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ANNEX V

(This Annex replaces the title and Part II of Annex VI to Council Directive 67/548/EEC, as last amended by
Directive 79/831/EEC)

ANNEX VI
General classification and labelling requirements for dangerous substances and
‘ preparations
PART 1

Save where otherwise provided in the separate Directives on dangerous preparations, the substances and
preparations shall be classified ss very toxic, toxic or harmful according to the following criteria :

(a) Classification as very toxic, toxic or harmful shall be effected by determining the scute toxicity of the
commercial substance or preparation in animals, expressed in LDg or LCy, values with the following
parameters being taken as references values:

LD, absorbed LD, percutaneous LCq absorbed by
Category orally in rat absorption in rat inhalation in rat
(mg/kg) or rabbit (mg/kg) (mg/litre par 4 hours)
Very toxic <5 <S50 <05
Toxic 25 — 200 50 — 400 0S5~ 2
Harmful 200 — 2000 400 — 2000 2 -20

(b) If facts show that for the purposes of classification it is inadvisible to use the LDy, or LCy, values as a
principal basis because the substances or preparations produce other effects, the substances or prepara-
tions shall be classified according to the magnitude of these effects.

PART II

Classification and labelling of dangerous substances and preparations ; criteria for the choice of
' phrases indicating special risks (R-phrases) and safety advice (S-phrases)
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1. GENERAL INTRODUCTION

Ll The object of classification is to identify all the toxicological, physico-chemical and ecotoxicolo-
gical properties of substances and toxicological and physico-chemical properties of preparations
which may constitute a risk dun‘ng normal handling or use. Having identified any hazardous
properties the substance or preparation must then be labelled to indicate the hazard(s) in order to
protect the user, the general public and the environment.

1.2. This Annex sets out the general principles governing the classification and labelling of substances
and preparations referred to in Article 3 (3) of Directive 67/548/EEC and in Article 3 (5) of Direc-
tive 88/379/EEC and other relevant Directives on dangerous preparations.

It is addressed to all those concerned (manufacturers, importers, nationsl autﬁon‘tics) with
methods of classifying and labelling dangerous substances and preparations.

1.3. The requirement of this Directive and of Directive 88/379/EEC are intended to provide a primary
means by which the general public and persons at work are given essential information about
dangerous substances and preparations. The fabel draws the attention of persons handling or using
substances and preparations to the inherent danger of certain such materials.

The labe!l may also serve to draw attention to more comprehensive product information on safety
and use available in other forms.

1.4. The label takes account of all potential hazards which are likely to be faced in the normal
handling and use of dangerous substances and preparations when in the form in which they are
placed on the market, but not necessarily in any different form in which they may finally be used,
e.g. diluted. The most severe hazards are hxghhghted by symbols, such hazards and those arising
from other dangerous properties are specified in standard risk phrases, and safety phrases give
advice on necessary precautions.

In the case of substances, the information is completed by the name of the substance under an
mtcmauonally recognized chemical nomenclature, the preferred name being the one used in the
European inventory of existing comrhercial chemical substances (Einecs), and the name and
address of the person established in the Community who is responsible for placing the substance
on the market.

In the case of preparations, the information is completed by the indication of the designation or
the trade name of the preparation, the indication of the chemical name of the substances present
in the preparation in accordance with Article 7 (1) (c) of Directive 88/379/EEC and the indication
of the name, address and telephone number of the person established in the Community who is
responsible for placing the preparation on the market.

1.5. With respect to substances referred to in the second subparagraph of Article S (2) of Directive
67/548/EEC, the labelling applied by the manufacturer or his representative remains valid until
the substance is listed in Annex I or until a decision not to list it has been taken in accordance
with the procedure laid down in Amicle 21.

1.6. For substances, the data required for classifiction and labelling may be obtained :

(a) as regards substances for which the information specified in Annex VII is required, most of
the necessary data for classification and labelling appear in the ‘base set’. This classification
and labelling must be reviewed, if necessary, when further information is available (Annex
Vi ;

{b) as regards other substances (e.g. those referred to in Article 5 (2) of Directive 67/548/EEC), the
data required for classification and labelling may if necessary be obtained from a number of
different sources, for example the results of previous tests, inforrnation required by intemnational
rules on the transport of dangerous substances, information taken from reference works and the
literature or information derived from practical experience.

For preparations, the data required for classification and labelling may be obtained:
(a) if it concerns physico-chemical data, by the application of the methods specified in Annex V

to Directive 67/548/EEC. For gaseous preparations a calculation method may be used for
flammable and oxidizing properties (see Chapter 9);
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1.7.

1.7.1.

() — if it concerns data on health effects, by the application of the methods specified in Annex
V to the Directive and/or by the application of the conventional method referred to in
Article 3 (5} (a) to (i) of Directive 88/379/EEC, ’

— however if it concems the evaluation of the carcinogenic, mutagenic and teratogenic
properties, by the application of the conventional method referred to in Article 3 (5) (j) to
{q) of Directive 88/379/EEC.

Note concerning the performance of animal tests

The performance of animal tests to establish experimental data is subject to the provisions of
Directive 86/609/EEC regarding the protection of animals used for experimental purposes.

Application of the guide criteria

Several possibilities may occur according to whether it concerns substances or preparations. Clas-
sification must cover the toxicological and physico-chemical properties of substances and prepara-
tions snd in addition, the ecotoxicological propertics of substances. The object of choosing risk
phrases is to ensure that the specific nature of the potential dangers identified in classification are
expressed on the label. For this purpose it is necessary to consider the criteria given for the choice
of symbol(s) and risk phrases in 2.2.1 to 2.2.6, 3.2.1 to 3.2.7 and Chapters 4 and 5 for substances
only. For example, classification under 3.2.1 does not imply that the sections such as 322 or 324
can be ignored.

The criteria are applicable to gaseous substances and preparations but only in so far as they may
be subject to the packaging and labelling provisions of this Directive or the separate Directive on
preparations.

Notwithstanding the criteria given under 223, 224 and 2.2.5, substances and preparations in the
form of acrosols shall be subject to the flammability criteria set out in 1.8 and 2.2 (c) of the Annex
to Directive 75/324/EEC.

Application of the guide criteria for substances

The guidance criteria st out in 'this Annex are directly applicable when the data in question have
been obtained from test methods comparable with those described in Annex V. In other cases, the
available data must be evaluated by comparing the test methods employed with those indicated in
Annex V and the rules specified in this Annex for determining the appropriate classification and
labelling criteria.

Classification of substances containing impurities or additives which are classified as
carcinogens

A substance containing an impurity or an additive which is classified as a carcinogen and labelled
with R 45 must itself be classified as a carcinogen and labelled with R 45 if the concentration of
the carcinogenic impurity or additive is equal to or exceeds:

— cither the concentration of the impurity or the additive specified in Annex I, or

— the concentration of 0,1 % where the impurity or the additive appears in Annex I without a
concentration limit. (However in the case of asbestos this general rule does not apply uatil a
concentration limit has been fixed in Annex L Substances which have asbestos impurities
must be classified and labelled according to the principles in Article 5 (2)), or

~— the concentration of 0,1 % where the impurity or the additive does not appear in Annex L.

NB: if a substance containing an impurity or additive which is classified as a carcinogen is used
as part of a preparation, the preparation shall be classified as a carcinogen and labelled with
R 45 only when the concentration of the carcinogenic impurity or additive equals or
exceeds the limits shown above as a2 % weight of the impurity or additive in the prepara-
tion. :

1f the information regarding the carcinogenic impurity or additive on the labet of the substance is
insufficient to enable the manufacturer of a preparation to carry out the classification and label-
ling correctly, the person established within the Community responsible for placing the substance
on the market, whether it be the manufacturer, the importer or the distributor, shall supply, upon
justified request and if available, appropriate information about the impurity or additive respon-
sible for the carcinogenic classification of the substance to enable the classification and labelling
of the preparation. '
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1.7.2. Application of the guide criteria for preparations
The guidance criteria set out in this Annex are directly applicable when the data in question have
been obtained from test methods comparable with those described in Annex V with the exception
of the criteria of Chapter 4 for which only the conventional method is applicable. In other cases,
the savailable data must be evaluated by comparing the test methods employed with those indi-
cated in Annex V and the rules specified in this Annex for determining the appropmte classifica-
tion and labelling criteria.

If the health hazards are assessed by applying the conventional method referred to in Article 3 (5)
of Directive 88/379/EEC, the individual concentration limits to be used are those set out, either :

— in Annex I to Directive 67/548/EEC, or

— in Annex I to Directive 88/379/EEC where the substance or substances do not appear in
Annex I to the Directive or appear in it without concentration limits.

In the case of preparations containing mixtures of gases, classification with respect to the health
effects will be established by the calculation method on the basis of the individual concentration
limits from Annex I to the Directive or, when these limits are not in Annex I, on the basis of the
criteria of Annex I to Directive 88/379/EEC, as amended by Directive 90/462/EEC.

Preparations used as constituénts of another preparation

The labelling of such preparations must be in conformity with the provisions of Article 7 accor-
ding to the conditions foreseen in Article 3 of Directive 88/379/EEC. However, in certain cases,
the information on the label of the preparation is insufficient to enable other manufacturers who
wish to use it as 2 constituent of their own preparation(s) to carry out the classification and label-
ling of their preparation(s) correctly. In these cases, the person established within the Community
responsible for placing the original preparation on the market, whether it be the manufacturer,
the importer or the distributor, shall supply upon justified request and as soon ss possible all
necessary data concemning the dangerous substances present to enable correct classification and
labelling of the new preparation. This data is also necessary to enable the person responsible for
placing the new preparation on the market to comply with other requirements of Directive

88/379/EEC.
2 CLASSIFICATION ON THE BASIS OF PHYSICO-CHEMICAL PROPERTIES
2.1. Introduction

The test methods relating to explosive, oxidizing and flammable propcrtics included in Annex V
to this Directive serve to give specific meaning to the general definitions given in Article 2 2) @)
to (¢}. Criteria follow directly from the test methods in Annex V as far as they are mentioned.

If adequate information is available to demonstrate in practice that the physico-chemical proper-
ties of substances and preparations (apart from organic peroxides) are different from those revealed
by the test methods given in Annex V, then such substances and preparations should be classified
according to the hazard they present, if any, to those handling the substances and preparations or
to other persons.

22 Criteria for classification, choice of symbols, indication of danger and choice of risk
phrases

In the case of preparations, the criteria referred to in Article 3 (2) of Directive 88/379/EEC need
to be taken into consideration.

2.21. Explosive

Substances and preparations shall be classified as explosive and assigned the symbol ‘E’ and the
indication of danger ‘explosive’ in accordance with the results of the tests given in Annex V and
in so far as the substances and preparations are explosive as placed on the market. Oné risk phmsc
is obligatory, it is to be specified on the basis of the following:
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R 2 Risk of explosion by shock, friction, fire or other sources of ignition
— Substances and preparations including centain organic peroxides but excepting those set
out below.
R 3 Extreme risk of explosion by shock, friction, fire or other sources of ignition
— Substances and preparations which are particularly sensitive such as picric acid salts,
PETN and certain undiluted organic peroxides such as dibenzoyl peroxide.
222, Oxidizing
Substances and preparations shall be classified as o'xidizing and assigned the symbol ‘O’ and the
indication of danger ‘oxidizing’ in accordance with the results of the tests given in Annex V. One
risk phrase is obligatory, it is to be specified on the basis of the test results but subject to the
following :
R 11 Highly flammable
— Otganic peroxides which have flammable properties even when not in contact with
other combustible material.
R8 Contact with combustible material may cause fire
— Other oxidizing substances and preparations which may cause fire or enhance the risk of
fire when in contact with combustible material.
RS$ Explosive when mixed with combustible material
— Other substances and preparations which become explosive when mixed with combus-
tible materials, e.g. certain chlorates.
2221.  Remarks concerning peroxides
Organic peroxides are classified as dangerous on the basis of their structure (e.g. R-O-O-H;
R,-O-O-R)). In general terms, organic peroxides shall be classified as oxidizing, and labelled as
under 2.22, unless:
— tests carried out in accordance with the methods given in Annex V show thé organic peroxide,
in the form in which it is placed on the market, to have explosive properties, as under 22.1, or
— the organic peroxide is so diluted or phlegmatized to the point where it is no longer explosive,
oxidizing or flammable.
223. Extremely flammable
Substances and preparations shall be classified as extremely flammable and assigned the symbol
‘F+' and the indication of danger ‘extremely flammable’ in accordance with the results of the
tests given in Annex V. The risk phrase shall be assigned in accordance with the following
criteria :
R 12 Extremely flammable
— Liquid substances and preparations which have a flash point lower than 0 °C and a
boiling point {or in case of a boiling range the initial boiling point) iower than or equal
to 35°C.
224, Highly flammable

Substances and preparations shall be classified as highly flammable and assigned the symbol ‘F’
and the indication of danger ‘highly flammable’ in accordance with the results of the tests given
in Annex V. Risk phrases shall be assigned in accordance with the following criteria:

R 17 Spontaneousty flammable in air

— Substances and preparations which may become hot and finally catch fire in contact
with air at ambient temperature without any input of energy.

R 11 Highly fiammable

— Solid substances and preparations which may readily catch fire after brief contact with a

source of ignition and which continue to bumn or to be consumed after removal of the
source of ignition.

~— Liquid substances and preparations having a flash point below 21 °C but which are not
extremely flammable. '

R12 Extremely flammable

~— Gaseous substances and preparations which are flammable in air at normal pressure.
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R 13 Extremely flammable liquefied gas

~— Gaseous substances and preparations which are flammable in air at normal pressure
when put on the market in liquefied form. :

R 15 Contact with water liberates highly flammable gases

— Substances and preparations which, in contact with water or damp air, evolve highly
flammable gases in dangerous quantities, at a minimum rate of one litre per kilogram
per hour.

225. Flammable

Substances and preparations shall be classified as flammable in accordance with the results of the
tests given in Annex V. The risk phrase shall be assigned in accordance with the criteria
mentioned below.

R 10 Flammable

— Liquid substances and preparations having a flash point equal to or greater than 21 °C,
and less than or equal o 55°C.

However, in practice it has been shown that a preparation having a flash point equal to or
greater than 21 °C and less than or equal to 55 °C need not be classified as flammable if
the preparation could not in any way support combustion and only so long as there is no
reason to fear risks to those handling these preparations or to other persons.

226. Other physico-chemical properties

Additional risk phrases shall be assigned to substances and preparations which have been classi-
fied by virtue of 2.2.1 to 2.2.5 above or by Chapters 3, 4 and § below, in accordance with the follo-
wing criteria (based on experience obtained during compilation of Annex I):

R1 Explosive when dry

For explosive substances and preparations put on the market in solution or in a wetted
form ; eg. nitrocellulose with more than 12,6 % nitrogen.

R 4 Forms very sensitive explosive :meullic compounds

For substances and preparations which may form sensitive explosive metallic derivatives, e.g.
picric acid, styphnic acid.

RS Heating may cause an explosion

For thermally unstable substances and preparations not classified as explosive, e.g. perch-
loric acid > 50 %.

R 6 Explosive with or without contact with air

For substances and preparations which are unstable at ambient temperatures, e.g. acetylene.

R7 May cause fire

For reactive substances and preparations : e.g. fluorine, sodium hydrosulphite.

R 14 Reacts violently with water

For substances and preparations which react violently with water, e.g. acetyl chloride, alkali
metals, titanium tetrachloride.

R 16 Explosive when mixed with oxidizing substances

For substances and preparations which react explosively with an oxidizing agent, e.g. red
phosphorus.

R18 In use, may form flammable/explosive vapour-air mixture

For preparations not in themselves classified as flammable, which contin volatile compo-
nents which are flammable in air.

R 19 May form explosive peroxides

For substances and preparations which may form explosive peroxides during storage, e.g.
diethyl ether, 1,4-dioxan. )
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3.1.

3.1

12

3.13.

R 30 Can become highly flammable in use

For preparations not in themselves classified as flammable, which may become flammable
due to the loss of non-flammable volatile components.

R 44 Risk of explosion if heated under confinement

For substances and preparations not in themselves classified as explosive in accordance with
2.2.1 above but which may nevertheless display explosive properties in practice if heated
under sufficient confinement. For example, certain substances which would decompose
explosively if heated in a steel drum do not show this effect if heated in less-strong contai-
ners,

For other additional risk phrases see 3.2.7.
CLASSIFICATION ON THE BASIS OF TOXICOLOGICAL PROPERTIES

Introduction

Classification is concerned with both the acute and long-term effects of these substances and
preparations, whether resulting from a single instance of exposure or repeated or prolonged expo-
sure.

1f adequate evidence is available to demonstrate in practice that the toxic effect of substances and
preparations on man is, or is likely to be different from that suggested by the experimental results
obtained in anirnal tests or by the application of the conventional method referred 1o in Anicle 3
(5) of Directive 88/379/EEC, then such substances and preparations should be classified according
to their toxicity in man. However, tests on"man should be discouraged and should not normally
be used 1o negate positive animal data. ’

The classification of substances must be made on the basis of the experimental data available in
accordance with the following criteria which take into account the magnitude of these effects :

(a) for acute toxicity (lethal and irreversible effects after a single éxposurc),- the parameters indi-
cated in Part I A of Annex VI and under 3.2.1 to 323 are to be used;

(b} for sub-acute, sub-chronic or chronic toxicity, the criteria under 3.2.2 t0 3.2.4 are to be used ;

(c) for cormrosive and irritant effects, the criteria under 32.5 and 3.2.6 are to be used;

(d) for sensitizing effects, the criteria under 323 to 326 are to be used;

(e) for specific effects on health (carcinogenic, mutagenic and teratogenic effects), the criteria in
Chapter 4 are to be used. ‘

For preparations, the classification relating to dangerous for health is carried out:

(a) on the basis of the conventional method referred to in Article 3 (5) of Directive 88/379/EEC
in the absence of experimental data. In this case, the classification is based on the individual
concentration limits : '

— either taken from Annex 1 to Directive 67/548/EEC,
hS

— or from Annex I to Directive 88/379/EEC where the substance or substances do not
appear in Annex I to Directive 67/548/EEC or appear in it without concentration limits ;.

(b) or when experimental data are available, according to the criteria described under 3.1.2. exclu-
ding the carcinogenic, mutagenic and teratogenic properties referred to under 3.1.2 {¢) which
must be evaluated by the conventional method referred to in Article 3 (S (§) to (q) of Directive
88/379/EEC.

Whichever method is used for the evaluation of the danger of a preparation, all the dangerous

" effects on health as defined in Annex I to Directive 88/379/EEC must be taken into considera-

tion.

When the classification is to be established from experimental results obtained in animal tests the
results should have validity for man in that the tests reflect, in an appropriate way, the risks to
man.
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3.2 Criteria for classification, choice of symbols, indication of danger, choice of risk

phrases
321 Very toxic

Substances 2nd preparations shall be classified as very toxic and assigned the symbol T+’ and the
indication of danger ‘very toxic’ in accordance with the criteria given in-Part I of Annex VI, as
specified below.

