lubricant base oils Carcinogenicity PAH
Petroleumwaxes | - e
Petrolatums Carcinogenicity PAH

Foots oils Carcinogenicity PAH

Slack waxes Carcinogenicity PAH

Bitumens (asphalts) and
vacuum residues

Petroleum cokes

a

therefore present an acute inhalation hazard.

‘Probably/possibly carcinogenic to humans’).

Hydrogen sulphide is an acutely toxic gas, comsndiound in some groups of petroleum
substances. Hydrogen sulphide may collect in tlael$gace during storage and transport and may

Benzene is classified by IARC as a Group 1 car@ndgfCarcinogenic to humans”).
Individual polycyclic aromatic hydrocarbons (PAH)eaassessed by IARC. Several 3-7 fused-ring

PAH are classified to be Group 1 or 2 carcinogen€afcinogenic to humans’ or

1,3-Butadiene is classified by IARC as a Grouptrtioagen (‘Carcinogenic to humans’).
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Classification approach per hazard class

Acute toxicity

23. For the classification for the acute toxicitgzhrd class, the general principles laid out in
Chapter 3.1 of the GHS can be followed. Note tloahes groups of petroleum substances may contain
hydrogen sulphide (for example crude oil, petrolegmses, heavy fuel oil streams, etc.). The levels o
hydrogen sulphide are generally below the specifiedcentration limits that warrant classification.
However, hydrogen sulphide may collect in the hpads during storage and transport and adequate
warning for this should be in place (see transpEgtlations).

24. For good product stewardship, if headspace nagladion of hydrogen sulphide is possible,
regardless of measured concentrations of hydroghkige in the petroleum substance, it is adviged t
include appropriate warnings on the Safety DateS{&DS).

SKin irritation

25. For skin irritation the principles laid out @hapter 3.2 of the GHS can be applied to petroleum
substances.

26. Note that petroleum substances (hydrocarboggmeral) may cause defatting of the skin, leading
to skin dryness and cracking. Although GHS curgeddes not provide guidance on this specific hazard
class, it is advised to include appropriate warsiog the SDS.

Eye irritation

27. For eye irritation the principles laid out ih&pter 3.3 of the GHS can be applied to petroleum
substances.

Sensitization

28. For sensitization the principles laid out ina@ter 3.4 of the GHS can be applied to petroleum
substances.

Germ cell mutagenicity

29. The first Tier is that data derived from acttesdting on the substance or from read-across from
similar substances that have been tested, sholddrirthe classification of any substance for gesth ¢
mutagenicity.

30. In the absence of actual data derived fromingesor read-across, the next tier (Tier 2) is
classification based on specific constituents. Gtuents generally accepted as mutagenic in petnole
substances are 1,3-butadiene and benzene. Thues, Tied 2, if 1,3-butadiene or benzene is present a
0.1%, no classification for mutagenicity is warethtHowever, if 1,3-butadiene or benzene is present
> 0.1%, under Tier 3 classification for mutagenic#yadvised.

31. Classification as mutagen category 1B is recenttad, where:

(a) This is consistent with the GHS bridging prples for Category 1 mutagens (such as
benzene and 1,3-butadiene) as laid out in sectmB.3 of the GHS;
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(b) There is no evidence from human epidemiologydists that warrant classification as a
Category 1A mutagen

Table3: Germ cell mutagenicity

Germ cell mutagenicity
classification
Based on the results of the

Tier | Information available

Genotoxicity data available on stream or there is

1 . specific study(ies) or read-
appropriate read across
across
— . —
22 ;:r(])gtent of individual Category 1 genotoxicant i8.£% No classification
2b Content of individual Category 2 genotoxicant 5% No classification

3a Content of individual Category 1 genotoxicart &1%® | Category 1B

3b Content of individual Category 2 genotoxicar % Category 2

a

For components benzene and butadiene.

Carcinogenicity

32. The first Tier is that data derived from acttesdting on the substance or from read-across from
similar substances that have been tested, shod@dninthe classification of any substance for
carcinogenicity.

33. In the absence of actual data derived fromingesor read-across, the next tier (Tier 2) is
classification based on specific constituents. Gents generally accepted as carcinogenic irofsim
substances are 1,3-butadiene, benzene and 3-PARg. For 1,3-butadiene and benzene the bridging
principle as laid out in section 3.6.3.3 shouldapelied. Thus, under Tier 2 if 1,3-butadiene orzesre is
present at < 0.1%, no classification for carcinaggn is warranted. However, if 1,3-butadiene or
benzene is presenta.1%, under Tier 3 classification for carcinogéyics advised.

34. For petroleum substances containing PAHs, theirogenic potential has been thoroughly
investigated. The skin carcinogenic potential ieedly related to the level of 3-7 fused-ring PAHSs.
Examples of tests widely accepted to determine caeinogenic potential of petroleum substances
containing 3-7 fused-ring PAHSs are:

(a) skin painting studies in mice (Freeman and MgKI®93)

(b) modified Ames test E-1687 (Blackburn et al3@9ASTM, 2004)

(© DMSO extractables as determined by IP 34@&({@ninstitute, 1992)
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35. Note that these tests are limited in their iappility: they should only be used within theirrdain

of validity. For example, IP 346 specifies the deieation of polycyclic aromatics (PCA) over the
concentration range 1-15 mass% in unused additee lubricating base oils having an atmospheric
boiling point of 300 °C minimum at 5% recovered N ASTM E-1687 is applicable to virgin base oils
with viscosities of 18 ¢St (90 SUS) or greaterGfGL

36. For an overview of the approach to classifygletim substances for carcinogenicity, see Table 4.

37. If there are no data or read-across for theolgetm substance (first Tier is not fulfilled) atite
concentration of suspected hazardous constitugmeater than the thresholds defined by GHS, titen
final tier (Tier 3) is the recommend classification

38. Classification as carcinogen category 1B ismauended, where:

(a) This is consistent with the GHS bridging prpiles for Category 1 carcinogens as laid out in
section 3.6.3.3 of the GHS, and

(b) There is no evidence from human epidemiologydists that warrant classification as a
Category 1A mutagen.

Table 4: Carcinogenicity

. . . Carcinogenicit
Tier Infor mation available 9 y

classification
1 Carcinogenicity study available on stream ordhsr Based on the results of the specific
appropriate read-across study(ies) or read-across

2a | Content of individual Category 1 carcinogens &1%?*
or

Negative results from appropriate test for skirctergenic
potential

2b | Content of individual Category 2 carcinogens % No classification
3a | Content of individual carcinogens3i€.1%"*
or

No classification

. . - _ Category 1B
Positive results from appropriate test for skircoaygenic
potential
3b | Content of individual Category 2 carcinogens €6 Category 2

% For components benzene and butadiene

Reprotoxicity

39. The first Tier is that data derived from acttedting on the substance or from read-across from
similar substances that have been tested, shod@dninthe classification of any substance for
reprotoxicity.

40. In the absence of actual data derived fronmigsir read-across, the next tier is classificabased

on the presence of specific constituents. Constituthat may be present in some groups of petroleum
substances that are classified as reprotoxicarggOgat 2 by some regions are for example n-hexane,
toluene, and xylenes. Bridging principles as laitlino section 3.7.3.3 apply.
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41. If there are no data or read-across for theolgetm substance (first Tier is not fulfilled) atite
concentration of suspected hazardous constitugmeater than the thresholds defined by GHS, titen
final tier (Tier 3) is to recommend classification.