Risk phrases shall be assigned in accordance with the following criteria:

R 28 Very toxic if swallowed

— Acute toxicity results
LDy oral, rat: < 25 mg/kg

R 27 Very toxic in contact with skin

— Acute toxicity results
LDy, dermal, rat or rabbit: < 50 mg/kg

R 26 Very toxic by inhalation
- Acute toxicity results
LC;, inhalation, rat: < 0,5 mg/litre per 4 hours

R 39 () Danger of very serious irreversible effects

— Strong evidence that irreversible damage other than the effects referred to in Chapter 4
is likely to be caused by a single exposure by an appropriate route, generally in the
abovementioned dose range (see also 3.1.2 and 3.1.3)

322 Toxic

Substances and preparations shall be classified as toxic and assigned the symbol ‘T" and the indi-
cation of danger “toxic’ in accordance with the criteria given in Part I of Annex VI, as specified
below. Risk phrases shall be assigned in accordance with the following criteria.

R 25 Toxic if swallowed

—- Acute toxicity results -
LDy oral, rat: 25 < LDy, < 200 mglkg

R 24 Toxic in contact with skin

— Acute toxicity results
LDy dermal, rat or rabbit: 50 < LDy, < 400 mg/kg

R 23 Toxic by inhalation

— Acute toxicity results
LCy inhalation, rat: 0,5 < LCy, < 2 mgflitre per 4 hours

R 39 (") Danger of very scrious irreversible effects

— Strong evidence that irreversible damage other than the effects referred to in Chapter 4
is likely to be caused by a single exposure by an appropriate route, generally in the
abovementioned dose range (see also 3.12 and 3.1.3).

R 48 () Danger of serious damage to health by prolonged exposure

— Serious damage (clear functional disturbance or morphological change which have toxi-
cological significance) is likely to be caused by repeated or prolonged exposure by an
appropriate route.

Substances are classified at least as toxic when these effects are observed at levels of one order of
magnitude lower (ic. ten-fold) than those sct out for R 48 in 323.

) In order to indicate the route of udmlmsmuon/cxposurc the following combmmons should be used : R 39/26, R 39/27,
R 39/28, R 39/26/27, R 39/26/28, R 39/27/28, R 39/26/27/28.
() In order to indicate the route of administration/exposure one of the following combinations shall bc used : R 39/23,
R 35/24, R 39/25, R 39/23/24, R 39/23/25, R 39/24/25, R 39/23/24/25.
(™) In order 1o indicate route of administration one of the following combinations shall be used : R 48/23, R 48/
24, R 48/25, R 48/23/24, R 48/23/25, R48/24/2$ R 48/23/24/25.
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323. Harmful
Substances and preparations shall be classified as harmful and assigned the symbol ‘Xn’ and the
indication of danger ‘harmful’ in accordance with the criteria given in Part I of Annex VI, as
specified below. Risk phrases shall be assigned in accordance with the following criteria :
R 22 Harmful if swallowed
— Acute toxicity results
LDy, oral, rat: 200 < LD, < 2000 mgikg
R 21 Harmful in contact with skin
— Acute toxicity results ,
LDy, dermal, rat or rabbit: 400 < LD, < 2000 mg/kg
R 20 Harmful by inhalation
- Acute toxicity results
LC,, inhalation, rat: 2 < LC, < 20 mg/litte per 4 hours
R 40 () Possible risk of irreversible effects
— Strong evidence that irreversible damage other than the effects referred to in Chapter 4
is likely to be caused by a single exposure by an appropriate route, genenally in the
abovementioned dose range (see also 3.12 and 3.1.3).
R 42 May cause sensitization by inhalation
— If practical evidence is available which shows the substances and preparations to be
capable of inducing a sensitization reaction in humans by inhalation, at a greater
frequency than would be expected from the response of a general population.
R 48 () Danger of serious damage to health by prolonged exposure
~—— Serious damage (clear functional disturbance or morphological change which has toxico-
logical significance) is likely to be caused by repecated or prolonged exposure by an
appropriate route.
Substances are classified at least as harmful when these effects are observed at levels of the order
of :
— oral, rat < 50 mg/kg (bodyweight) per day,
— dermal, rat or rabbit < 100 mg/kg (bodyweight) per day,
- inhalation, rat < 0,25 mg/litre per 6 hours per day.
’I'hcse‘gufdc values can apply directly when severe lesions have been observed in 2 sub-chronic
(90 days) toxicity test. When interpreting the results of a sub-acute (28 days) toxicity test these
figures should be increased approximately three fold. If a chronic (two years) toxicity test is avai-
lable it should be evaluated on a case-by-case basis. If results of studies of more than one duration
are available, then those from the study of the longest duration should normally be used.
324, Comments regarding the use of R48

Use of thiis risk phrase refers to the specific range of biological effects within the terms described
below. It should be noted that the terms are not identical to the definitions of harmful and toxic
in Article 2 (2) (g) and (h) of Directive 67/548/EEC. For application of this risk phrase serious’
damage to health is to be considered to include death, clear functional disturbance or morpholo-
gical changes which are toxicologically significant. It is particularly important when these changes
are irreversible. It is also important to consider not only specific severe changes in a single organ
or biological system but also generalized changes of a less severe nature involving several organs,
or severe changes in general health status.

When assessing whether there is evidence for these typés of effects reference should be made to
the following guidelines:

() In order to indicate route of administration/exposure onc of the following combinations shall be used : R 40/20, R 40/21,
R 40/22, R 40/20/21, R 40/20/22, R 40/21/22, R 40/20/21/22.

() In order to indicate route of administration/exposure onc of the following combinations shall be used : R 48/20, R 48721,
R 48/22, R 48/20/21, R 48/20/22, R 48/21/22, R 48/20/21/22.
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1. Evidence indicating that R 48 should be applied:
(a) Substance-related deaths

() (i) Major functional changes in the central or peripheral nervous systems, including sight,
hearing and the sense of smell, assessed by clinical observations or other appropriate
methods (e.g. electrophysiology).

(ii) Major functional changes in other organ systems (for example the lung).

(c) Any consistent changes in clinical biochemistry, haematology or urinalysis parameters which
indicate severe organ dysfunction. Haematological disturbances are considered to be particu-
larly important if the evidence suggests that they are due to decreased bone marrow produc-
tion of blood cells.

(d) Severe organ damage noted on microscopic examination following autopsy.

(i) Widespread or severe necrosis, fibrosis or granuloma formation in vital organs with rege-
nerative capacity (e.g. liver). .
(ii) Severe morphological changes that are potentially reversible but are clear evidence of
marked organ dysfunction (e.g. severe fatty change in the liver, severe acute tubular neph-
rosis in the kidney, ulcerative gastritis).
(iii) Evidence of appreciable cell death in vital organs incapable of regeneration (e.g. fibrosis of
the myocardium or dying back of a nerve) or in stem cell populations (e.g. aplasia or
hypoplasia of the bone marrow).

The above evidence will most usually be cbuined from animal experiments. When considering
data derived from practical experience special attention should be given to exposure levels.

2. Evidénce indicating that R 48 should not be applied.

The use of this risk phrase is restricted to ‘serious damage to health by prolonged exposure’. A
number of substance-related effects may be observed in both humans and animals that would not
justify the use of R 48. These effects are relevant when attempting to determine a no-effect level
for a chemica! substance. Examples of well documented changes which would not nomally
justify classification with R 48, irrespective of their statistical significance, include :

(a) clinical observations or changes in bodyweight gain, food consumption or water intake, which
may have some toxicological importance but which do not, by themselves, indicate ‘serious
damage’;

(b} small changes in clinical biochemistry, haematology or urinalysis parameters which are of
- doubtful or minimal toxicological importance ;

(¢) changes in organ weights with no evidence of organ dysfunction ;

(d) adaptative responses {e.g. macrophage migration in the lung, liver hypertrophy and enzyme
induction, hyperplastic responses to irritants). Local effects on the skin produced by repeated
dermal application of a substance whihc are more appropriately classified with R 38 ‘irritating
to skin’;

(¢) where a species-specific mechanism of toxicity (e.g- specific metabolic pathways) has been
demonstrated. '

3.25. Corrosive

A substance or a preparation is considered to be corrosive if, when it is applied to healthy intact
animal skin, it produces full thickness destruction of skin tissue on at least one animal during the
test for skin irritation cited in Annex V or during an equivalent method or if the results can be
predicted, for example from strongly acid or alkaline reactions. Classification can be based on the
results of validated in wvitro tests. .

The substance or preparation shall be classified as corrosive and assigned the symbol ‘C’ and the
indication of danger ‘corrosive’. Risk phrases shall be assigned in accordance with the following
criteria :

'R 35 Causes severe bumns

— If, when applied to healthy intact animal skin, full thickness destruction of skin tissue
occurs as a result of up to three minutes exposure, or if this result can be predicted.
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R 34 Causes bumns
— 1If, when applied to healthy intact anima! skin, full thickness destruction of skin tissue
occurs as a result of up to four hours exposure, or if this result can be predicted.
326. Irritant

Non-corrosive substances and preparations shall be classified as irritant and assigned the symbol
‘Xi’ and the indication of danger ‘irritant’ in accordance with the criteda given below.

1. Inflammation of the skin

Inflammation of the skin which persists for at least 24 hours after an exposure period of up to
four hours and corresponds to the following values determined on the rabbit according to the
cutancous irritation test method cited in Annex V:

—~ the mean value of the scores for either erythema and eschar formation or cedema formation,
calculated over all the animals tested, is two or more,

— or, in the case where the Annex V test has been completed using three animals, either
erythema and eschar formation or oedema formation equivalent to a2 mean value of two or
more calculated for each animal separately has been observed in two or more animals.

In both cases all scores at each of the reading times (24, 48 and 72 hours) for an effect shéuld be
used in calculating the respective mean values.

The following risk phrase shall be assigned in accordance with the criteria given :

R 38 Irritating to skin
— If, when applied to healthy intact animal skin for up to four hours, significant inflam-
mation is caused and which persists for 24 hours or more after the end of the exposure
period.

Inflammation is significant if the mean value of the scores is two or more for either erythema and
eschar formation or oedema formation. The same shall be the case where the test has been
completed using three animals if the score for either erythema and eschar formation or cedema
formation observed in two or more animals is equivalent to the value of two or more.

2. Ocular lesion

Ocular lesions which occur withiri 72 hours after exposure and which persist for at least 24 hours
and correspond to the following values determined on the rabbit according to the eye irritation
test method cited in Annex V:

— the mean value of the scores for each type of lesion, calculated over all the animals tested, is
one of the following:

— cornea opacitytwo or more,
— iris lesion one or more, .
~— redness of conjunctivae 2.5 or more,
— oedema of conjunctivae {chemosis) two or more, or
— in the case where the Annex 'V test has been completed using three animals, either cornea
opacity, iris lesion, redness of conjunctivae or oedema of conjunctivae (chemosis) equivalent to

a mean value such as is quoted above, but calculated for each animal separately, has been
observed in two or more anirals.

In both cases all scores at each of the reading times (24, 48, 72 hours) and for an effect should be
used in calculating the respective mean values. :

The following risk phrases shall also be assigned in accordance with the criteria given:

R 36 Irritating to eyes

— If, when applied to the eye of the animal, significant ocular lesions are caused and which
persist for 24 hours or more after instillation of the test material.

Ocular lesions are significant if the means of the scores have any of the values : Cornea opacity
cqual to or greater than 2 but less than 3 ; iris lesion equal to or greater than 1 but not greater
than 1,5; redness of the conjunctivae equal to or greater than 2,5 ; oedema of the conjunctivae
(chemosis) equal to or greater than 2. The same shall be the case where the test has been
completed using three animals if the lesions, on two or more animals, are equivalent to any of the
above values except that for iris lesion the value should be equal to or greater than 1 but less than
2 and for redness of conjunctivae the value should be equal to or greater than 2.5.
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R 41 () Risk of serious damage to eyes

— If when applied to the eye of the animal severe ocular lesions are caused and which
are present 24 hours or more after instillation of the test material.

Ocular lesions are severe if the means of the scores have any of the values:

Comea opacity equal to or greater than 3 iris lesion greater than 1.5. The same shall be the case
where the test has been completed using three animals if these lesions, on two or more animals,
have any of the values:

Cornea opacity equal to or greater than 3; irs lesion equal to 2.

R 43 May cause sensitization by skin contact

~— If practical experience shows the substances and preparations to be capable of inducing
2 sensitization reaction in a substantial number of persons by skin contact, or on the
basis of a positive response in experimental animals.

In the case of the adjuvent type test method for skin sensitization detailed in Annex V or in the
case of other adjuvant-type test methods, a response of at least 30 % of the animals is considered
positive. For any other test method a response of at least 15 % of the animals is considered posi-
tive. ‘ :

R 37 Irritating to respiratory system

— Substances and preparations which cause serious irritation to the respiratory system,
based normally on practical observation. i

3.27. Other toxicological properties

Additional risk phrases shall be assigned to substances and preparations classified by virtue of
22.1 to 32.6 above and/or Chapters 4 and S, in accordance with the following criteria (based on
experience obtained during compilation of Annex I):

R 29 Contact with water liberates toxic gas

- For substances and preparations which in contact with water or damp air, ‘evolve very toxic/
toxic gases in potentially dangerous amounts, e.g. aluminium phosphide, phosphorus penta-
sulphide. _

R 31 Contact with acids liberates toxic gas

For substances and preparations which react with acids to evolve toxic gases in dangerous
amounts, e.g. sodium hypochlorite, barium polysulphide. For substances used by members
of the general public, the use of S 50 (do not mix with...... (1o be specified by the manu-
facturer)) would be more suitable.

R 32 Contact with acids liberates very toxic gas

For substances and preparations which react with acids to evolve very toxic gases in dange-
rous amounts; ¢g. salts of hydrogen cyanide, sodium azide. For substances used by
members of the general public, the use of S 50 (do not mix with... ... (to be specified by
the manufacturer)) would be more suitable.

R 33 Danger of cumulative effects
For substances and preparations when accumulation in the human body is likely and may

cause some concern which, however, is not sufficient to justify the use of R 48.

Previously assigned to substances of Annex I and preparations which were likely to cause damage
to health by prolonged exposure or which were likely to be retained and then accumulated within
the . human body. Now to be progressively replaced when appropriate by R 48.

When substances labelled with R 33 are present in preparations, R 33 shall be included in the
label at all concentrations where a label is required by the Directive on dangerous preparations.

For other risk phrases see 2.2.6.

() The of R 34 or R 35 precludes the use of R41.
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4.13.

4.1.5.

4.2.

42.1.

CLASSIFICATION ON THE BASIS OF SPECIFIC EFFECTS ON HUMAN HEALTH
Introduction

This chapter sets out the procedure for the classification of substances which may have the effects
mentioned below.

If 2 manufacturer or his representative has information available which indicates that a substance
should be classified and labelled in accordance with the criteria given in 4.2.1, 4.2.2 or 4.2.3, he or
his representative shall provisionally label the substance in accordance with these criteria, unless
the conclusions reached by the application of the criteria mentioned in 32.1 to 3.2.5 indicate the
need for a more severe classification.

The manufacturer or his representative shall submit as soon as possible a document summarizing
all relevant information to one Member State in which the substance is placed on the market.
This summary document should include a bibliography containing all relevant references, inclu-
ding any relevant unpublished data.

Furthermore, 2 manufacturer or his representative who has new data which are relevant to the
classification and labelling of a substance in accordance with the criteria given in 4.2.1, 422 or
4.23, shall submit this data as soon as possible to one Member State in which the substance is
placed on the market. :

In order to obtain as quickly as possible a harmonized classification for the Community by the
procedure defined in Aricle 21 of Directive 67/548/EEC, Member States which have relevant
information available justifying the classification of a substance in one of these categories, whether
submitted by the manufacturer or not, should forward such information together with suggestions
for classification and labelling, to the Commission as soon as possible.

The Commission will forward to the other Member States the classification and labelling proposal
that it receives. Any Member Saate may ask the Commission for the information it has received.

Any Member State which has good reason to believe that the suggested classification and labelling
is inappropriate as far as the carcinogenic, mutagenic or teratogenic effects are concemed shall
notify the Commission thereof.

The provisional labelling applied by a manufacturer or his representative shall remain valid until
the entry into force of a decision on the inclusion or non-inclusion of the substance concerned in
Annex 1.

Criteria for classification, indication of danger, choice of risk phrases
Carcinogenic substances

For the purpose of classification and labelling, and having regard to the current state of know-
ledge, such substances are divided into three categories:

Category 1

Substances known to be carcinogenic to man. There is sufficient evidence to establish a causal
association between human exposure to a substance and the development of cancer.

-

Category 2

Substances which should be regarded as if they are carcinogenic o man. There is sufficient
evidence to provide 2 strong presumption that human exposure to a substance may result in the
development of cancer, generally on the basis of :

— appropriate long-term animal studies,

— other relevant information.

. Category 3

Substances which cause concem for man owing to possible carcinogenic effects but in respect of
which the available information is not adequate for making a satisfactory assessment. There is
some evidence from appropriate animal studies, but this is insufficient to place the substance in

category 2. :
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42.1.1. The followfng symbols and specific risk phrases apply :

Categories 1 and 2:

T: R45 may cause cancer

However for substances and preparations which present a carcinogenic risk only when inhaled, for
example, as dust, vapour or fumes, (other routes of exposure e.g. by swallowing or in contact with
skin do not present any carcinogenic risk), the following symbol and specific risk phrase should
be used:

T: R 49 may cause cancer by inhalation

Category 3:
Xn; R 40 possible risk of irreversible effects

4212  Comments regarding the categorization of carcinogenic substances

The placing of a substance into category 1 is done on the basis of epidemiological data; placing
into categories 2 and 3 is based primarily on animal experiments.

For classification as a category 2 carcinogen either positive results in two animal species should be
available or clear positive evidence in one species, together with supporting evidence such as
genotoxicity data, metabolic or biochemical studies, induction of benign tumours, structural rela-
tionship with other known carcinogens, or data from epidemiological studies suggesting an associ-
ation.

Category 3 actually comprises 2 sub-categories :

(2) substances which are well investigated but for which the evidence of a tumour-inducing effects
is insufficient for classification in category 2. Additional experiments would not be expected to
yield further relevant information with respect to classification,

(b) substances which are insufficiently investigated. The available data are inadequate, but they
raise concern for man. This classification is provisional ; further experiments are necessary
before a final decision can be made.

For a distinction between categories 2 and 3 the arguments listed below are relevant which reduce
the significance of experimental tumour induction in view of possible human exposure. These
arguments, especially in combination, would lead in most cases to classification in category 3,
even though tumours have been induced in animals:

— carcinogenic effects only at very high dose levels exceeding the ‘maximal tolerated dose’. The
maximal tolerated dose is characterized by toxic effects which, although not yet reducing
lifespan, go along with physical changes such as about 10 % retardation in weight gain,

— appearance of tumours, especially at high dose levels, only in particular organs of certain
species known to be susceptible to a high spontaneous tumour formation,

— appearance of tumours, only at the site of application, in very sensitive test systems (e.g. i.p. or
s.c. application of certain locally active compounds), if the particular target is not relevant to
man,

— lack of genotoxicity in short-term tests in rvire and in vitro,

— existence of a secondary mechanism of action with the implication of a practical threshold
above a certain dose level (e.g. hormonal effets on target organs or on mechanisms of physiol-
ogical regulation, chronic stimulation of cell proliferation),

— existence of a species-specific mechanism of tumour formation (e.g. by specific metabolic
pathways) irrelevant for man.

For a distinction between category 3 and no classification arguments are relevant which exclude a
concern for man:

-~ a substance should not be classified in any of the categories if the mechanism of experimental
tumour formation is clearly identified, with good evidence that this process cannot be extrapo-
lated to man,

— if the only available tumour data are liver tumours in certain sensitive strains of mice, without
any other supplementary evidence, the substance may not be classified in any of the catego-
ties,

— patticular attention should be paid to cases where the only available tumour data are the
occurrence of neoplasms at sites and in strains where they are well known to occur spon-
tancously with a high incidence.
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422.