42. Classification as reprotoxicant Category 2esommended, where this is consistent with the GHS
bridging principles for Category 2 reprotoxicangdaid out in section 3.7.3.3. of the GHS

Table5: Toxictoreproduction

Tier Infor mation available Reproductive toxicity classification
1 Reproductive toxicity study available on stream o Based on the results of the specific study
there is appropriate read across (ies) or read across
2a | Category 1 reprotoxicant content is < 0.1 % Nasification
2b | Category 2 reprotoxicant content is < 3 % Naegifecation
3a | Category 1 reprotoxicant contentif.1 % Category 1
3b [ Category 2 reprotoxicant contenti8 % Category 2

Specific target organ toxicity following single egure

43. For specific target organ toxicity (STOT) fallmg single exposure the principles as laid out in
Chapter 3.8 of the GHS can be applied to petrolsubstances. It should be noted that exposure to hig
levels of certain low boiling point hydrocarbons yneause narcotic effects (included in Category 3:
Transient target organ effects). These narcotecedfmay occur when exposed to high concentratbbns
petroleum substances with a relatively low boilimpint, for example petroleum gases and
naphthas/gasolines.

Specific target organ toxicity following repeategesure

44. The first Tier is that data derived from acttesdting on the substance or from read-across from
similar substances that have been tested, shofddrirthe classification of any substance for specif
target organ toxicity following repeated exposure.

45. In the absence of actual data derived froningstr read-across, the next tier is classificabased
on the presence of specific constituents. Constituthat may be present in some groups of petroleum
substances that are classified as STOT by somen®gre for example n-hexane, toluene, and benzene.

46. The bridging principles are stated in sectich®3. Based on data for several petroleum substan
groups and considering the constituents potent@digsified for STOT, it should be noted that tieels

at which the STOT effects occur are usually abieelévels in which they are found in gasoline. Base
on experience the 10% cut-off applies.

47. If there are no data or read-across for theojeetm substance and the concentration of suspected
hazardous constituents is greater than the 10%ftble, then Tier 3 is to recommend classification.

48. Classification as specific target organ toyicfbllowing repeated exposure Category 2 is
recommended, where this is consistent with the GH®ing principles for Category 2 STOT following
repeated exposure as laid out in section 3.9.3tHe0GHS
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Table 6: Specific target organ toxicity following repeated exposur e
Tier Information available STOT classification
1 Repeat dose toxicity study available on streathene is | Based on the results of the specific

appropriate read-across study (ies) or read across
Target organ toxicant content is < 10 % No dfizsgion
Target organ toxicant contentisl0 % Category 2

Aspiration

49. Petroleum substances may present an aspirbiaard, depending on their viscosity. Clear
guidance on classification for this hazard cladaigsout in chapter 3.10 of GHS.

Environmental hazards

50. For environmental classification, the princgplaid out in section 4.1.2 of GHS can be applied
using either test data for the overall substanaead-across to a similar substance. Unlike thecaab

for classification of several health hazard clasties use of data on constituents is not appraptiat
derive the environmental classification of a p&woh substance. As petroleum substances are complex
substances, specific test methods may be requBpdcific guidance on environmental tests with
complex substances is laid out in Annex 9 of theSGA9.1.10 (d) and A9.3.5.10).

Animal testing and animal welfare

51. IPIECA shares the concerns on welfare of ermeital animals as described in section 1.3.2.4.6 of
the GHS. Therefore this guidance is designed toima& the use of existing health and environmental
data while significantly reducing the overall numio¢ tests needed. The similarity of many petroleum
substances allows for their grouping into categorased on chemical composition. Petroleum
substances representative of each category areagdedt materials to develop health and envirotahen
effects information which can be extrapolated totla¢ substances in their category. This will avoid
unnecessarily testing similar complex substances.

52. In addition, when testing is necessary, IPIEIngly recommends that the number of laboratory
animals used be minimized to the greatest extessiple within the constraints of the regulatory

requirements and that studies be conducted aceptdicomponent authority and OECD guidelines. In
addition, where possible laboratories accreditedheyAssociation for Assessment and Accreditatibn o

Laboratory Animal Care (AAALAC) for excellence imianal care should be used.

Information requirements

53. To be able to use the above schemes it reghiatshe person making the classification hasssce
to the required data for each tier.

54. Itis recommended that they also:

(a) Maintain records on the level of substanceedsw when they are used as a basis for
classification.
(b) Ensure that the studies used to derive a @leeson are of a consistent and reliable quality

(© Have access to the documentation that provtkesead across argumentation.
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Advantages of the proposed appr oach

(a) Allows full GHS criteria to be explored.