4221,

4222,

4.223.

Mutagenic substances

For the purposes of classification and labelling, and having regard to the current state of know-.
ledge, such substances are divided into three categories:

Category 1:

Substances known to be mutagenic to man.

There is sufficient evidence to establish a2 causal association between human exposure to a
substance and heritable genetic damage.

Category 2:

Substances which should be regarded as if they are mutagenic to man.

There is sufficient evidence to provide a strong presumption that human exposure to the
substance may result in the development of heritable genetic damage, generally on the basis of :

— appropriate animal studies,

— other rclevant information.

Category 3:

Substances which cause concern for man owing to possible mutagenic effects. There is evidence
from appropriate mutagenicity studies, but this is insufficient to place the substance in category 2.

The following symbols and specific risk phrases apply:

Category 1:

T; R 46 may cause heritable genetic damage

Category 2:

Xn; R 46 may cause heritable genetic damage

Category 3:

Xn; R 40 possible risk of irreversible effects

Comments regarding the categorization of mutagenic substances

Definition of terms:

A mutation is a permanent change in the amount or structure of the genetic material in an orga-
nism, resulting in a change of the phenotypic characteristics of the organism. The alterations may
involve a single gene, a block of genes, or a whole chromosome. Effects involving single genes
may be a consequence of effects on single DNA bases (point mutations) or of large changes,
including déletions, within the gene. Effects on whole chromosomes may involve structural or
numerical changes. A mutation in the germ cells in sexually reproducing organisms may be trans-
mitted to the offspring. A mutagen is an agent that gives rise to an enhanced occurrence of muta-
tions. :

It should be noted that substances are classified as mutagens with specific reference to inherited
genetic damage. However, the type of results leading to classification of chemicals in category 3:
‘induction of genetically relevant events in somatic cells’, is generally also regarded as an alent for
possible carcinogenic activity.

Method development for mutagenicity testing is an ongoing process. For many new tests no stan-
dardized protocols and evaluation criteria are presently available. For the evaluation of mutageni-
city data the quality of the test performance and the degree of validation of the test method have
to be considered.

Category 1:

To place a substance in category 1, positive evidence from human mutation epidemiology studies
will be needed. Examples of such substances are not known to date. It is recognized that it is
extremely difficult to obtain reliable information from studies on the incidence of mutations in
human populations, or on possible increases in their frequencies.
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Category 2:

To place 2 substance in category 2, positive results are needed from assays showing (a) mutagenic
effects, or (b) other cellular interactions relevant to mutagenicity, in germ cells of mammals in
viro, or (c) mutagenic effects in somatic cells of mammals in cire in combination with clear
evidence that the substance or a relevant metabolite reaches the germ cells.

With resp .ct to placement in category 2, at present the following methods are appropriate :

2(a) In tivo germ cell mutagenicity assays:
— specific locus mutation test,
— heritable translocation test,
— dominant lethal mutation test.

These assays actuaily demonstrate the appearance of affected progeny or a defect in the develo-
ping embryo. ’

2 (b) In vivo assays showing relevant interaction with germ cells (usually DNA):

— assays for chromosomal abnormalities, as detected by cytogenetic analysis, including
ancuploidy, caused by malsegregation of chromosomes,

— test for sister chromatid exchanges (SCE's),

— test for unscheduled DNA synthesis (UDS),

— assay of (covalent) binding of mutagen to germ cell DNA,
— assaying other kinds of DNA damage.

These assays provide evidence of a more or less indirect nature. Positive results in these assays
would normally be supported by positive results from in vive somatic cell mutagenicity assays, in
mammals or in man (see under category 3, preferably methods as under 3 (a)).

2(c) In vivo assays showing mutagenic effects in somatic cells of mammals (see under 3 (a)), in
combination with toxicokinetic methods, or other methodologies capable of demonstrating
that the compound or 2 relevatit metabolite reaches the germ cells. .

For 2 (b} and 2 (c), positive results from host-mediated assays or the demonstration of
unequivocal effects in in vitro assays can be considered as supporting evidence.

Category 3

To place a substance in category 3, positive results are needed in assays showing (a) mutagenic
effects or (b) other cellular interaction relevant to mutagenicity, in somatic cells in mammals in
vivo. The latter especially would normally be supported by positive results from in vitro mutage-
nicity assays.

For effects in somatic cells én tirg at- present the following methods are appropriate :

3(a) In vivo somatic cell mutagenicity assays:
— bone marrow micronucleus test or metaphase analysis,
~— metaphase analysis of peripheral lymphocytes,
— mouse coat colour spot test.

3 () In vivo somatic ccli DNA interaction assays :
— test for SCE's in somatic cells,
— test for UDS in somatic cells,
— assay for the (covalent) binding of mutagen to somatic cell DNA,
— assay for DNA damage, e.g. by alkaline elution, in somatic celis.

Substances showing positive results only in one or more in wvitro mutagenicity assays should
normally not be classified. Their further investigation using in vive assays, however, is strongly
indicated. In exceptional cases, eg. for a substance showing pronounced responses in several in
vitro assays, for which no relevant fn givo data are available, and which shows resemblance to
known mutagens/carcinogens, classification in category 3 could be considered.
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423. Teratogenic substances

423.1.  For the purpose of classification and labelling, and having regard to the current state of know-
ledge, such substances are divided into two categories:
Category |
Substances known to be teratogenic to man.
There is sufficient evidence to establish 2 causal association between human exposure to a
substance and subsequent non-heritable birth defects in offspring.
Category 2
Substances which should be regarded as if they are teratogenic to man.
There is sufficient evidence to provide a strong presumption that human exposure to the
substance may result in non-heritable birth defects in offspring, genesally on the basis of :
— appropriate animal studies,
— other relevant information.

4232. The following symbols and specific risk phrases apply :
Category |
T: R 47 may cause birth defects
Category 2
Xn; R 47 may cause birth defects

42.4. Procedure for the classification of preparations concerning specific effects on
health
If a preparation contains one or more substances classified with respect to the criteria laid out
above, it must be classified according to the criteria referred to in Article 3 {5) (j) to (q) of Directive
88/379/EEC (the limits of concentration are either in Annex I to this Directive, or in Annex I to
Directive 88/379/EEC where the substance or substances under consideration do not appear in
Annex | or appear in it without concentration limits).

s. CLASSIFICATION ON THE BASIS OF ENVIRONMENTAL EFFECTS

5.1

Introduction

The primary objective of classifying substances dangerous for the environment is to alert the user
to the hazards these substances present to ecosystems. Although the present criteria refer to
aquatic ecosystems it is recognized that certain substances may simultaneously or alternatively
affect other ecosystems whose constituents may range from soil microflora and microfauna to
primates.

The criteria set out below follow directly from the test methods set out in Annex V, in so far as
they are mentioned. The test methods required for the ‘base set’ referred to in Annex VII are
limited and the information derived from them may be insufficient for an appropriate classifica-
tion. Classification may require additional data derived from level 1 (Annex VIII) or other equiva-
tent studies. Furthermore, classified substances may be subject to review in the light of other new
data.

For the purposes of classification and labelling and having regard to the current state of know-
ledge such substances are divided into two groups according to their acute and/or long-term
effects in aquatic systems or their acute and/or long-term effects in non-aquatic systems. In addi-
tion those substances classified according to the criteria set out under 52.1.1. and 522 will be
assigned the symbol ‘N’ and the appropriate indication of danger after the pertinent amendment

_ to Directive 67/S48/EEC enters into force.
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s2. Criteria for classification, indication of danger, choice of risk phrases
52.1. Aquatic environment

52.1.1.  Substances shall be classified as dangerous for the environment () and assigned risk phrases in
accordance with the following criteria:

R 50 Very toxic to aquatic organisms
and

R 53 May cause long-term adverse effects in the aquatic environment

Acute toxicity : 96 hr LCy (for fish) < 1 mg/litre
or 48 hr ECy (for Daphnia) < 1 mg/litre
or 72 hr ICg () (for algae) < 1 mgl/litre

and  the substance is not readily degradable ()

or the log Pow (log octanol/water partition coefficient) > 3,0 (unless the
experimentally determined BCF < 100)

R 50 Very toxic to aquatic organisms

Acute toxicity : 96 hr LCgq (for fish) < 1 mgflitre
or 48 hr ECy, (for Daphnia) < 1 mg/litre
or 72 hr IC, (™) (for slgae) < 1 mgl/litre

R 51 Toxic to aquatic organisms
and

R 53 May cause long-term adverse effects in the aquatic environment

acute toxicity : 96 hr LCy, (for fish) 1 mg/litre < LCy < 10 mg/litre
or 48 hr ECy (for Daphnia) - 1 mg/litre < ECy < 10 mg/litre
or 72 hr 1C, () (for algac) 1 mg/litre < ICy < 10 mg/litre

and  the substance is not readily degradable (™)
or the log Pow > 3.0 (unless the experimentally determined BCF < 100)

5212, Substances shall be classified as dangerous for the environment in accordance with the criteria set
out below. Risk phrases shall also be assigned in accordance with the following criteria

R 52 Harmful to aquatic organisms
and

R 53 May cause long-term adverse effects in the aquatic environment

acute toxicity : 96 hr LC,, (for fish): 10 mgllitre < LCq < 100 mg/litre
or 48 hr EC, (for Daphnia): 10 mg/liwe < EC, < 100 mgflitre
or 72 hr IC, (™) (for algae): 10 mg/lire < IC, < 100 mg/litre

and the substance is not readily degradable (™). This criterion applies
uniess there exists additional scientific evidence concerning degrada-
tion and/or toxicity sufficient to provide an adequate assurance that
neither the substance nor its degradation products will consitute 2
potential long-term and/or delayed danger to the aquatic environment.

() After the pertinent amendment to Directive 67/548/EEC enters into force, the symbol “N” and the sppropriste indication
of danger will be assigned to these substances.

() Where it can be demonstrated in the case of highly coloured substances that algal growth is inhibited solely as a result of
a reduction in light intensity, then the 72 h 1Cq for algae should not be as 8 basis for classification.
(™) Substances are considered readily degradable if the following criteria hold true:
(A) If in 28-day biodegradation studies the following levels of degradation are achieved :
— in tests based upon dissolved organic carbon : 70 %,
— in tests based upon oxygen depletion or carbon dioxide generation : 60 % of the theoretical maxima.

These levels of biodegradation must be achieved within 10 days of the stan of degradation, which point is taken as
the time when 10 % of the substance has been degraded.

OR _

B It ita 'tshosc cases where only COD and BOD; data arc available when the ration BOD/COD is greater than or equal
1o .

OR

(C) If other convincing scientific evidence is available to demonstrate that the substance can be degraded (biotically
and/or sbiotically) in the aquatic environment to a level of > 70 % within a 28-day period.
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Such additional scientific evidence should normally be based on the studies required at level 1
(Annex VIII), or studies of equivalent valuc, and could include :

(i) a proven potential to degrade rapidly in the aquatic environment;

(ii) an absence of chronic toxicity effects at a concentration of 1,0 mg/litre, eg. 2 no-observed
effect concentration or greater than 1,0 mg/litre determined in a prolonged toxicity study with
fish or Daphnia.

At least one of the following phrases :
R 52 Harmful to aquatic organisms
R 53 May causc long-term adverse effects in the aquatic environment
Substances not falling under the criteria listed above in this chapter, but which on the basis of the
available evidence conceming their toxicity, persistence, potential to accumulate and predicted, or
observed, environmental fate and behaviour may nevertheless present a danger immediate or long-
term and/or delayed, to the structure and/or functioning of aquatic ecosystems. Poorly water
solubfe substances i.c. substances with 2 solubility of less than 1 mg/litre will be covered by this
criteria if :

(a) they are not readily degradable (°); and

() the log Pow > 3,0 (unless the experimentally determined BCF < 100).

This criterion applies unless there exists additional evidence concerning degradation and/or toxi-

city sufficient to provide an adequate assurance that neither the substance nor its degradation

products will constitute 2 potential long-term and/or delayed danger to the aquatic environment.

Such additional scientific evidence should normally be based on the studies required at level 1

(Annex VIII), or swdies of equivalent value, and could include:

(i) a proven potential to degrade rapidly in the aquatic environment;

(it} an absence of chronic toxicity effects at the solubility limit, e.g. 2 no-observed effect concen-
tration of greater than a solubility limit determined in a prolonged toxicity study with fish or
Daphnia.

5.22. Non-aquatic environment

Substances shall be classified as dangerous for the environment () in accordance with the criteria

set out below. )

At least one of the following phrases shall be assigned in accordance with the following criteria :

R 54 Toxic to fiora

R 55 Toxic to fauna

R 56 Toxic to soil organisms

R 57 Toxic to bees O

R 58 May cause long-term adverse effects in the environment

R 59 Dangerous for the ozone layer

Substances which on the basis of the available evidence conceming their toxicity, persistence,

potential to accumulate and predicted or observed environmental fate and behaviour may present

a danger, immediate or long-term and/or delayed, to the structure and/or functioning of natural

ecosystems other than those covered under 52.1 above.

() Sub es are considered readily degradable if the following criteria hold true:

(A) If in 28-day biodegradation studies the following levels of degradation are achieved :

— in tests based upon dissolved organic carbon : 70 %,
— in tests based upon oxygen depletion or carbon dioxide generation : 60 % of the theoretical maxima.
These levels of biodegradation must be achieved within 10 days of the start of degradation, which point is taken as
the time when 10 % of the substance has been degraded.

OR

(B) If in those cases where only COD snd BOD; data are available when the ration BODJ/COD is greater than or equal

to 0.5.
OR

(C) If other convincing scientific evidence is available to demonstrate that the substance can be degraded (biotically and/

or abiotically) in the aquatic environment to a level of > 70 % within s 28-day period.

() After the pertincat amendment to Directive 67/548/EEC enters into force, the symbol °N” and the appropriate indication
of danger will be assigned to these subsiances.

(™) Deuiled criteria, along with other “risk phrases will be claborated later.
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6.1.

T

CHOICE OF SAFETY ADVICE PHRASES
Safety phrases for substances and preparations

Safety advice phrases (S-phrases) shall be assigned to substances and preparations in accordance
with the following general criteria. In addition, for certain preparations, safety advice is listed in
Annex I to Directive 88/379/EEC. Whenever the manufacturer is mentioned in Chapter 6 it
refers to the person responsible for placing the substance or preparation on the market.

St Keep locked up

" — Applicability :
— Very toxic and toxic substances and preparations.
— Criteria for use:

— Recommended for very toxic and toxic substances and preparations likely to be used
by members of the general public. : '

S2 Keep out of reach of children

— Applicability :
— All dangerous substances and preparations.
— Criteria for use:
— Obligatory only for all dangerous substances and preparations likely to be used by
members of the general public or likely to be used in places to which the general

public have access unless there is no reason to fear any danger particularly to chil-
dren.

S$3 Keep in a cool place

— Applicability :

— Organic peroxides.
~— Other dangerous substances and preparations having 2 boiling point < 40 °C.

— Criteria for use:

— Obligatory for organic peroxides unless S 47 is used.

— Recommended for other dangerous substances and preparations having a boiling
point < 40°C. '

S4 Keep auway from living guarters
— Applicability :
— Very toxic and toxic substances and preparations.

— Critenia for use:

— Normally limited to very toxic and toxic substances and preparations when desirable
to supplement S 13 ; for example when there is an inhalation risk ard the substance
or preparation should be stored away from living quarters. The advice is not intended
to preclude proper use of the substance or preparation in living quarters.

S5 Keep contents under... (appropriate liquid to be specified by the manufacturer)

— Applicability :
— Spontaneously flammable solid substances and prcpamﬁons.
— Criteria for use:

— Normally limited to special cases, e.g. sodium, potassium or white phosphorous.

319



No L 180/66

Official Joumal of the European Communities

8.7.91

Sé

S7

S8

S$9

S12

Keep under... (inert gas to be specified by the manufacturer)

-— Applicability :

— Dangerous substances and preparations which must be kept under an inert atmos-
phere.

— Criteria for use:

— Normally limited to special cases, e.g. cerain organo-metallic compounds.
Keep container tightly closed

— Applicability :

— Organic peroxides.

— Substances and preparations which can give off very toxic, toxic, harmful, extremely
flammable or highly flammable vapours.

~— Substances and preparations which in contact with moisture give off highly flam-
mable gases.
— Highly flammable solids.

—- Criteria for use:
— Obligatory for organic peroxides in the combination of S 3/7/9.
— Recommended for the other fields of application mentioned above.

Keep container dry

— Applicabiliry :

— Substances and preparations which may react violently with water.

— Substances and preparations which on contact with water liberate highly flammable
gases.

— Substances and préparations which on contact with water liberate very toxic or toxic
gases.

— Criteria for use:

— Normally limited to the fields of application mentioned above when necessary to
reinforce warnings given by R 14,'R 15 in particular, and R 29.

Keep container in a well-ventilated place

— Applicability :
~— Organic peroxides.

— Volatile substances and preparations which may give off very toxic, toxic or harmful
vapours.

— Extremely flammable or highly flammable liquids and gases.
— Ciriteria for use:

— Obligatory for organic peroxides in the combination S 3/7/9.

— Recommended for volatile substances and preparations which may give off very toxic,
toxic or harmful vapours.

— Recommended for extremely flammable or highly flammable liquids or gases.
Do not keep the container sealed

— Applicability :

— Substances and preparations which will by giving off gases or vapours be liable to
burst the container.

— Criteria for use:

-— Normally limited to the special cases mentioned above.
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S13 Keep away from food, drink and animal feedingstuffs .
— Applicability :
— Very toxic, toxic and harmful substances and preparations.

— Criteria for use:

— Recommended when such substances and preparations are iikcly to be used by
members of the general public.

S 14 Keep away from... (incompatible materials to be indicated by the manufacturer)

— Applicability :
— Organic peroxides.
— Criteria for usc:
— Obligatory for and normally limited to organic peroxides. However, may be useful in
exceptional cases when incompatibility is likely to produce a particular risk.

S15 Keep auay from hear

— Applicability :

— Substances and preparations which may decompose or which may react spontaneo-
usly under the effect of heat.

— Criteria for use:

— Normally limited to special cases, e.g. monomers, but not assigned if risk phrases
R 2 R3 andfor R S have already been applied.

S 16 Keep away from sources of ignition — no smoking
— Applicability :
— Extremely flammable or highly flammable liquids and gases.

— Criteria for use:

— Recommended for the substances and preparations mentioned above but not
assigned if risk phrases R 2, R 3 and/or R 5 have already been applied.

S17 Keep away from combustible material

— Applicability :

— Substances and preparations which may form explosive or spontaneously flammable
mixtures with combustible material.

— Criteria for use:

— Available for use in special cases, eg. to emphasize R 8 and R9.
S 18 Handle and open container with care

— Applicability :
— Substances and preparations liable to produce an overpressure in the container.
— Substances and preparations which may form explosive peroxides.

— Criteria for use:

— Normally limited to the abovementioned cases when there is risk of damage 10 the
eyes and/or when the substances and preparations are likely to be used by members
of the general public.

S20 When using do not eat or drink
— Applicability :
— Very toxic, toxic and corrosive substances and preparations.

— Critena for use:

~— Normally limited to special cases {e.g. arsenic and arsenic compounds ; fluoracetates)
in particular when any of these are likely to be used by members of the general
public. )
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$21 When using do not smoke

— Applicability :
— Substances and preparations which produce toxic products on combustion.
— Criteria for use:

— Normally limited to special cases (e.g. halogenated compounds).
$22 Do not breathe dust

—_ Applicnbility:
— All solid dangerous substances and preparations.
— Criterin for use:

— Rccommended for those substances and preparations mentioned sbove which are
liable to form inhalable dusts, and when it is necessary to draw the attention of the
uscr to inhalation risks not mentioned in the risk phrases which have been ascribed.
However, may be used in exceptional cases 1o emphasize such risk phrases, in parti-
cular to emphasize R 42

$23 Do not brmtbe gas/fumesfvapaur/spray (appropriate wording to be specified by the manu-
facturer)
— Applicubility :
— All liquid or gaseous dangerous substances and preparations.
— Criterin for use:

— Reccommended when it is necessary to draw the attention of the user to inhalation
risks not mentioned in the risk phrases which have to be ascribed. However, may be
uscd in exceptional cases to emphasize such risk phrases, in parnicular to emphasize
R 42

— Rcecommended for substances and preparations in the form of aerosols which are
likely to be used by members of the general public.

S 24 Agoid contact with skin
— Applicability :
— All dangerous substances and preparations.

- Criteria for use:

— Rcvommended when it is necessary to draw the attention of the user to skin contact
risks not mentioned in the risk phrases which have to be ascribed. However, may be
uscd to emphasize such risk phrases, in pacticular to emphasize R 43.

S25 Avoid contact with eyes
— Applivability :
— Corrosive or irritant substances and preparations.

— Critena for use:

— Normally limited to special cases, i.e. when it is considered essential to emphasize
the risk to eyes denoted by use of R 34, R 35, R 36 or R 41. Thus important if these
substances and preparations are likely to be used by members of the general public
aud eye or face protection may not be available.

$26 In case ' contact with eyes, rinse immediately with plenty of water and seek medical
advice
—_— Appl'..'.{hility:
— Cutrosive or irritant substances and preparations.
— Critena for use: '

— Obligatory for corrosive substances and preparations and those to which R 41 has
aiivady been ascribed. _

— Revommended for irritant substances to which the risk phrase R 36 has already been
as.‘ribcd. |

322



8. 7. 91 Official Journal of the European Communities . No L 180769

§$27 Take off immediately all contaminated clothing

— Applicability :

— Organic peroxides.
— Very toxic, toxic or corrosive substances and .preparations.

— Criteria for use:

— Obligatory for organic peroxides.

— Recommended for very toxic and toxic substances and preparations which are easily
absorbed by the skin and for corrosive substances and preparations unless safety
phrase S 36 can be considered sufficient by itself.

S 28 After contact with skin, wash immediately with plenty of ... (to be specified by the manu-
facturer)

. — Applicability :
— Very toxic, toxic or corrosive substances and preparations.
— Criteria for use:

— Recommended for the substances and preparations mentioned above, in particular
when water is not the most appropriate rinsing fluid.

S29 Do nor empty into drains

- — Applicability :
~— Extremely or highly flammable liquids.
— Criteria for use:

"~ Recommended for those extremely or highly flammable liquids which are immiscible
with water. The intention is to avoid accidents (e.g. fire explosion) and nat to emphasize
general pollution problems.

530 Never add water to this product

— Applicability :
~— Substances and preparations which react violently with water.
~ Criteria for use:

— Normally limited to special cases (e.g. sulphuric acid) and may be used, as appro-
priate, to give the clearest possible information, either to emphasize R 14 or as an
alternative to, R 14.

S 33 Take precantionary measures againss static discharges

— Applicability :
— Extremely or highly flammable substances and preparations.
— Criteria for use:

— Recommended for substances and preparations used in industry which do not absorb
moisture. Virtually never used for substances and preparations as placed on the
market for use by members of the general public.

.

$ 34 Avoid shock and friction

,  — Applicability :
— Explosive substances and preparations.
— Criteria for use:

— Obligatory for and normally limited to explosive organic peroxides.
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S35 This material and its container must be disposed of in a safe way
— Applicability :
-— Explosive substances and preparations.
~— Very toxic and toxic substances and preparations.
— Criteria for use: ‘

. — Obligatory for explosive substances and preparations other than organic peroxides.

— Recommended for very toxic and toxic substances and preparations, particularly
when such substances and preparations are likely to be used by members of the
general public.

§$36 Wear suitable protective clothing

— Applicability :
— Very toxic, toxic or harmful substances and preparations.
— Corrosive substances and preparations.
-— Criteria for use:
— Recommended for substances and prepanations used in industry which are:

— Qery toxic, toxic or corrosive, and/or
— harmful and easily absorbed by the skin, and/or
— liable to damage health by prolonged exposure.

S$37 Wear suitable gloves

— Applicability :
— Very toxic, toxic, harmful or corrosive substances and preparations.
— Organic peroxides.
— Substances and preparations irritating to the skin.

— Criteria for use:

— Recommended for very toxic, toxic and corrosive substances and prcpamuons when
S 36 is not used (e.g. viz general public).
— Recommended for organic peroxides as combination S 37/39.

— Recommended for substances and preparations imitating to the skin particularly
when R 38 is not shown on the label.

S38 In case of insufficient ventilation wear suitable respiratory equipment
— Applicability :
— Very toxic or toxic substances and preparations.
— Criteria for use:

— Normally limited to special cases mvolvmg the use of very toxlc or toxic substances
and preparations in industry or in agriculture.

S 39" Wear eyefface protection

— Applicability :
— Organic peroxides.
— Corrosive substances and preparations, including irritants which give rise to risk of
serious damage to the eyes.
— Very toxic and toxic substances and preparations.

— Criteria for use:

— Recommended for organic peroxides as the combination S37/39.

— Recommended for the corrosive substances and preparations mentioned above, in
particular when there is 2 risk of splashing.

— Normally limited to exceptional cases for very toxic and toxic substances and prepa-
rations, where there is a nsk of splashing and they are likely to be easily absorbed by
the skin.
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S40 To clean the floor and all objects contaminated by this material use... (to be specified by
the manufacturer)

— Applicability :
— All dangerous substances and preparations.
— Criteria for use:

— Normally limited to those dangerous substances and preparations for which water is
not considered to be a suitable cleansing agent (e.g. where absorption by powdered
material, dissolution by solvent etc. is necessary) and where it is important for health
and/or safety reasons to provide a waming on the label.

S41 In case of fire and/or explosion do not breathe fumes

— Applicability :
— Dangerous substances and preparations which on combustion give off very toxic or
toxic gases.
— Criteria for usc:
— Normally limited to special cases.
S 42 During fumigation/spraying wear suitable respiratory equipment (appropriate wording to
be specified by the manufacturer)
~— Applicability :

— Substances and preparations intended for such use but which may endanger the
health and safety of the user unless proper precautions ase taken.

— Criteria for use:

— Normmally limited to special cases.

S43. In case of fire use... (indicate in the space the precise type of fire-fighting equipment. If
water increascs the risk add : Never use water) -
— Applicability :
— Extremely flammable, highly flammable and flammable substances and preparations.
— Criteria for use:

— Obligatory for substances and preparations which in contact with water or damp air,
evolve highly flammable gases.

— Recommended for extremely flammable, highly flammable and flammable
substances and preparations, particularly when they are immiscible with water.

S 44 If you feel unwell seek medical advice (show the label where possible)

— Applicability :
— Toxic substances and preparations.
— Criteria for use:

- — Obligatory for the substances and preparations mentioned above when used in
industry and not likely to be used by members of the general public.

S 4S5 In case of accdent or if you feel unwell seek medical advice immediately (show the label
where possible)

— Applicability :
— Very toxic substances and preparations.
— Toxic substances and preparations.

— Criteria for use:

— Obligatory for the very toxic substances and preparations mentioned above.

— Obligatory for toxic substances and preparations mentioned above when likely to be
used by members of the general public.
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S 46

S47

548

S$49

S50

S3s1

If swallowed, seek medical advice immediately and show this container or label

— Applicability :

— All dangerous substances and preparations other than those which are toxic or very
toxic.

—— Criteria for use:

— Obligatory for all dangerous substances and preparations mentioned above which are
likely to be used by members of the general public, unless there is no reason to fear
any danger from swallowing, particularly by children.

Keep at temperature not exceeding... °C (to be specified by the manufacturer)

— Applicability :
— Substances and preparations which become unstable at a certain temperature.
— Cniteria for use:

— Normally limited to special cases {eg- cerain organic peroxides).
Keep swetted with... (appropriate material to be specified by the manufacturer)

— Applicabiliry :

— Substances and preparations which may become very sensitive to sparks, friction or
impact if allowed to dry out.

— Criteria for use:

—- Normally limited to special cases, e.g. nitrocelluloses.
Keep only in the original .container

— Applicability :
— Substances and preparations sensitive to catalytic decomposition.
~— Criteria for use:
— Substances and preparations sensitive to catalytic decomposition e.g. certain organic
peroxides.

Do not mix with... (to be specified by the manufacturer)

— Applicability :

— Substances and preparations which may react with the specified product to evolve
very toxic or toxic gases.

— Organic peroxides.
— Criteria for use:

— Recommended for substances and preparations mentioned above which are likely to
be used by members of the general public, when it is a better alternative 1o R 31 or
R 32.

— Obligatory with certain peroxides which may give violent reaction with acceleratars
or promoters. : .

Use only in wellventilated areas

— Applicability :

— Substances and preparations likely to or intended to produce vapours, dusts, sprays,
fumes, mists, etc. which give rise to inhalation risks or to a fire or explosion risk.

~ Criteria for use:

— Recommended when use of S 38 would not be appropriate. Thus important when
such substances and preparations are likely to be used by members of the general
public.
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S 52 Not recommended for interior use on large surface areas

— Applicability :
— Volatile, very toxic, toxic and harmful substances and preparations containing them.
— Criteria for use:

— Recommended when damage to health is likely to be caused by prolonged exposure
to these substances by reason of their volatilization from large treated surfaces in the
home or other enclosed places where persons congregate.

S 53 Avoid exposure — obtain special instructions before use

— Applicability :
— Carcinogenic, mutagenic and/or teratogenic substances and preparations.
— Criteria for use:

— Obligatory for the abovementioned substances and preparations to which at least one
of the following R—phrases have been assigned: R 4S5, R 46, R 47 or R 49.

6.2 Safety phrases assigned to substances dangerous for the environment

The complexity of the environment and the variety of uses to which chemical substances are put
are such that it is not possible to specify precisely the most appropriate safety phrases. Those
assigning safety phrases should consider such supplementary information as may be provided with
the substances and select phrases from the following:

S 54 Obtain the consent of pollution control authorities before discharging to wastewater treat-
ment plants

— Applicability and criteria for use:
— Applies to substances which may affect the functioning of sewage treatment plant
processes and sludge disposal.

— Recommended for substances which are very toxic, toxic or harmful to aquatic orga-
nisms or which may cause long-term adverse effects in the aquatic environment.

— Recommended when such substances are used in industry.

S 55 Treat using the best available techniques before discharge into drains or the aquatic envi-
ronment.

— Applicability and criteria for use:

— Recommended for substances which are very toxic, toxic or harmful to aquatic orga-
nisms or substances which may cause long-term adverse effects for which treatment
techniques are available.

— Recommended when such substances are used in industry.

S 56 Do not discharge into drains or the environment, dispose 10 an authorised waste collection
point

— Applicability and criteria for use:

~— Recommended for substances which are very toxic or toxic to aquatic organisms or
which may cause long-term adverse effects in the aquatic environment.

S 57 Use appropriate containment to avoid environmental contamination

— Applicability and criterta for use:

— Recommended for substances which are very toxic or toxic to aquatic organisms and
particularly for substances which may cause long-term adverse effects in the aquatic
or non-aquatic environment.

— Substances toxic to flora, fauna, soil or other organisms.

— Recommended when such substances are used in industry.
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7.1.

7.2

7.21.

S 58 To be disposed of as hazardous waste

— Applicability and criteria for use:

— Recommended for substances which are very toxic, toxic or harmful to aquatic orga-
nisms or substances which may cause long-term adverse effects in the non-aquatic or
aquatic environment. ‘

— Recommended for substances toxic to flora, fauna, bees or other organisms.
S 59 Refer to manufacturerfsupplier for information on recovery/recycling

— Applicability and criteria for use:

— Obligatory for substances dangerous for the ozone layer.

— Recommended for substances which are toxic to flora, fauna, soi! organisms, bees or
substances which may cause long-term adverse effects in the environment.

S 60 This material and/or its container must be disposed of as hazardous waste

— Applicability and criteria for usc:

— This phrase should be used in place of S 58 in cases where contaminated containers
require disposal.

— Recommended for substances which are very toxic, toxic or harmful to aquatic orga-
nisms or substances which may cause long—term adverse effects in the non—aquatic
or aquatic environment.

— Recommended for substances toxic to flora, fauna, bees or other organisms.

LABELLING

When 2 substance or preparation has been classified the appropriate label is determined with
reference to the requirements of Article 16 of Directive 67/5S48/EEC (79/831/EEC) and Article 7
of Directive 88/379/EEC for substances and preparations respectively. This section explains how
the label is determined and, in particular, gives guidance on how to choose the appropriate risk
and safety phrases. ’

The label of a substance or a preparation should be derived from the total number of syrhbols,
risk phrases and safety phrases assigned. It is based on:

(a) the determination of the categories of danger and indications of danger;
(b) the determination and-final choice of the phrases indicating particular risks (R-phrases);
(c) the determination aid final choice of the phrases indicating safety advice (S-phrases);

(d) the tinal choice of the name or names which will appear on the label.

Choice of R-phrases

For substances, R-phrases will be selected according to the following criteria and priorities :

(a) in the case of health effects:

(i) R-phrases corresponding to the category of danger illustrated by a symbol — these phrases

must appear on the label;

(i) R-phrases corresponding to other categories of danger which are not illustrated by a
symbol by virtue of Article 16 (4) of Directive 67/548/EEC ; :

(b) in the case of danger arising from physico-chemical properties :

— the criteria described under 72.1 (a) above are applicable, except that the risk phrases
‘extremely flammable’ or ‘highly flammable’ need not be indicated where they repeat the
wording of the indication of danger used with a symbol;

(c) in the case of danger for the environment:

— the R-phrases corresponding to the classification category dangerous for the envitonment
— these phrases must appear on the iabel.
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722 For preparations, R-phrases will be selected according to the following criteria and priorities :
(a) in the case of dangers which give risc to health effects:

(i) R-phrases which correspond to the category of danger illustrated by a symbol. In certain
cases the R-phrases must be adapted according to the tables of Annex I to Directive
88/379/EEC. More specifically, the R-phrases of the constituent(s) which are responsible
for the assignment of the preparation to a danger category must appear on the label ;

{ii) R-phrases which correspond to the other categories of danger which have been attributed
to the constituents but which are not illustrated by a symbol by virtue of Aricle 7 (d) of
Directive 88/379/EEC;

(b) in the case of dangers arising from physico-chemical properties:

— the criteria described under 7.2.2 (a) are applicable, except that the risk phrases ‘extremely
flammable’ or ‘highly flammable’ need not be indicated where they repeat the wording of
the indication of danger used with a symbol.

73. Final choice of risk<and safety phrases

Although the final choice of the most appropriate risk and safety phrases is primarily governed by
the need to give all necessary information, consideration should also be given to the clarity and
impact of the label. With clarity in mind, the necessary information should be expressed in a
minimum number of phrases.

73.1. Risk phrases

As 2 general rule, applying to substances and preparations, 2 maximum of four R-phrases shall
suffice to describe the risk ; for this purpose the combined phrases listed in Annex III shall be
regarded as single phrases. However, the standard phrases must cover all the principal hazards
associated with the preparation. )

However, where there is a need to identify environmental hazards additional R-phrases shall be
added as required.

73.2. Safety phrases

The final choice of safety phrases must have regard to the risk phrases indicated on the label and
to the intended use of the substance or preparation: '

— safety phrases which give obvious advice in relation to risk phrases are generally omitted from
the label unless used to give particular emphasis to a specific warning,

— certain safety phrases, eg. S2, have particular relevance to substances and preparations
intended to be used by the public, other phrases have particular relevance to persons at work.
Phrases should be chosen with the intended use in view,

— particular attention must be given, in the choice of safety phrases, to the foreseen conditions
of use of certain substances and preparations, ¢.g. spraying or other aerosol effects,

— as a general rule, a maximum of four S-phrases shall suffice to formulate the most appropriate
safety advice ; for this purpose the combined phrases listed in Annex IV shall be regarded as
single phrases,

— in the case of danger to the environment a minimum of one and a maximum of four
S-phrases should be used,

— some R-phrases become superfluous if a careful selection is made of S-phrases and vice-versa,
S-phrases which obviously correspond to R-phrases will appear on the label only if it is
intended to emphasize a specific wamning.
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74. Chemical name(s) to be diéplaycd on the label:
(a) for substances:
the name is established according to an intemationally recognized chemical nomenclature as
defined in 14.
(b) for preparations:
the choice of the names to be displayed on the label follows the rules of Article 7 (1) (c) of
Directive 88/379/EEC.
Note
In the casc of concentrate preparations which are intended for the perfume industry:
— the person responsible for placing them on the market may :dcnufy merely the one sensiti-
zing substance judged by him to be primarily responsible for the sensitization hazard;
— in the case of a natural substance, the chemical name may be of the type : ‘essential oil of ... ",
‘extract of ... °, rather than the name of the constituents of that essential oil.
7.5. Note
It is important to remember that Annex Il of Directive 88/379/EEC has special provisions
concerning the labelling of certain preparations.
8. SPECIAL CASES: SUBSTANCES
8.1. Metals in massive form
These substances are classified in Annex I to Directive 67/548/EEC or shall be classified in accor-
dance with Article § (2) of Dircctive 67/548/EEC. However, some of these substances although
classified in accordance with Article 2 of Directive 67/548/EEC do not present a danger to human
health by inhalation, ingestion or contact with skin in the form in which they are placed on the
market. Such substances do not require a label according to Article 16 of this Directive. However,
all the information which should have appeared on the label shall be transmitted to the user by
the person responsible for placing the metal on the market.
9. SPECIAL CASES: PREPARATIONS
9.1. Gascous preparations (gas mixtures)
For gaseous preparations, consideration must be given to:
— the evaluation of the physico-chemical properties,
— the evaluation of health hazards.
9.l.1. Evaluation of physico-chemical properties
9.1.1.1.  Flammability

The flammable properties of these preparations are determined in accordance with Article 3 (2) of

Directive 88/379/EEC according to the methods specified in Part A of Annex V to Directive
67/548/EEC. These preparations will be classified according to the results of the tests carried out
and with respect to the criteria of Annex V and to the criteria of the labelling guide. However, by
derogation, in the case where gascous preparations are produced to order in small amounts, the
flammability of these gaseous mixtures can be evaluated by the following calculation method :

The expression of the gaseous mixture

AF, + ...+ AF. + ...AF. + BI, + ...BL + ... B]L,.

where : A; and B; are the molar fractions
F, flammable gas
I, inert gas
n number of inert gascs
p number of inert gases

can be transformed in a form where all the li (inert gases) are expressed by a nitrogen equivalent
using a coefficient Ki and where the equivalent content of inflammable gas A’ is expressed as

follows : i

A’ - A, x (——(A.ITOIE,E)_)
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By using the value of the maximum content of flammable gas which, in a mixture with nitrogen,
gives a composition which is not flammable in air (Tci), the following expression can be
obtained : .