(b) Full use of available data

(© Consistent with bridging principles.

(d) Consistent with GHS and represents a consistdastry view

(e) By considering the petroleum substance as dewdral not as a mixture of its constituents,
the actual hazard of the petroleum substance shglolally be similar regardless of
regional differences in the classification of tlomstituents
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Annex 2

RESPONSES RECEIVED DURING IPIECA WEBCASTSON THE IPIECA GUIDANCE
DOCUMENT

1. Background

IPIECA organised two webcasts in August to prowtike Sub-Committee the opportunity to discuss and
comment on the Guidance document.

The comments received (both by email as well aballs) are summarised below. IPIECA has carefully
considered all comments received. Below is IPIEC#&Dly to the comments.

2.  Responseand IPIECA reply
Comment 1:

At several points in the paper the industry referghe principle in section 1.3.2.3 of the 'PurBlaok'.
However, this text refers to the classificationnoiiktures, not of substances. An alternative apgroac
could be based on section 1.3.3.1.3 of the 'PuBptk’, which states: "These definitions [includihgse

of substances and mixtures] should be used to aiaimbnsistency when classifying substances and
mixtures in the GHS.

Reply 1:

It is agreed that reference to section 1.3.2.3asfasing. Reference to section 1.3.2.3 is repldmed
reference to section 1.3.2.2, which refers to tlassification of substances and mixtures. In additi
reference is made to section 1.2.2.1.2. and thelagute document now includes the definition of
‘substance’, which applies to petroleum substances.

In the classification approach subsequently refeeeis made to section 1.3.3.1.3 when no data all rea
across are available and the classification is lthea the constituents.

Comment 2:

The IPIECA approach relies on test data for a sampl petroleum substance to classify all petroleu
substances with that description. However, how doesndustry know that their test data can bertae
representative of all petroleum substances medtiad) description supplied worldwide, given the
inherent variable composition of petroleum substanemphasised in the introductory paras. of the
guidance.

Reply 2:

The grouping of petroleum substances has been ajmalbased on the rationale that petroleum
substances in one group have similar physico-chenpmperties and similar hazards. This grouping
has been developed based on available scientifec alad has been used for classification purposdilén

EU, the EU REACH program, and for the U.S. High durction Volume (HPV) Chemicals Challenge
program. After development of the grouping sevdedh gaps have been filled by testing ‘worst case’
examples from each group. The selection of thetanbes samples was based on the extremes in a group
and on composition (percentage of alkanes, cyctoak, alkenes and aromatics). Remaining data gaps
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have been identified under HPV and REACH and tespqgsals have been formulated. The result is a
complete and scientifically reliable data set thah be used for classification purposes.

Comment 3:

Following the points above, how can the industricbefident that negative data on a complex substanc
should override positive test data on ingrediemewn to be present in the complex substance at
concentrations recognised to be significant forgheposes of classification of mixtures containgugh
ingredients?

Reply 3:

In past years a large database on petroleum substahas been generated. Specific attention has been
given to substances that may contain constituehishnare classified as hazardous. Overall, thedibi
generally observed with the constituents is noeoled in test data on the petroleum stream. Alszstm
current regulatory frameworks are consistent witie approach to classify substances based on their
overall properties rather than upon the presencespécific constituents. Specific examples and/or
information will be given in an Annex, with refecento scientific literature. This Annex is under
development and will be submitted to the Sub-Caeenit

Comment 4:

What are the implications of the industry's progbapproach in terms of additional animal testind sao
for animal welfare?

Reply 4:

Animal welfare is an important issue for petroleurdustry and was one of the main drivers for the
development of the grouping of petroleum substari&ggrouping similar petroleum substances and by
reading across, animal testing has been kept tanénmam.

In addition, several analytical and in vitro testave been validated and approved for use in thefdU
the classification of petroleum substances for llaeard classes carcinogenicity and mutagenicity.
Examples are the analytical method IP 346 and tloelified Ames test.