Y AT <

The gas mixture is flammable if the value of the above expression is greater than one and the
preparation is classified highly flammable ; furthermore, the phrase R 12 or R 13 will be assigned
according to the case. -

Cocfficients of equivalency (Ki)

The values of the cocfficients of equivalency Ki, berween the inert gases and nitrogen and the
values of the maximum contents of flammable gas (Tci) may be found in Tables 1 and 2 of the
1SO Sundard ISO/DIS 10156.

Maximum content of flammable gas (Tci)

The value of the maximum coatent of flammable gas {Tci) may be found in Table 2 of the ISO
Standard ISO/DIS 10156. When a Tci value for a flammable gas does not appear in the above
standard, the corresponding lower explosivity limit (LEL) will be used. If no LEL value exists, the
valuc of Tci will bc set at 1% by volumc

Remarks

— The expression above can be used to allow an appropriate labelling of gaseous preparations,
however, it should not be regarded as 2 method for replacing experimentation for the determi-
nation of technical safety parameters.

— Furthermore, this expression gives no information as to whether a mixture containing oxidi-
zing gases can be prepared safely. When estimating flammability these oxidizing gases are not
taken into account.

— The expression above will give reliable results only if the flammable gases do not influence
each other as far as their flammability is concemed. This has to be considered, e.g. with halo- -
genated hydrocarbons.

9.1.12.  Oxidizing properties
Given the fact that Annex V to Directive 67/548/EEC does not contain. 2 method to determine
the oxidizing properties of gaseous mixtures, the evaluzuon of these properties must be realized
according to the followmg estimation method.
The principle of the method is comparison of the oxidizing potential of gases in 2 mixture with
that of the oxidizing potential of oxygen in air. The concentrations of gases in the mixture are
expressed in % vol.

It is considered that the gas mixture is as oxidant as or more oxidant than air, if the following

condition is verified :
2‘ xC, > 21

where : x; is the concentration of gas i in % vol
Ci is the coefficient of oxygen equivaiency

In this case, the preparation is classified as oxidizing and the phrasc R 8 will be assigned.
Coefficients of equivalency between oxidizing gases and oxygen

The coefficients used in the calculation to determine the oxidizing capacity of certain gases in a
mixture with respect to the oxidizing capacity of oxygen in air, listed under 52 in the ISO Stan-
dard ISO/DIS 10156, are the following.

0, 1
N,O 0,6

When no value for the C; coefficient exists for a gas in the cited standard a value of 40 is attri-
buted to this coefficient.
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9.12. Evaluation of the health effects

This cvaluation of the dangers of a preparation for health is made according to Article 3 3)-

When the cvaluation of the health hazards is made according to the conventional method
desceibed in Article 3 (5) of Directive 88/379/EEC by reference to individual concentration limits,
the individual concentration limits to be used are expressed in per cent by volume and appear :

— cither in Annex T to Directive 67/548/EEC for the gas(es) considered,

1 Aunex | to Directive 88/379/EEC, Tables I A to VI A, when the gas(es) considered are

— oris
o Aunex 1. or appear there without concentration limits.

not

9.13. Labelling
For mohilc gas holders the requirements concerning labelling are considered to be satisfied when
they arc in agreement with Article 8 (5) (b). )

However, by way of derogation from Article 8 (1) and (2), for gas cylinders with a water capacity of
less than or equal to 150 litres, the format and dimensions of the label can follow the prescrip-
tions of the 1SO Standard ISO/DP 7225. In this case, the label can bear the generic name or
industrial/commercial name of the preparation provided that the dangerous component

substances of the preparation are shown on the body of the gas cylinder in a clear and indelible

way.

9.2. Alloys, preparations containing polymers, preparations containing elastomers

Thesc prepantions shall be classified according to the requirements of Article 3 and labelied

according to the requirements of Article 7 of Directive 88/379/EEC.

However some of these preparations although classified in accordance with Article 3 (3) do not
prescnt a danger to human health by inhalation, ingestion or contact with skin in the form in
which they are placed on the market. Such preparations do not require a label according to
Article 7: however all the information which would have appeared on the label shall be trans-
mitted to the professional user by means of an information system in a format foreseen in Article

10 of the abovementioned Directive.

COMMISSION STATEMENT

With regard to 4.1.5, and in particular to the last paragraph of 4.1.5, the Commission states that,
should it envisage making use of the procedure of Article 21 of Directive 67/548/EEC, it is
prepared to consult in advance appropriate experts designated by Members States and having
special qualifications with respect to either carcinogenicity, mutagenicity or teratogenicity.

This consultation will take place in the framework of the normal consultation procedure with
wd/or in the framework of existing committees. The same will be the case

national experts at T
dy included in Annex I must be reclassified in respect of their carcino-

when substances alrea
genic, mutagenic Of teratogenic effects.
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tion of records must be submitted. The
reporting period will be specified by
the letter or notice but in no case will
such reporting period be less than 45
days from the date of the letter or the
effective date of the notice.

(¢) How to report. When required to
report, firms must submit copies of

records (preferably by certified mail)

to: Document Processing Center (TS-
790) Rm. 1L-100, Office of Toxic Sub-
stances, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. ATTN: 8(c) Allegations.

(Approved by the Office of Management
and Budget under control number 2070-

0017)

{48 FR 38187, Aug. 22, 1983, as amended at
49 FR 23183, June 5, 1984; 52 FR 20084,
May 29, 1987; 53 FR 12523, Apr. 15, 19{38]

§717.19 Confidentiality.

(a) Any person submitting copies of
records may assert a business confi-
dentiality claim covering all or part of
the submitted information. Any infor-
mation covered by a claim will be dis-
closed by EPA only as provided in pro-
cedures set forth at Part 2 of this title.

(b) If no claim accompanies a docu-
ment at the time it is submitted to
EPA, the document will be placed in
an open file available to the public
without further notice to the respond-
ent.

(2) To asset a claim of confidential-
ity for information contained in a sub-
mitted record, the respondent must
submit two copies of the document.

(1) One copy must be complete. In
that copy, the respondent must indi-
cate what information, if any, is
claimed as confidential by marking the
specific information on each page with
a label such as ‘“‘confidential”, “propri-
etary’’, or ‘‘trade secret” and brxefly
. state the basis of the claim.

(2) If some information is claimed as
confidential, the respondent must
submit a second copy of the record.
The second copy must be complete,
except that all information claimed as
confidential in the first copy must be
deleted.

(3) The first copy will be for internal
use by EPA. The second copy will be
placed in an open file to be available

L T S E
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(4) Failure to furnish a second cecpy
when information is claimed as confi-
dential in the first copy will be consid-
ered a presumptive waiver of the claim
of confidentiality. EPA will notify the
respondent by certified mail that a
finding of a presumptive waiver of the
claim of confidentiality has been
made. The respondent will be given 30
days from the date of receipt of notifi-
cation to submit the required second
copy. If the respondent fails to submit
the second copy within the 30 days,
EPA will place the first copy in the
public file.

PART 720—PREMANUFACTURE
NOTIFICATION

Subpart A—General Provisions

Sec.
720.1 Scope.
720.3 Definitions.

Subpart B—Applicability

720.22 Persons who must report.

720.25 Determining whether a chemical
substance is on the Inventory.

720.30 Chemicals not subject to notifica-
tion requirements. -

720.36 Exemption for research and devel-
opment.

720.38 Exemptions for test marketing.

Subpart C—Notice Form

720.40 General.

720.45 Information that must be included
in the notice form.

720.50 Submission of test data and other
data concerning the health and environ-
mental effects of a substance

720.57 Imports.

Subpart D—Disposition of Notices

720.60 General.

720.62 Notice that notification is not re-
quired.

720.65 Acknowledgment of receipt of a
notice; errors in the notice; incomplete
submissions; false and misleading state-
ments.

720.70 Notice in the FEDERAL REGISTER.

720.75 Notice review period.

720.78 Recordkeeping.

Subpart E—Confidentiality and Public Access
to Information

720.80 General provisions.
72085 Chemical identity.
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Sec.

720.87 Categories or proposed categories of
uses of a new chemical substance.

720.90 Data from health and safety stud-

ies.
720.95 Public file.

Subpart F—Commencement of Manufacture or
Ilmport

720.102 Notice of commencement of manu-
facture or import.

Subpart G—Compliance and Inspections

720.120 Compliance.
720.122 Inspections.

APPENDIX A—PREMANUFACTURE NOTICE FOR
NEW CHEMICAL SUBSTANCES

AUTHORITY: 15 U.S.C. 2604, 2607, and 2613.

SoURCE: 48 FR 21742, May 13, 1983, unless
otherwise noted.

Subpart A—General Provisions

§720.1 Scope.

This part establishes procedures for
the reporting of new chemical sub-
stances by manufacturers and import-
ers under section 5 of the Toxic Sub-
stances Control Act, 15 U.S.C. 2604.
The rule defines the persons and
chemical substances subject to the re-
porting requirements, prescribes the
contents of section 5 notices, and es-
tablishes procedures for submitting
notices. The rule also establishes EPA
policy regarding claims of confiden-
tiality for, and public disclosure of,
various categories of information sub-
mitted in connection with section 5 no-
tices.

(Approved by the Office of Management
and Budget under control number 2070-
0012) ‘

§720.3 Definitions.

(a)(1) For the purposes of this part,
the terms ‘‘cosmetic,” ‘‘device,”
“drug,” *“food,” and ‘“food additive”
have the meanings contained in the
Federal Food, Drug, and Cosmetic Act,
21 U.S.C. 321 et seq., and the regula-
tions issued under it. In addition, the
term “food” includes poultry and poul-
try products, as defined in the Poultry
~ Products Inspection Act, 21 U.S.C. 453
et seq.; meats and meat food products,
as defined in the Federal Meat Inspec-
tion Act, 21 U.S.C. 60 et seq.; and eggs
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and egg products, as defined in the
Egg Products Inspection Act, 21 U.S.C.
1033 et seq.

(2) The term ‘“pesticide” has the
meaning contained in the Federal In-
secticide, Fungicide, and Rodenticide
Act, 7 U.S.C. 136 el seq. and the regu-
lations issued under it.

(3) The terms ‘“byproduct material,”
“source material,” and ‘“special nucle-
ar material” have the meanings con-
tained in the Atomic Energy Act of .
1954, 42 U.S.C 2014 et seq. and the reg-
ulations issued under it.

(b) “Act” means the Toxic Sub-
stances Control Act, 15 U.S.C. 2601 et
seq. <

(c) “Article” means a manufactured
item (1) which is formed to a specific
shape or design during manufacture,
(2) which has end use function(s) de-
pendent in whole or in part upon its
shape or design during end use, and
(3) which has either no change of
chemical composition during its end
use or only those changes of composi-
tion which have no commercial pur-
pose separate from that of the article
and that may occur as described in
§ 720.36(gx5), except that fluids and
particles are not considered articles re-
gardless of shape or design.

(d) “Byproduct” means a chemical
substance produced without a separate
commercial intent during the manu-
facture, processing, use, or disposal of
another chemical substance or mix-
ture.

(e) “Chemical substance” means any
organic or inorganic substance of a
particular molecular identity, includ-
ing any combination of such sub-
stances occurring in whole or in part
as a result of a chemical reaction or
occurring in nature, and any chemical
element or uncombined radical, except
that “chemical substance” does not in-
clude:

(1) Any mixture.

(2) Any pesticide when manufac-
tured, processed, or distributed in com-
merce for use as a pesticide.

(3) Tobacco or any tobacco product.

(4) Any source material, special nu-
clear material, or byproduct material.

(5) Any pistol, firearm, revolver,
shells, or cartridges.

(6) Any food, food additive, drug,
cosmetic, or device, when manufac-
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tured, processed or distributed in com-
merce for use as a food, food additive,
drug, cosmetic, or device.

(f) “Commerce’” means trade, traffic,
transportation, or other commerce (1)
between a place in a State and any
place outside of such State, or (2)
which affects trade, traffic, transpor-
tation, or commerce between a place in
a State and any place outside of such
State.

(g) “Customs territory of the United
States’” means the 50 States, Puerto
Rico, and the District of Columbia.

(h) “Director” means the Director of
the EPA Office of Toxic Substances.

(i) “Distribute in commerce” means
to sell in commerce, to introduce or de-
liver for introduction into commerce,
or to hold after introduction into com-
merce.

(j) “EPA” means the U.S. Environ-
mental Protection Agency.

(k) “Health and safety study’” or
“study’’ means any study of any effect
of a chemical substance or mixture on
health or the environment or on both,
including underlying data and epide-
miological studies, studies of occupa-
tional exposure to a chemical sub-
stance or mixture, toxicological, clini-
cal, and ecological, or other studies of
a chemical substance or mixture, and
any test performed under the Act.
Chemical identity is always part of a
health and safety study.

(1) Not only is information whxch
arises as a result of a formal, disci-
plined study included, but other infor-
mation relating to the effects of a
chemical substance or mixture on
health or the environment is also in-
cluded. Any data that bear on the ef-
fects of a chemical substance on
health or the environment would be
included.

(2) Examples include:

(i) Long- and short-term tests of mu-
tagenicity, carcinogenicity, or terato-
genicity; data on behavioral disorders;
dermatoxicity; pharmacological ef-
fects; mammalian absorption, distribu-
tion, metabolism, and excretion; cumu-
lative, additive, and synergistic effects;
acute, subchronic, and chronic effects;
and structure/activity analyses.

(ii) Tests for ecological or other envi-
ronmental effects on invertebrates,
fish, or other animals, and plants, in-
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cluding: Acute toxicity tests, chronic
toxicity tests, critical life stage tests,
behavioral tests, algal growth tests,
seed germination tests, plant growth
or damage tests, microbial function
tests, bioconcentration or bioaccumu-
lation tests, and model ecosystem (mi-
crocosm) studies.

(iii) Assessments of human and envi-
ronmental exposure, including work-
place exposure, and impacts of a par-
ticular chemical substance or mixture
on the environment, including surveys,
tests, and studies of: Biological, photo-
chemical, and chemical degradation;
air, water, and soil transport; biomag-
nification and bioconcentration; and
chemical and physical properties, e.g.,
boiling point, vapor pressure, evapora-
tion rates from soil and water, octa-
nol/water partition coefficient, and
water solubility.

(iv) Monitoring data, when they
have been aggregated and analyzed to
measure the exposure of humans or
the environment to a chemical sub-
stance or mixture.

(v) Any assessments of risk to health
and the environment resulting from
the manufacture, processing, distribu-
tion in commerce, use, or disposal of
the chemical substance.

(I) “Importer” means any person
who imports a chemical substance, in-
cluding a chemical substance as part
of a mixture or article, into the cus-
toms territory of the United States.
“Importer” includes the person pri-
marily liable for the payment of any
duties on the merchandise or an au-
thorized agent acting on his or her
behalf. The term also includes, as ap-
propriate:

- (1) The consignee.

(2) The importer of record.

(3) The actual owner if an actual
owner’s' declaration and superseding
bond has been filed in accordance with
19 CFR 141.20; or

(4) The transferee, if the right to
draw merchandise in a bonded ware-
house has been transferred in accord-
ance with Subpart C of 19 CFR Part
144. (See “principal importer.”)

(m) “Impurity” means a chemical
substance which 1is unintentionally
present with another chemical sub-
stance.
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(n) “Intermediate” means any chem-

ical substance that is consumed, in
whole or in part, in chemical reactions
used for the intentional manufacture
of another chemical substance(s) or
mixture(s), or that is intentionally
present for the purpose of altering the
rates of such chemical reactions.

(0) “Inventory” means the list of
chemical substances manufactured or
processed in the United States that
EPA compiled and keeps current
under section 8(b) of the Act.

(p) “Known to or reasonably ascer-
tainable by” means all information in
a person’s possession or control, plus
all - information that a reasonable
person similarly situated might be ex-
pected to possess, control, or know.

(q) “Manufacture’” means to produce
or manufacture in the United States
or import into the customs territory of
the United States.

(r) “Manufacture or import for com-
mercial purposes’ means:

(1) To import, produce, or manufac-
ture with the purpose of obtaining an
immediate or eventual commercial ad-
vantage for the manufacturer or im-
porter, and includes, among other
things, “manufacture’” of any amount
of a chemical substance or mixture;:

(i) For commercial distribution, in-
cluding for test marketing.

(ii) For use by the manufacturer, in-
cluding use for product research and
development or as an intermediate.

(2) The term also applies to sub-
stances that are produced coinciden-
tally during the manufacture, process-
ing, use, or disposal of another sub-
stance or mixture, including byprod-
ucts that are separated from that
other substance or mixture and impu-
rities that remain in that substance or
mixture. Byproducts and impurities
without separate commercial value are
nonetheless produced for the purpose
of obtaining a commercial advantage,
since they are part of the manufacture
of a chemical -substance for commer-
cial purposes.

(s) “Manufacture solely for export”
means to manufacture or import for
commercial purposes a chemical sub-
stance solely for export from the
United States under the following re-
strictions on activities in the United
States:
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(1) Distribution in commerce is limit-
ed to purposes of export or processing
solely for export as defined in § 721.3
of this chapter.

(2) The manufacturer or importer,
and any person to whom the substance
is distributed for purposes of export or
processing solely for export (as de-
fined in § 721.3 of this chapter), may
not use the substance except in small .
quantities solely for research and de-
velopment in accordance with § 720.36.

(t) “Manufacturer” means a person
who imports, produces, or manufac-
tures a chemical substance. A person
who extracts a component chemical
substance from a previously existing
chemical substance or a complex com-
bination of substances is a manufac-
turer of that component chemical sub-
stance. A person who contracts with a
manufacturer to manufacture or
produce a chemical substance is also a
manufacturer if (1) the manufacturer
manufactures or produces the sub-
stance exclusively for that person, and
(2) that person specifies the identity
of the substance and controls the total
amount produced and the basic tech-
nology for the plant process.

(u) “Mixture” means any combina-
tion of two or more chemical sub-
stances if the combination does not
occur in nature and is not, in whole or
in part, the result of a chemical reac-
tion; except “mixture” does include (1)
any combination which occurs, in
whole or in part, as a result of a chem-
jcal reaction if the combination could
have been manufactured for commer-
cial purposes without a chemical reac-
tion at the time the chemical sub-
stances comprising the combination
were combined, and if all of the chemi-
cal substances comprising the combi-
nation are not new chemical sub-
stances, and (2) hydrates of a chemical
substance or hydrated ions formed by
association of a chemical substance
with water, so long as the nonhydrat-
ed form is itself not a new chemical
substance.

(v) “New chemical substance” means
any chemical substance which is not
included on the Inventory.

(w) “Nonisolated intermediate”
means any intermediate that is not in:
tentionally removed from the equip-
ment in which it is manufactured, in-
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cluding the reaction vessel in which it

“is manufactured, equipment which is
ancillary to the reaction vessel, and
any equipment through which the
chemical substance passes during a
continuous flow process, but not in-
cluding tanks or other vessels in which
the substance is stored after its manu-
facture.

(x) “Person” means any natural
person, firm, company, corporation,
joint-venture, partnership, sole propri-
etorship, association, or any other
business entity, any State or political
subdivision thereof, any municipality,
any interstate body, and any depart-
ment, agency or instrumentality of the
Federal Government.

(y) “Possession or control” means in
possession or control of the submitter,
or of any subsidiary, partnership in
which the submitter is a general part-
ner, parent company, or any company
or partnership which the parent com-
pany owns or controls, if the subsidi-
ary, parent company, or other compa-
ny or partnership is associated with
the submitter in the research, develop-
ment, test marketing, or commercial
marketing of the chemical substance
in question. (A parent company owns
or controls another company if the
parent owns or controls 50 percent or
more of the cther company’s voting
stock. A parent company owns or con-
trols any partnership in which it is a
general partner). Information is in-
cluded within this definition if it is:

(1) In files maintained by submit-
ter's employees who are:

(i) Associated with research, develop-
ment, test marketing, or commercial
marketing of the chemical substance
in question.

(ii) Reasonably likely to have such
data.

(2) Maintained in the files of other
agents of the submitter who are asso-
ciated with research, development,
test marketing, or commercial market-
ing of the chemical substance in ques-
tion in the course of their employment
as such agents.

(z) “Principal importer” means the
first importer who, knowing that a
new chemical substance will be im-
ported rather than manufactured do-
mestically, specifies the identity of the
chemical substance and the total
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amount to be imported. Only persons
who are incorporated, licensed, or
doing business in the United States
may be principal importers.

(aa) “Process’” means the prepara-
tion of a chemical substance or mix-
ture, after its manufacture, for distri-
bution in commerce (1) in the same
form or physical state as, or in a dif-
ferent form or physical state from,
that in which it was received by the
person so preparing such substance or
mixture, or (2) as part of a mixture or
article containing the chemical sub-
stance or mixture.

(bb) “Processor’” means any person
who processes a chemical substance or
mixture.

(cc) “Small quantities solely for re-
search and development” (or ‘‘small
quantities solely for purposes of scien-
tific experimentation or analysis or

"chemical research on, or analysis of,

such substance or another substance,
including such research or analysis for
the development of a product’) means
quantities of a chemical substance
manufactured, imported, or processed
or proposed to be manufactured, im-
ported, or processed solely for re-
search and development that are not
greater than reasonably necessary for
such purposes.

(dd) “State’” means any State of the
United States and the District of Co-
lumbia, the Commonwealth of Puerto
Rico, the Virgin Islands, Guam, the
Canal Zone, American Samoa, the
Northern Mariana Islands, and any
other territory or possession of the
United States. _ '

(ee) “Technically qualified individ-
ual” means a person or persons (1)
who, because of education, training, or
experience, or a combination of these
factors, is capable of understanding
the health and environmental risks as-
sociated with the chemical substance
which is used under his or her supervi-
sion, (2) who is responsible for enfore-
ing appropriate methods of conducting
scientific experimentation, analysis, or
chemical research to minimize such
risks, and (3) who is responsible for
the safety assessments and clearances
related to the procurement, storage,
use, and disposal of the chemical sub-
stance as may be appropriate or re-
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quired within the scope of conducting
a research and development activity.

(ff) “Test data’” means data from a
formal or informal test or experiment,
including information concerning the
objectives, experimental methods and
materials, protocols, results, data anal-
yses, recorded observations, monitor-
ing data, measurements, and conclu-
sions from a test or experiment.

(gg) “Test marketing” means the dis-
tribution in commerce of no more
than a predetermined amount of a
chemical substance, mixture, or article
containing that chemical substance or
mixture, by a manufacturer or proces-
sor, to no more than a defined number
of potential customers to explore
market capability in a competitive sit-
uation during a predetermined testing
period prior to the broader distribu-
tion of that chemical substance, mix-
ture, or article in commerce.

(hh) “United States,” when used in
the geographic sense, means all of the
States.

[48 FR 21742, May 13, 1983, as amended at
51 FR 15101, Apr. 22, 19861]

Subpart B—Applicability

§720.22 Persons who must report.

(a)(1) Any person who intends to
manufacture a new chemical sub-
stance in the United States for com-
mercial purposes must submit a notice
unless the substance is excluded under
§ 720.30.

(2) If a person contracts with a man-
ufacturer to manufacture or produce a
new chemical substance, and (i) the
manufacturer manufactures or pro-
duces the substance exclusively for
that person, and (ii) that person speci-
fies the identity of the substance, and
controls the total amount produced
and the basic technology for the plant
process, that person must submit the
notice. If it is unclear who must
report, EPA should be contacted to de-
termine who must submit the notice.

(3) Only manufacturers that are in-
corporated, licensed, or doing business
~in the United States may submit a
notice.

(b)(1) Any person who intends to
import a new chemical substance into
the United States for commercial pur-
poses must submit a notice, unless the
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substance is excluded under § 720.30 or
unless the substance is imported as
part of an article.

(2) When several persons are in-
volved in an import transaction, the
notice must be submitted by the prin-
cipal importer. If no one person fits
the principal importer definition in a
particular transaction, the importer
should contact EPA to determine who
must submit the notice for that trans-
action.

§720.25 Determining whether a chemical
substance is on the Inventory.

(a) A new chemical substance is a
chemical that is not on the Inventory.

(b)(1) A chemical substance is listed
on the Inventory by specific chemical
name if its identity is not confidential.
If its identity is confidential, it is
listed by specific name in the confi-
dential portion of the Inventory. The
confidential chemical substance is also
listed on the public Inventory by a ge-
neric name which masks the specific
identity. A person who intends to man-
ufacture or import a chemical sub-
stance not listed on the Inventory by
specific chemical name may ask EPA
whether the substance is included on
the confidential Inventory. EPA will
answer such an inquiry only if EPA
determines that the person has a bona
fide intent to manufacture or import
the chemical substance for commercial
purposes. _

(2) To establish a bona fide intent to
manufacture or import a chemical sub-
stance, the person who proposes to
manufacture or import the substance
must submit to EPA: '

(i) The specific chemical identity of
the substance that the person intends
to manufacture or import.

(ii) A signed statement that the
person intends to manufacture or
import that chemical substance for -
commercial purposes.

(iii) A description of the research
and development activities conducted
to date, and the purpose for which the
person will manufacture or import the
chemical substance.

(iv) An elemental analysis.

(v) Either an X-ray diffraction pat-
tern (for inorganic substances), a mass
spectrum (for most other substances),
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or an infrared spectrum of the particu-
lar chemical substance, or if such data
do not resolve uncertainties with re-
spect to the identity of the chemical
substance, additional or alternative
spectra or other data to identify the
substance.

(3) If an importer cannot provide all
the information required by para-
graph (b)2) of this section because it
is claimed confidential business infor-
mation by its foreign manufacturer or
supplier, the foreign manufacturer or
supplier may supply the information
directly to EPA.

(4) EPA will review the information
submitted by the proposed manufac-
turer or importer under this para-
graph to determine whether it has a
bona fide intent to ‘manufacture or
import the chemical substance. If nec-
essary, EPA will compare this informa-
tion either to the information request-
ed for the confidential chemical sub-
stance under § 710.7(eX2)v) of this
chapter or the information requested
under § 720.85(b)(3)(iii).

(5) If the proposed manufacturer or
importer has shown a bona fide intent
to manufacture or import the sub-
stance, and provide sufficient unam-
biguous chemical identity information
so EPA can make a conclusive determi-
nation of the chemical substance’s In-
ventory status, EPA will search the
confidential Inventory and inform the
proposed manufacturer or importer
whether the chemical substance is on
the confidential Inventory.

(6) If the chemical substance is
found on the confidential Inventory,
EPA will notify the person(s) who
originally reported the chemical sub-
stance that another person has dem-
onstrated a bona fide intent to manu-
facture or import the substance and
therefore was told that the chemical
substance is on the Inventory.

(7) A disclosure of a confidential
chemical identity to a person with a
bona fide intent to manufacture or
import the particular chemical sub-
stance will not be considered a public
disclosure of confidential business in-
formation under section 14 of the Act.

(8) EPA will answer an inquiry on
whether a particular chemical sub-
stance is on the confidential Inventory
within 30 days after receipt of a com-
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plete submission under paragraph
(b)(2) of this section.

(Approved by the Office of Management
and Budget under control number 2070-
0012)

§720.30 Chemicals not subject to notifica-
tion requirements.

The following substances are not
subject to the notification require-
ments of this part:

(a) Any substance which is not a
“chemical substance” as defined in
§ 720.3Ce).

(b) Any mixture as defined in
§ 720.3(u).}

(c) Any new chemical substance
which will be manufactured or import-
ed in small quantities solely for re-
search and development under
§ 720.36.

(d) Any new chemical substance
which will be manufactured or import-
ed solely for test-marketing purposes
under an exemption granted under
§ 720.38.

(e) Any new chemical substance
manufactured solely for export if,
when the substance is distributed in
commerce:

(1) The substance is labeled in ac-
cordance with section 12(a)X(1)(B) of
the Act.

{(2) The manufacturer knows that
the person to whom the substance is
being distributed intends to export it
or process it solely for export as de-
fined in § 721.3 of this chapter.

(f) Any new chemical substance
which is manufactured or imported
under the terms of a rule promulgated
under section 5(h)(4) of the Act.

(g) Any byproduct if its only com-
mercial purpose is for use by public or
private organizations that (1) burn it
as a fuel, (2) dispose of it as a waste,
including in a landfill or for enriching
soil, or (3) extract component chemi-
cal substances from it for commercial
purposes. (This exclusion only applies
to the byproduct; {t does not apply to

'A new chemical substance that is manu-
factured or imported as part of a mixture is
subject to the requirements of this part.
This exclusion applies only to a mixture as
a whole and not to any chemical substances
which are part of the mixture.
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the component substances extracted
from the byproduct.)

(h) The chemical substances de-
scribed below: (Although they are
manufactured for commercial pur-
poses under the Act, they are not man-
ufactured for distribution in com-
merce as chemical substances per se
and have no commercial purpose sepa-
‘rate from the substance, mixture, or
article of which they are a part.)

(1) Any impurity.

(2) Any byproduct which is not used
for commercial purposes.

(3) Any chemical substance which
results from a chemical reaction that
occurs incidental to exposure of an-
other chemical substance, mixture, or
article to environmental factors such
as air, moisture, microbial organisms,
or sunlight.

(4) Any chemical substance which
results from a chemical reaction that
occurs incidental to storage or disposal
of another chemical substance, mix-
ture, or article.

(5) Any chemical substance which
results from a chemical reaction that
occurs upon end use of another chemi-
cal substance, mixture, or article such
as an adhesive, paint, miscellaneous
cleanser or other housekeeping prod-
uct, fuel additive, water softening and
treatment agent, photographic film,
battery, match, or safety flare, and
which is not itself manufactured or
imported for distribution in commerce
or for use as an intermediate.

(6) Any chemical substance which
results from a chemical reaction that
~ occurs upon use of curable plastic or

rubber molding compounds, inks,
drying oils, metal finishing com-
pounds, adhesives, or paints, or any
other chemical substance formed
during the manufacture of an article
destined for the marketplace without
further chemical change of the chemi-
cal substance except for those chemi-
cal changes that occur as described
elsewhere in this paragraph.

(7) /Any chemical substance which
results from a chemical reaction that
occurs when (i) a stabilizer, colorant,
odorant, antioxidant, filler, solvent,
carrier, surfactant, plasticizer, corro-
sion inhibitor, antifoamer or de-
foamer, dispersant, precipitation in-
hibitor, binder, emulsifier, deemulsi-
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fier, dewatering agent, agglomerating
agent, adhesion promoter, flow modi-
fier, pH neutralizer, sequesterant, co-
agulant, flocculant, fire retardant, lu-
bricant, chelating agent, or quality
control reagent functions as intented,
or (ii) a chemical substance, which is
intended solely to impart a specific
physiochemical characteristic, func-
tions as intended.

(8) Any nonisolated intermediate.

(i) Any chemical substance which is
manufactured solely for non-commer-
cial research and development pur-
poses. Non-commercial research and
development purposes include scientif-
ic experimentation, research, or analy-
sis conducted by academic, govern-
ment, or independent not-for-profit re-
search organizations (e.g., universities,
colleges, teaching hospitals, and re-
search institutes), unless the activity
is for eventual commercial purposes.

{48 FR 21742, May 13, 1983, as amended at
51 FR 15101, Apr. 22, 1986]

§720.36 Exemption for research and de-
velopment.

(a) This part does not apply to a
chemical substance if the following
conditions are met:

(1) The chemical substance is manu-

- factured or imported only in small

quantities solely for research and de-
velopment.

(2) The manufacfturer or importer
notifies all persons in its employ or to
whom it directly distributes the chem-
ical substance, who are engaged in ex-
perimentation, research, or analysis on
the chemical substance, including the
manufacture, processing, use, trans-
port, storage, and disposal of the sub-
stance associated with research and
development activities, of any risk to
health, identified under paragraph (b)
of this section, which may be associat-
ed with the substance. The notifica-
tion must be made in accordance with
paragraph (c) of this section.

(3) The chemical substance is used
by, or directly under the supervision
of, a technically qualified individual.

(b)(1) To determine whether notifi-
cation under paragraph (a)(2) of this
section is required, the manufacturer
or importer must review and evaluate
the following information to deter-
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mine whether there is reason to be-
lieve there is any potential risk to
health which may be associated with
the chemical substance:

(i) Information in its possession or
control concerning any significant ad-
verse reaction by persons exposed to
the chemical substance which may
reasonably be associated with such ex-
posure. ‘

(ii) Information provided to the
manufacturer or importer by a suppli-
er or any other person concerning a
health risk believed to be associated
with the substance.

(iii) Health and environmental ef-
fects data in its possession or control
concerning the substance.

(iv) Information on health effects
which accompanies any EPA rule or
order issued under sections 4, 5, or 6 of
the Act that applies to the substance
and of which the manufacturer or im-
porter has knowledge.

(2) When the research and develop-
ment activity is conducted solely in a

laboratory and exposure to the chemi--

cal substance is controlled through
the implementation of prudent labora-
tory practices for handling chemical
substances of unknown toxicity, and
any distribution, except for purposes
of disposal, is to other such laborato-
ries for further research and develop-
ment activity, the information speci-
fied in paragraph (b)(1) of this section
need not be reviewed and evaluated.
(For purposes of this paragraph, a lab-
oratory is a contained research facility
where relatively small quantities of
chemical substances are used on a
non-production basis, and where ac-
tivities involve the use of containers
for reactions, transfers, and other han-
dling of substances designed to be
easily manipulated by a single individ-
ual.) :

(c)(1) The manufacturer or importer
must notify the persons identified in
paragraph (a)(2) of this section by
means of a container labeling system,
conspicuous placement of notices in
areas where exposure may occur, writ-
ten notification to each person poten-
tially exposed, or any other method of
notification which adequately informs
persons of health risks which the
manufacturer or importer has reason
to believe may be associated with the
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substance, as determined under para-
graph (b)(1) of this section.

(2) If the manufacturer or importer
distributes a chemical substance man-
ufactured or imported under this sec-
tion to persons not in its employ, the
manufacturer or importer must in
written form:

(i) Notify those persons that the
substance is to be used only for re-
search and development purposes.

(ii) Provide the notice of health risks
specified in paragraph (c)(1) of this
section. :

(3) The adequacy of any notification
under this section is the responsibility
of the manufacturer or importer.

(d) A chemical substance is not
exempt from reporting under this part
if any amount of the substance, in-
cluding as part of a mixture, is proc-
essed, distributed in commerce, or
used, for any commercial purpose
other than research and development,
except where the chemical substance
is processed, distributed in commerce,
or used only as an impurity or as part
of an article.

(e) Quantities of the chemical sub-
stance, or of mixtures or articles con-
taining the chemical substance, re-
maining after completion of research
and development activities may be:

(1) Disposed of as a waste in accord-
ance with applicable Federal, state,
and local regulations, or

(2) Used for the following commer-
cial purposes: )

(i) Burning it as a fuel.

(ii) Reacting or otherwise processing
it to form other chemical substances .
for commercial purposes, including ex-
sub-
stances.

(f) Quantities of research and devel-
opment substances existing solely as
impurities in a product or incorporat.
ed into an article, in accordance with
paragraph (d) of this section, and
quantities of research and develop-
ment substances used solely for com-
mercial purposes listed in paragraph
(e) of this section, are not subject to
the requirements of paragraphs (a),
(b), and (c¢) of this section, once re-
search and development activities
have been completed.

(g) A person who manufactures or
imports a chemical substance in small
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quantities solely for research and de-
velopment is not required to comply
with the requirements of this section
if the person’s exclusive intention is to
perform research and development ac-
tivities solely for the purpose of deter-
mining whether the substance can be
used as a pesticide.

(51 FR 15102, Apr. 22, 1986]

§720.38 Exemptions for test marketing.

(a) Any person may apply for an ex-
emption to manufacture or import a
new chemical substance for test mar-
keting, EPA may grant the exemption
if the person demonstrates that the
chemical substance will not present an
unreasonable risk to .injury to health
or the environment as a result of the
test marketing. :

(b) Persons applying for.a test-mar-
keting exemption should provide the
following information:

(1) All existing data regarding
health and environmental effects of
the chemical substance, including
physical/chemical properties or, in the
absence of such data, a discussion of
toxicity based on structure-activity re-
lationships (SAR) and relevant data
on chemical analogues.

(2) The maximum quantity of the
chemical substance which the appli-
cant will manufacture or import for
test marketing.

(3) The maximum number of per-
sons who may be provided the chemi-
cal substance during test marketing.

(4) The maximum number of per-
sons who may be exposed to the chem-
ical substance as a result of test mar-
keting, including information regard-
ing duration and route of such expo-
sures.

(5) A description of the test-market-
ing activity, including its length and
how it can be distinguished from fuli-
scale commercial production and re-
search and development.

(¢c) In accordance with section
5(h)(6) of the Act, after EPA receives
an application for exemption under
this section, the Agency will file with
the Office of the Federal Register a
notice containing a summary of the in-
formation provided in the application,
to the extent it has not been claimed

- confidential.
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(d) No later than 45 days after EPA
receives an application, the Agency
will either approve or deny the appli-
cation. Thereafter, EPA will publish a
notice in the FEDERAL REGISTER ex-
plaining the reasons for approval or
denial.

(e) In approving an application for
exemption, EPA may impose any re-
strictions necessary to ensure that the
substance will not present an unrea-
sonable risk of injury to health and
the environment as a result of test
marketing.

(Approved by the Office of Management
and Budget under control number 2070-
0012

Subpart C—Notice Form

§720.40 General.

(a) Use of the mnotice form. Each
person who is required by Subpart B
to submit a notice must complete, sign,
and submit a notice containing the in-
formation in the form and manner set
forth in EPA Form No. 7710-25 ? under
Appendix A of this part. Except as
otherwise provided in Subpart C, each
notice must be submitted with all ref-
erenced attachments. The information
on the form and all attachments
(unless the attachment appears in the
open scientific literature) must be in
English. All information submitted
must be true and correct.

(b) When to submit a notice. Each
person who is required to submit a
notice must submit the notice at least
90 calendar days before manufacture
or import of the new chemical sub-
stance for commercial purposes begins.

(c) Where to submit a notice. Each
person who submits a notice must
submit it to the address listed on the
notice form. ‘

(d) GQGeneral mnolice requirements.
Each person who submits a notice
must provide the information de-
scribed in § 720.45 and specified on the
notice form, to the extent such infor-
mation is known to or reasonably as-

2Copies may be obtained from: Industry
Assistance Office (TS-799), Office of Toxic
Substances, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460, '
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certainable by the submitter. In ac-
cordance .with §720.50, the notice
must also include any test data in the
submitter’'s possession or control and
descriptions of other data which are
known to or reasonably ascertainable
by the submitter and which concern
the health and environmental effects
of the new chemical substance.