The industry position towards animal testing andfave is now included in the guidance document.
Comment 5:

In line with section 1.3.3.2 of the 'Purple Boole wuggest changes need to be made in each relevant
section under "Classification approach by endpdipéragraphs 23ff) to take into account the politsibi

that there may be information indicating that lowencentration limits than the default values stidag

used. This section also allows the option of higbencentration limits than the default values "on
occasion" and where there is "conclusive data" destnating that the hazard is not evident at thighéi

level. The industry may wish to consider whethevauld ever want to use this option.

Reply 5:

As discussed in the reply to question 3 (vide sy@darge database on petroleum substances exists.
Specific attention has been given to substancesntiag contain constituents which are classified as
hazardous. Overall, the toxicity generally observath the constituents is not observed in test aata
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the petroleum stream. Of the tested samples a chemnalysis is available, indicating the level of
hazardous constituents in the test sample. Thisrirdtion has been used to set the default valuésein
guidance document. Specific examples and/or infoomawill be given in an Annex, with reference to
scientific literature.

Comment 6:

On a related point of terminology, the heading rhaybetter expressed as "Classification approach by
hazard class", as 'endpoint' is not a defined Gii8.t

Reply 6:

For consistency with the language used in the ‘RuBoo0k’ the terms ‘constituent’ and ‘hazard class’
are now used throughout the document.

Comment 7:
Perhaps para 31 should read "Classification asgaataategory 1B is recommended where:" [i.e. 'where
not 'since’] as the subparagraphs (a) and (b)fttlatv are really criteria which, if met, would léao

such a classification. In any event, data avalablthe future may not be the same as that avaitedw,
so such a change would help to ‘future proof' thidance.

Reply 7:
‘Since’ has been replaced by ‘where’.
Comment 8:

Reference to specific tests which are not spetlfiealopted by the EPA may cause a scientific n@vie
process in the US.

Reply 8:

Analogous to text in the ‘Purple Book’ referencentsv made to ‘Examples of tests...’. In addition it
should be noted that the tests which are menti@aseexamples are adopted by EU regulations and have
been used for classification purposes for the gastde.

Comment 9:

In the classification table for carcinogenicity thge of ‘and/or’ is not clear.

Reply 9:

The text in the table has been rephrased and th@/¢a’ has been removed.

Comment 10

Is the testing data globally available?
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Reply 10:

Testing data have been summarized by the Amerieamnl®um Institute (Refer to API Robust summaries
developed in support of the U.S. HPV Chemicals IEhgé program) and CONCAWE (Refer to
HEDSETs and Product dossiers; Classification guaareport; Environmental data report) and should
be used as the prime sources of information.

Comment 11:

What process is envisioned to keep the tablesegmhmendations up to date?

Reply 11:

The proposed guidance and recommendations are@®elbased on a large database. If testing (which
is currently summarised in testing proposals fa thS. HPV Chemicals Challenge program and the EU
REACH program) will result in new information reqong the guidance to be updated, IPIECA will
update the guidance according to the revision saleedf the ‘Purple Book'’.

Comment 12

What quality of data is required on substance caitipo?

Reply 12:

With respect to data quality, IPIECA would like riefer to section 1.3.2.4 of the ‘Purple Book’. This
section defines the level of data quality expedtad;is also applicable to petroleum substances.

Comment 13:

When would you recommend actual testing rather tkad across?

Reply 13

Reference is made to section 1.3.2.4. of the ‘RuUBglok’. This section clearly states that GHS fitdeks

not include requirements for testing of substaraemixtures. In addition, for each group of petnate
substances data is available. Evident data gapsidgestified under the U.S. HPV Chemicals Challenge
program and will be identified under the EU REAQidgram and testing proposals have been developed
to fill remaining gaps. To minimise animal testingabsence of test data IPIECA recommends toifyass
the substance based on information on the constguén line with the GHS, the IPIECA guidance does
not recommend actual testing.