(e) Agency or joint submissions. (1)
A manufacturer or importer may des-
ignate an agent to submit the notice.
Both the manufacturer or importer
and the agent must sign the certifica-
tion on the form. .

(2) A manufacturer or importer may
authorize another person, (e.g., a for-
eign manufacturer or supplier, or a
toll manufacturer) to report some of
the information required in the notice
to EPA on its behalf. If separate por-
tions of a joint notice are not submit-
ted together, the submitter should in-
dicate which information will be sup-
plied by another person and identify
that person. The other person must
submit the information on the appro-
priate part of the notice form. The
manufacturer or importer and any
other person supplying the informa-
tion must sign the certification provid-
ed on their respective notice forms.

(3) If EPA receives a submission
which does not include information re-
quired by this rule, which the submit-
ter indicates that it has authorized an-
other person to provide, the notice
review period will not begin until EPA
receives that information.

(f) New information. During the
notice review period, if the submitter
possesses, controls, or knows of new in-
formation that materially adds to,
changes, or otherwise makes signifi-
cantly more complete the information
included in the notice, the submitter
must that information to the address
listed on the notice form within ten
days of receiving the new information,
but no later than five days before the
end of the notice review period. The
new submission must clearly identify
the submitter and the notice to which
the new information is related. If the
new information becomes available
during the last five days of the notice
review period, the submitter must im-
mediately inform its EPA contract for
that notice by telephone.
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(g) Chemical substances subject to a
section ¢ test rule. (1) Except as pro-
vided in paragraph (g)(3) of this sec- .
tion, if (i) A person intends to manu-
facture or import a new chemical sub-
stance which is subject to the notifica-
tion requirements of this part, and (i)
The chemical substance is subject to a
test rule promulgated under section 4
of the Act before the notice is submit-
ted, section 5(bX(1) of the Act requires
the person to submit the test data re-
quired by the testing rule with the
notice. The person must submit the
data in the form and manner specified
in the test rule and in accordance with
§ 720.50. If the person does not submit
the test data, the submission is incom-
plete and EPA will follow the proce-
dures in § 720.65.

(2) If EPA has granted the subm:iter
an exemption under section 4(c) of the
Act from the requirement to conduct
tests and submit data, the submitter
may not submit a notice until EPA re-
ceives the test data.

(3) If EPA has granted the submitter
an exemption under section 4{(c) of the
Act and if another person previously
has submitted the test data to EPA,
the exempted person may either
submit the test data or provide the fol-
lowing information as part of the
notice:

(i) The name, title, and address of
the person who submitted the test
data to EPA.

(ii) The date the test data were sub-
mitted to EPA.

(iii) A citation for the test rule.

(iv) A description of the exemption
and a reference identifying it.

(h) Chemical substances subject to a
seclion 5(b)(¢) rule. (1) If a person (i)
intends to manufacture or import a
new chemical substance which is sub-
ject to the notification requirements
of this part and which is subject to a
rule issued under section 5(b)(4) of the
Act; and (ii) is not required by a rule
issued under section 4 of the Act to
submit test data for the substance
before the submission of a notice, the
person must submit to EPA data de-
scribed in paragraph (h)(2) of this sec-
tion at the time the notice is submit-
ted. v
(2) Data submitted under paragraph
(h)1) of this section must be data
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which the person submitting the
notice believes show that the manu-
facture, processing, distribution in
commerce, use and disposal of the sub-
stance, or any combination of such ac-
tivities, will not present an unreason-
able risk of injury to health or the en-
vironment.

(Approved by the Office of Management
and Budget under control number 2070-
0012)

§720.45 Information that must be includ-
ed in the notice form.

Each person who submits a notice
must include the information specified
in the notice form to the extent it is
known to or reasonably. ascertainable
by the submitter. However, no person
is required to include information
which relates solely to exposure of
human or ecological populations out-
side of the United States. The notice

form requires the following informa-’

tion relating to the manufacture, proc-
essing, distribution in commerce, use,
and disposal of the new chemical sub-
stance:

(a)(1) For substances whose composi-
tion can be represented by a definite
structural diagram (Class 1 sub-
stances), the notice must provide the
chemical name (preferably Chemical
Abstracts Service (CAS) or Interna-
tional Union of Pure and Applied
Chemistry (JUPAC) nomenclature),
the molecular formula, CAS Registry
Number (if available), and a structural
diagram.

. (2) For chemical substances that

cannot be fully represented by a struc-
tural diagram (Class 2 substances), the
notice must provide the chemical
name, the CAS Registry Number (if
available), and molecular formula. The
notice must identify the immediate
precursors and reactants by name and
CAS Registry Number (if the number
is available). The notice must include
a partial or incomplete structural dia-
gram if possible. Chemical names for
such substances should be developed
according to the guidelines in the
TSCA Chemical Substance Inventory,
Initial Inventory, Volume 1.

(3) For polymers, the notice must
identify monomers and other reac-
tants used in the manufacture of the
polymer by chemical name and CAS
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Registry Number (if available). The
notice must indicate the typical per-
cent of each monomer and other reac-
tant in the polymer (by weight per-
cent of total polymer); the maximum
residual of each monomer present in
the polymer; and a partial or incom-
plete structural diagram, if possible.
The notice must provide estimates of
the minimum number-average molecu-
lar weight of the polymer and the
amount of low weight species below
500 and below 1,000 molecular weight
and describe how the estimates were
obtained. '

(b) The impurities anticipated to be
present in the substance by name,
CAS Registry number, and weight per-
cent of the total substance.

(¢) Known synonyms or trade names
of the new chemical substance.

(d) A description of the byproducts
resulting from the manufacture, proc-
essing, use, and disposal of the new
chemical substance.

(e) The estimated maximum amount
to be manufactured or imported
during the first year of production and
the estimated maximum amount to be
manufactured or imported during any
12-month period during the first three
years of production.

(f) A description of intended catego-
ries of use by function and application,
the estimated percent of production
volume devoted to each category of
use, and the percent of the new sub-
stance in the formulation for each
commercial or consumer use.

(g) For sites controlled by the sub-
mitter:

(1) The identity of sites where the
new substance will be manufactured,
processed, or used.

(2) A process description of each
manufacture, processing, and use oper-
ation which includes a diagram of the
major unit operations and chemical
conversions, the identity and entry
point of all feedstocks, and the points
of release of the new chemical sub-
stance.

(3) Worker exposure information, in-
cluding worker activities, physical
form of the new substance to which
workers may be exposed, the number
of workers, and the duration of activi-
ties.
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(4) Information on release of the
new substance to the environment, in-
cluding the quantity and media of re-
lease and type of control technology
used.

(h) For sites not controlled by the
submitter, a description of each type
of processing and use operation involv-
ing the new chemical substance, in-
cluding identification of the estimated
number of processing or use sites, situ-
ations in which worker exposure to
and/or environmental release of the
new chemical substance will occur, the
number of workers exposed and the
duration of exposure, and controls
which limit worker exposure and envi-
ronmental release.

§ 720.50 Submission of test data and other
data concerning the health and envi-
ronmental effects of a substance.

(a) Test data on the new chemical
substance in the possession or control
of the submitter. (1) Except as provid-
ed in paragraph (d) of this section,
each notice must contain all test data
in the submitter’s possession or con-
trol which are related to the effects on
health or the environment of any
manufacture, processing, distribution
in commerce, use, or disposal of the
new chemical substance or any mix-
ture or article containing the new
chemical substance, or any combina-
tion of such activities. This includes
test data concerning the new chemical
substance in a pure, technical grade,
or formulated form.

(2) A full report or standard litera-
ture citation must be submitted for
the following types of test data:

(i) Health effects data.

(ii) Ecological effects data.

(iii) Physical and chemical proper-
ties data.

(iv) Environmental fate characteris-
tics.

(v) Monitoring data and other test
data related to human exposure to or
environmental release of the chemical
substance.

(3)1) If the data do not appear in
the open scientific literature, the sub-
mitter must provide a full report. A
full report includes the experimental
methods and materials, results, discus-
sion and data analysis, conclusions,
roforenres and the name and address

347

40 CFR Ch. | (7-1-90 Edition)

of the laboratory that developed the
data.

(ii) If the data appear in the open
scientific literature, the submitter
need only provide a standard litera-
ture citation. A standard literature ci-
tation includes author, title, periodical
name, date of publication, volume, and

page numbers.

(4)(i) If a study, report, or test is in-
complete when a person submits a
notice, the submitter must identify
the nature and purpose of the study;
name and address of the laboratory
developing the data; progress to date;
types of data collected; significant pre-
liminary results; and anticipated com-
pletion date.

(ii) If a test or experiment is com-
pleted before the notice review period
ends, the person must submit the
study, report, or test to the address
listed on the notice form, as specified
in paragraph (a)3)i) of this section,
within ten days of receiving it, but no
later than five days before the end of
the review period. If the test or experi-
ment is completed during the last five
days of the review period, the submit-
ter must immediately inform its EPA
contact for that notice by telephone.

(5) For test data in the submitter's
possession or control which are not
listed in paragraph (a)(2) of this sec-
tion, a person is not required to submit
a complete report. The person must
submit a summary of the data. If EPA
S0 requests, the person must submit a
full report within ten days of the re-
quest, but no later than five days
before the end of the review period.

(6) All test data described_by para-
graph (a) are subject to these require-
ments, regardless of their age, quality,
or results.

(b) Other data concerning the health
and environmental effects of the new
chemical substance that are known to
or reasonably ascertainable by the sub-
mitler. (1) Except as provided in para-
graph (d) of this section, any person
who submits a notice must describe
the following data, including any data
from a health and safety study, if the
data are related to the effects on
health or the environment of any
manufacture, processing, distribution
in commerce, use, or disposal of the
new chemical substance, of any mix-



Environmental Protection Agency

ture or article containing the new
chemical substance, or of any combi-
nation of such activities:
(i) Any data, other than test data, in
the submitter's possession or control.
(ii) Any data, including test data,

which are not in the submitter’'s pos- -

session or control, but which are
known to or reasonably ascertainable
by the submitter. For the purposes of
this section, data are known to or rea-
sonably ascertainable by the submitter
if the data are known to any of its em-
ployees or other agents who are associ-
ated with the research and develop-
ment, test marketing, or commercial
marketing of the substance.

(2) Data that must be described in-
clude data concerning the new chemi-
cal substance in a pure, technical
grade, or formulated form.

(3) The description of data reported
under this paragraph must include:

(i) If the data appear in the open sci-
entific literature, a standard literature
citation, which includes the author,
title, periodical name, date of publica-
tion, volume, and pages.

(ii) If the data are not contained in
the open scientific literature, a de-
scription of the type of data and sum-
mary of the results, if available, and
the names and addresses of persons
the submitter believes may have pos-
session or control of the data.

(4) All data described by this para-
graph are subject to these require-
ments, regardless of their age, quality,
or results; and regardless of whether
they are complete at the time the
notice is submitted.

(c) [Reserved]

(d) Data that need not be submit-
ted—(1) Data previously submitted to
EPA. (i) A person need not submit any
data previously submitted to EPA with
no claims of confidentiality if the
notice includes the office or person to
whom the data were submitted, the
date of submission, and, if appropri-
ate, a standard literature citation as
specified in paragraph (a)(3Xii) of this
section.

(ii) For data previously submitted to
EPA with a claim of confidentiality,
the person must resubmit the data
with the notice and any claim of confi-
dentiality, under § 720.80.
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(2) Efficacy data. This part does not
require submission of any data related
solely to product efficacy. This does
not exempt a person from submitting
any of the data specified in paragraph
(a), (b), or (¢) of this section.

(3) Non-U.S. exposure dala. This
part does not require submission of
any data which relates only to expo-
sure of humans or the environment
outside the United States. This does
not exclude nonexposure data such as
data on health effects (including epi-
demiological studies), ecological ef-
fects, physical and chemical proper-
ties, or environmental fate characteris-
tics.

{48 FR 21742, May 13, 1983, as amended at
51 FR 15102, Apr. 22, 1986]

§720.57 Imports.

(a) Except as otherwise provided in
this section, the provisions of this Sub-
part C apply to each person who sub-
mits a notice for a new chemcial sub-
stance which he or she intends to
import for a commercial purpose. In
addition, each importer must comply
with this section.

(b) EPA will hold the principal im-
porter, or the importer that EPA de-
termines must submit the notice when
there is no principal importer under
§ 720.22(b)(2), liable for complying
with this part, for completing the
notice form and for the completeness
and truthfulness of all information
which it submits.

Subpart D—Disposition of Notices

§ 720.60 General.

This subpart establishes procedures
that EPA will follow in reviewing no-
tices.

§720.62 Notice that notification is not re-
quired.

When EPA receives a notice, EPA
will review it to determine whether
the chemical substance is subject to
the requirements of this part. If EPA
determines that the chemical sub-
stance is not subject to these require-
ments, EPA will notify the submitter
that section 5 of the Act does not pre-
vent the manufacture or import of the
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substance and that the submission is
not a notice under this part.

(Approved by the Office of Management
and Budget under control number 2070-
0012)

§720.65 Acknowledgment of receipt of a
notice; errors in the notice; incomplete
submissions; false and misleading
statements,

(a) Notification to submiiler. EPA
will acknowledge receipt of each
notice by sending the submitter a
letter that identifies the premanufac-
ture notice number assigned to the
new chemical substance and the date
on which the review period begins.
The review period will begin on the
date the notice is received by the
Office of Toxic Substances Document
Control Officer. The acknowledgment
does not constitute a finding by EPA

that the notice, as submitted, is in

compliance with this part.

(b) Errors in the notice. (1) Within
30 days of receipt of the notice, EPA
may request that the submitter
remedy errors in the notice. The fol-
lowing are examples of such errors:

(i) Failure to date the notice form.

(i1) Typographical errors that cause
data to be misleading or answers to
any questions to be unclear.

(iii) Contradictory information.

(iv) Ambiguous statements or infor-
mation.

(2) In the request to correct the
notice, EPA will explain the action
which the submitter must take to cor-
rect the notice. .

(3) If the submitter fails to correct
the notice within 15 days of receipt of
the request, EPA may extend the
notice period under section (5)c¢) of
the Act, in accordance with § 720.75(c¢).

(c) Incomplele submissions. (1) A
submission is not complete, and the
notification period does not begin, if:

(i) The wrong person submits the
notice form.

(ii) The submitter does not sign the
notice form.

(iii) Some or all of the information
in the notice or the attachments are
not in English, except for published
scientific literature.

(iv) The submitter does not use the
notice form.
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(v) The submitter does not provide
information that is required by section
S5(dX1XB) and (C) of the Act andg
§ 720.50. _ '

(vi) The submitter does not provide
information required on the notice
form and by § 720.45 or indicate that it
is not known to or reasonably ascer-
tainable by the submitter.

(vii) The submitter does not submit
a second copy of the submission with
all confidential information deleted
for the public file, as required by
§ 720.80(b)(2).

(viii) The submitter does not include
any information required by section
S(bX1) of the Act and pursuant to a
rule promulgated under section 4 of
the Act, as required by § 720.40(g).

(ix) The submitter does not submit
data which the submitter believes
show that the chemical substance will
not present an unreasonable risk of
injury to health or the environment, if
EPA has listed the chemical substance
under section 5(b)(4) of the Act, as re-
quired in § 720.40(h).

(2)(0) If EPA receives an incomplete
submission, the Director, or his or her
delegate, will notify the submitter
within 30 days of receipt that the sub-
mission is incomplete and that the
notice review period will not begin
until EPA receives a complete notice.

(ii) If EPA obtains additional infor-.
mation during the notice review period
that indicates the original submission
was incomplete, the Director, or his or
her delegate, may declare the submis-
sion incomplete within 30 days after

EPA obtains the additional informa-

tion and so notify the submitter.

(3) The notification that a submis-
sion is incomplete under paragraph
(c)2) () or (ii) of this section will in-
clude:

(i) A statement of the basis of EPA’s
determination that the submission is
incomplete.

(ii) The requirements for correcting
the incomplete submission.

(iii) Information on procedures
under paragraph (c)(4) of this section
for filing objections to the determina-
tion or requesting modification of the
requirements for completing the sub-
mission.

(4) Within ten days after receipt of
notification by EPA that a submission
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is incomplete, the submitter may file
written objections Trequesting that
EPA accept the submission as a com-
plete notice or modify the require-
ments necessary to complete the sub-
mission.

(5)Xi) EPA will consider the objec-
tions filed by the submitter. The Di-
rector, or his or her delegate, will de-
termine whether the submission was
complete or incomplete, or whether to
modify the requirements for complet-
ing the submission. EPA will notify
the submitter in writing of EPA’s re-
sponse within ten days of receiving the
objections.

(ii) If the Director, or his or her del-
egate, determines, in response to the
objection, that the submission was
complete, the notice review period will
be deemed suspended on the date EPA
declared the notice incomplete, and
will resume on the date that the
notice is declared complete. The sub-
mitter need not correct the notice as
EPA originally requested. If EPA can

complete its review within 90 days

from the date of the original submis-
sion, the Director, or his or her dele-
gate, may inform the submitter that
the running of the review period will
resume on the date EPA originally de-
clared it incomplete.

(iii) If the Director, or his or her del-
egate, modifies the requirements for
completing the submission or concurs
with EPA's original determination, the
notice review period will begin when
EPA receives a complete notice.

(d) Materially false or misleading
statements. If EPA discovers at any
time that person submitted materially
false or misleading statements in the
notice, EPA may find that the notice
was incomplete from the date it was
submitted, and take any other appro-
priate action.

§720.70 Notice in the Federal Register.

(a) Filing of FEDERAL REGISTER
notice. In accordance with section
5(d)(2) of the Act, after EPA receives a
notice, EPA will file with the Office of
the Federal Register a notice includ-
ing the information specified in para-
graph (b) of this section.

(b) Contents of notice. (1) In the
public interest, the specific chemical
identity listed in the notice will be
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published in the FEDERAL REGISTER
unless the submitter has claimed
chemical identity confidential. If the
submitter claims confidentiality, a ge-
neric name will be published in accord-
ance with § 720.85(a)(3).

(2) The categories of use of the new
chemical substance will be published
as reported in the notice unless this
information is claimed confidential. If
confidentiality is claimed, the generic
information which is submitted under
§ 720.87(b) will be published.

(3) A list of data submitted in ac-
cordance with § 720.50(a) will be pub-
lished. In addition, for test data sub-
mitted in accordance with § 720.40(g),
a summary of the data will be pub-
lished. |

(4) The submitter’s identity will be
published, unless the submitter has
claimed it confidential.

§720.75 Notice review period.

(a) Length of notice review period.
The notice review period specified in
section 5(a) of the Act runs for 90 days
from the date the Document Control
Officer for the Office of Toxic Sub-
stances receives a complete notice, or
the date EPA determines the notice is
complete under § 720.65(c), unless the
Agency extends the period under sec-
tion 5¢c) of TSCA and paragraph (¢) of
this section.

(b) Suspension of the running of the
notice review period. (1) A submitter
may voluntarily suspend the running
of the notice review period if the Di-
rector or his or her delegate agrees. If
the Director does not agree, the review
period will continue to run, and EPA
will notify the submitter. A submitter
may request a suspension at any time
during the notice review period. The
suspension must be for a specified
period of time.

(2) A request for suspension may be
made in writing to the TSCA Docu-
ment Processing Center (TS-790), Rm.
L-100, Office of Toxic Substances, En-
vironmental Protection Agency, 401 M
St., SW., Washington, DC 20460. The
suspension also may be made orally,
including by telephone, to the submit-
ter’'s EPA contact for that notice. EPA
will send the submitter a written con-
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firmation that the suspension has
been granted.

(i) An oral request may be granted
for 15 days only. To obtain a longer
suspension, the Document Control Of-
ficer for the Office of Toxic Sub-
stances must receive written confirma-
tion of the oral request. The notice
review period is suspended as of the
date of the oral request.

(ii) If the submitter has not made a
previous oral request, the running of
the notice review period is suspended
as of the date of receipt of the written
request by the Document Control Of-
ficer for the Office of Toxic Sub-
stances.

(¢c) Ezxtension of nolice review
period. (1) At any time during the
notice review period, EPA may deter-
mine that good cause exists to extend
the notice review period specified in
paragraph (a) of this section.

(2) If EPA makes such a determina-
tion, EPA will: - '

(i) Notify the submitter that EPA is
extending the notice review period for
a specified length of time, and state
the reasons for the extension.

(ii) Issue a notice for publication in
the FEeEDERAL REGISTER which states
that EPA is extending the notice
review period and gives the reasons for
the extension. .

(3) The initial extension may be for
a period of up to 90 days. If the initial
extension is for less than 90 days, EPA
may make additional extensions. How-
ever, the total period of extensions
may not exceed 90 days for any notice.

(4) The following are examples of
situations in which EPA may find that
good cause exists for extending the
notice review period:

(i) EPA has reviewed the notice and
.determined that there is a significant
possibility that the chemical substance
will be regulated under section 5(e) or
section 5(f) of the Act, but EPA is
unable to initiate regulatory action
within the initial 90-day period.

(ii) EPA has reviewed the submission
and is seeking additional information.

(iii) EPA has received significant ad-
ditional information during the notice
review period.

(iv) The submitter has failed to cor-
rect a notice after receiving EPA’s re-
quest under § 720.65(b).
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(d) Notice of expiration of notice
review period. EPA will notify the sub-
mitter that the notice review period
has expired or that EPA has complet-
ed its review of the notice. Expiration
of the review period does not consti-
tute EPA approval or certification of
the new chemical substance, and does
not mean that EPA may not take reg-
ulatory action against the substance in
the future. After expiration of the
statutory notice review period, in the
absence of regulatory action by EPA
under section 5(e), 5(f), or 6(a) of the
Act, the submitter may manufacture
or import the chemical substance even
if the submitter has not received
notice of expiration.

(e} Withdrawal of a notice by the
submitter. (1) A submitter may with-
draw a notice during the notice review
period. A statement of withdrawal
must be made in writing to the TSCA
Document Processing Center (TS-
790), Rm. 1-100, Office of Toxic Sub-
stances, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. The withdrawal is effective
upon receipt of the statement by the
Document Control Officer.

(2) If a manufacturer or importer
which withdrew a notice later resub-
mits a notice for the same chemical
substance, a new notice review period
begins. :

(Approved by the Office of Management
and Budget under control number 2070-
0012)

[48 FR 21742, May 13, 1983, as amended at
63 FR 12523, Apr. 15, 1988]

§720.78 Recordkeeping.

(a) Any person who submits a notice
under this part must retain documen:
tation of information in the notice, in-
cluding (1) other data, as defined in
§ 720.50(b), in the submitter’'s posses-
sion or control; and (2) records of pro-
duction volume for the first three
years of production or import, the
date of commencement of manufac
ture or import, and documentation of
this information. This information
must be retained for five years from
the date of commencement of manu- -
facture of import.

(b)(1) Persons who manufacture or
import a chemical substance under
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§720.36 must retain the following
records: ,

(i) Copies of, or citations to, informa-
tion reviewed and evaluated under
§ 720.36(b)(1) to determine the need to
make any notification of risk.

(ii) Documentation of the nature
and method of notification under
§ 720.36(c)(1) including copies of any
labels or written notices used.

(iii) Documentation of prudent labo-
ratory practices used instead of notifi-
cation and evaluation under
§ 720.36(b)(2).

(iv) The names and addresses of any
persons other than the manfacturer or
importer to whom the substance is dis-
tributed, the identity of the substance
to the extent known, the amount dis-
tributed, and copies of the notifica-
tions required under § 720.36(c)(2).
These records are not required when
substances are distributed as impuri-
ties or incorporated into an article, in
accordance with paragraph (d) of this
section.

(2) A person who manufactures or
imports a chemical substance under
§'720.36 and who manufactures or im-
ports the substance in quantities
greater than 100 kilograms per year
must retain records of the identity of
the substance to the extent known,
the production volume of the sub-
stance, and the person’s disposition of
the substance. The person is not re-
quired to maintain records of the dis-
position of products containing the
substance as an impurity or of articles
incorporating the substances.

(3) Records under this paragraph
must be retained for 5 years after they
are developed. ’

(¢c) Any person who obtains a test-
marketing exemption under this part
must retain documentation of infor-
mation in the application and docu-
mentation of compliance with any re-
strictions imposed by EPA when it
granted the application. This informa-
tion must be retained for five years
from the final date of manufacture or
import under the exemption.

(Approved by the Office of Management
and Budget under control number 2070-
0012) -

{48 FR 21742, May 13, 1983; 48 FR 33872,
July 26, 1983, as amended at 51 FR 15102,
Apr. 22, 19863}
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Subpart E—Confidentiality and Public
Access to Information

§720.80 General provisions.

(a) A person may assert a claim of
confidentiality for any information
which he or she submits to EPA under

this part.
(b) Any claim of confidentiality
must accompany the information

when it is submitted to EPA.

(1)Xi) For information submitted on
the notice form, the claim(s) must be
asserted on the form in the manner
prescribed on the notice form. _

(ii) When a person submits informa-
tion in an attachment, the claim(s)
must be asserted in the attachment as
described on the notice form.

(2) The person must submit two

copies of each notice form and any at-
tachments if any information is
claimed confidential. . _
- (i) One copy of the form and attach-
ments must be complete. In that copy,
the submitter must mark the informa-
tion which is claimed confidential in
the manner prescribed on the notice
form. ’

(ii) The second copy must be com-
plete except that all information
claimed as confidential in the first
copy must be deleted. EPA will place
the second copy in the public file.

(iii) If the submitter does not pro-
vide the second copy, the submission is
incomplete and the notice review
period does not begin to run until EPA
receives the second copy, in accord-
ance with § 720.65(c)(1)(vi).

(¢c) EPA will disclose information
that is subject to a claim of confiden-
tiality asserted under this section only
to the extent permitted by the Act,
this subpart, and Part 2 of this title.

(d) If a notice submitter does not
assert a claim of confidentiality for in-
formation at the time it is submitted
to EPA, EPA may make the informa-
tion public and place it in the public
file without further notice to the sub-
mitter.

(Approved by the Office of Management
and Budget under control number 2070-
0012)
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§720.85 Chemical identity.

(a) Claims applicable to the period
prior to commencement of manufac-
ture or import. (1)(i) A person who
submits information to EPA under
this part may assert a claim of confi-
dentiality for the chemical identity of
the new chemical substance. This
claim will apply only to the period
prior to the commencement of manu-
facture or import for commercial pur-
poses. A submitter may assert this
claim only if the submitter believes
that public disclosure prior to com-
mencement of manufacture or import
of the fact that anyone intends to
manufacture or import the specific
chemical substance for commercial
purposes would reveal confidential
business information. )

(ii) If the notice includes a health
and safety study concerning the new
chemical substance and if the claim
for confidentiality with respect to the
chemical identity is denied in accord-
ance with § 720.90(c), EPA will deny a
claim asserted under this paragraph.

(2) Any person who asserts a claim
of confidentiality for chemical identity
under this paragraph must provide
one of the following items at the time
the notice is submitted:

(i) The generic name which was ac-
cepted by EPA in the prenotice consul-
tation conducted under paragraph
(a)(3) of this section.

(ii) One generic name that is only as
generic as necessary to protect the
confidential chemical identity of the
particular chemical substance. The
name should reveal the specific chemi-
cal identity to the maximum extent
possible. The generic name will be sub-
ject to EPA review and approval at the
time a notice of commencement is sub-
mitted.

(3)(i) Any person who intends to
assert a claim of confidentiality for
the chemical identity of a new chemi-
cal substance may seek a determina-
tion by EPA of an appropriate generic
name for the substance before submit-
ting a notice. For this purpose, the
person should submit to EPA:

(A) The chemical identity of the
substance.

(B) A proposed generic name(s)
which in only as generic as necessary
to nrotect the confidential chemical
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identity of the new chemical sub-
stance. The name(s) should reveal the
chemical identity of the substance to
the maximum extent possible.

(ii) Within 30 days, EPA will inform
the submitter either that one of the
proposed generic names is adequate or
that none is adequate and further con-
sultation is necessary.

(4) If a submitter claims chemical
identity to be confidential under this
paragraph, and if the submitter com-
plies with paragraph (a)(2) of this sec-
tion, EPA will issue for publication in
the FEDERAL REGISTER notice described
in § 720.70 the generic name proposed
by the submitter or one agreed upon
by EPA and the submitter.

(b) Claims applicadle to the period
after commencement of manuwfacture
or import. (1) Any claim of confiden-
tiality under paragraph (a) of this sec-
tion is applicable only until the sub-
stance is manufactured or imported
for commercial purposes and becomes
eligible for inclusion on the Inventory.
To maintain the confidential status of
the chemical identity when the sub-
stance is added to the Inventory, a
submitter must reassert the confiden-
tiality claim and substantiate the
claim in the notice of commencement
of manufacture required uner
§ 720.102. A submitter may not claim
the chemical indentity confidential for
the period after commencement of
manufacture or import unless the sub-
mitter claimed the chemical identity
confidential for the period prior to
commencement of manufacture or
import under paragraph (a) of this
section.

. (2)1) A person who believes that
public disclosure of the fact that
anyone manfactures or imports the
new chemical substance for commer-
cial purposes would reveal confidential
business information may assert a
claim of confidentiality under this
paragraph. i

(i) If the notice includes a health
and safety study concerning the new
chemical substance, and if the claim
for confidentiality with respect to the
chemical identity is denied in accord-
ance with § 720.90(c), EPA will deny 2
claim asserted under this paragraph.
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(3) Any person who asserts a confi-
dentiality claim for chemical identity
must:

(i) Comply with the requirements of
paragraph (a)3) of this section re-
garding submission of a generic name.

(ii) Agree that EPA may disclose to a
person with a bona fide intent to man-
ufacture or import the chemical sub-
stance the fact that the particular
chemical substance is included on the
confidential Inventory for purposes of
notification under section 5(a)(1)(A) of
the Act.

(ili) Have available for the particular
chemical substance, and agree to fur-
nish to EPA upon request:

(A) An elemental analysis.

({B) Either an X-ray diffraction pat-
tern (for inorganic substances), a mass
spectrum (for most other substances),
or an infrared spectrum of the particu-
lar chemical substance, or if such data
do not resolve uncertainties with re-
spect to the identity of the chemical
substance, additional or alternative
spectra or other data to 1dent1fy the
chemical substance.

(iv) Provide a detailed written sub-
stantiation of the claim, by answering
the following questions:

(A) What harmful effects to your
competitive position, if any, do you
think would result if EPA publishes on
the Inventory the identity of the
chemical substance? How could a com-
petitor use such information given the
fact that the identity of the substance
otherwise would appear on the Inven-
tory of chemical substances with no
link between the substance and your
company or industry? How substantial
would the harmful effects of disclo-
sure be? What is the casual relation-
ship between the disclosure and the
harmful effects?

(B) For what period of time should
confidential treatment be given? Until
a specific date, the occurrence of a
specific event, or permanently? Why?

(C) Has the chemical substance been
patented? If so, have you granted li-
censes to others with respect to the
patent as it applies to the chemical
substance? If the chemical substance
has been patented and therefore dis-
closed through the patent, why should
it be treated as confidential for pur-
poses of the Inventory?
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(D) Has the identity of the chemical
substance been Kkept confidential to
the extent that your competitors do
not know it is being manufactured on
imported for a commercial purpose by
anyone?

(E) Is the fact that someone is man-
ufacturing or importing this chemical
substance for commercial purposes
available to the public, e.g., in techni-
cal journals or other publications; in
libraries; or in State, local, or Federal
agency public files?

(F) What measures have you taken
to prevent undesired disclosure of the
fact that you are manufacturing or im-
porting this substance for a commer-
cial purpose?

(G) To what extent has the fact that
you are manufacturing or importing
this chemical substance for a commer-
cial purpose been disclosed to others?
What precautions have you taken in
regard to these disclosures? Has this
information been disclosed to the
public or to competitors?

(H) In what form does this particu-
lar chemical substance leave the site
of manufacture, e.g., as part of a prod-
uct; in an effluent or emission stream?
If so, what measures have you taken
to guard against discovery of its identi-
ty? -

(I) If the chemical substance leaves
the site of manufacture in a product
that is available to either the public or
your competitors, can they identify
the substance by analyzing the prod-
uct?

(J) For what purpose do you manu-
facture or import the substance?

(K) Has EPA, another Federal
agency, or any Federal court made any
pertinent confidentiality determina-
tions regarding this chemical sub-
stance? If so, copies of such determina-
tions must be included in the substan-
tiation.

(L) If the notice includes a health
and safety study concerning the new
chemical substance, the submitter
must also answer the questions in
§ 720.90(b)(2).

(4) If the submitter does not meet
the requirements of this paragraph,
EPA will deny the claim of confiden-
tiality.

(5)i) EPA will publish a generic
name on the public Inventory if:
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(A) The submitter asserts a claim of
confidentiality in accordance with this
paragraph.

(B) No claim for confidentiality of
the specific chemical identity as part
of a health and safety study has been
denied in accordance with Part 2 of
this Title or § 720.90.

(ii) Publication of a generic name on
the public Inventory does rniot create a
category for purposes of the Invento-
ry. Any person who has a bona fide
intent to manufacture or import a
chemical substance which is described
by a generic name on the public Inven-
tory may submit an inquiry to EPA
under § 720.25(b) to determine wheth-
er the particular chemical substance is
included on the confidential Invento-
ry.

(iii) Upon receipt of a request de-
scribed in §720.25(b), EPA may re-
quire the submitter which originally
asserted confidentiality for a chemical
substance to submit to EPA the infor-
mation listed in paragraph (b)(3)(iii)
of this section. v

(iv) Failure to submit any of the in-
formation required under paragraph
(bX3)Xiii) of this section within ten
days of a request by EPA under this
paragraph is a waiver of the original
submitter’'s confidentiality claim. In
this event, EPA may place the specific
chemical identity on the public Inven-
tory without further notice to the
original submitter.

(6) If a submitter asserts a claim of
confidentiality under this paragraph,
EPA will examine the generic chemi-
cal name proposed by the submitter.

(i) If EPA determines that the ge-
neric name proposed by the submitter
is only as generic as necessary to pro-
tect the confidential identity of the
particular chemical substance, EPA
will place that generic name on the
public Inventory.

(ii) If EPA determines that the ge-
neric name proposed by the submitter
is more generic than necessary to pro-
tect the confidential identity, EPA will
propose in writing, for review by the
submitter, an alternative generic name
that will reveal the chemical identity
of the chemical substance to the maxi-
mum extent possible.

(iii) If the generic name proposed by
¥PA is accentable to the submitter,
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EPA will place that generic name on
the public Inventory.

(iv) If the generic name proposed by
EPA is not acceptable to the submit-
ter, the submitter must explain in
detail why disclosure of that generic
name would reveal confidential busi-
ness information and propose another
generic name which is only as generic
as necessary to protect the confiden-
tial identity. If EPA does not receive a
response from the submitter within 30
days after the submitter receives the
proposed name, EPA will place EPA’s
chosen generic name on the public In-
ventory. If the submitter does provide
the information requested, EPA will
review the response. If the submitter’s
proposed generic name is acceptable,
EPA will publish that generic name on
the public Inventory. If the submit-
ter’'s proposed generic name is not ac-
ceptable, EPA will notify the submit-
ter of EPA’s choice of a generic name.
Thirty days after this notification,
EPA will place the chosen generic
name on the public Inventory.

§720.87 Categories or proposed categories
of uses of a new chemical substance.

(a) A person who submits informa-
tion to EPA under this Part on the
categories or proposed categories of
use of a new chemical substance may
assert a claim of confidentiality for
this information.

(b) A submitter that asserts such a
claim must:

(1) Report the categories or pro-
posed categories of use of the chemical
substance.

(2) Provide, in nonconfidential form,
a description of the uses that is only
as generic as necessary to protect the
confidential business information. The
generic use description will be includ-
ed in the FEDERAL REGISTER notice de-
scribed in § 720.70.

(¢) The person must submit the in-
formation required by paragraph (b)
of this section in the manner specified
in the notice form.

§720.90 Data from health and safety stud- -
ies.
(a) Information other than specific

chemical identily. Except as provided
in paragraph (b) of this section, EPA
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will deny any claim of confideniiality
with respect to information included
in a health and safety study, unless
the information would disclose confi-
dential business information concern-
ing:

(1) Processes used in the manufac-
ture or processing of a chemical sub-
stance or mixture.

(2) In the case of a mixture, the por-
tion of the mixture comprised by any
of the chemical substances in the mix-
ture.

(3) Informaton which is not in any
way related to the effects of a sub-
stance on human health or the envi-
ronment, such as the name of the sub-
mitting company, cost or.other finan-
cial data, product development or mar-
keting plans, and advertising plans, for
which the person submits a claim of
confidentiality in accordance with
§ 720.80.

(b) Specific chemical identity—(1)
Claims applicable to period prior to
commencement of manufacture. A
claim of confidentiality for the period
prior to commencement of manufac-
ture or import for the chemical identi-
ty of a chemical substance for which a
health and safety study was submitted
must be asserted in conjuriction with a
claim asserted under § 720.85(a).

(2) Claims applicable to period after
commencement of manufacture or
import for commercial purposes. To
maintain the confidential status of the
chemical identity of a chemical sub-
stance for which a health and safety
study was submitted after commence-
ment of manufacture or import, the
claim must be reasserted and substan-
tiated in conjunction with a claim
under § 720.85(b). In addition to the
questions set forth in § 720.85(bX3)(iv)
of this part, the submitter must
answer the following questions:

(i) Would disclosure of the chemical
identity disclose processes used in the
manufacture or processing of a chemi-
cal substance or mixture? Describe
how this would occur. In responding to
the question in § 720.85(b)(3)(iv)(A),
explain what harmful competitive ef-
fects would occur from disclosure of
this process information.

(ii) Would disclosure of the chemical
identity disclose the portion of a mix-
ture comprised by any of the sub-
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stances in the mixture? Describe how
this would occur. In responding to the
question in § 720.85(bX3Xiv)(A), ex-
plain what harmful competitive ef-
fects would occur from disclosure of
this information.

(iii) Do you assert that disclosure of
the chemical identity is not necessary
to interpret any of the health and
safety studies you have submitted? If
so, explain how a less specific identity
would be sufficient to interpret the
studies.

(¢c) Denial of confidentiality claim.
EPA will deny a claim of confidential-
ity for chemical identity under para-
graph (b) of this section, unless:

(1) The information would disclose
processes used in the manufacture or
processing of a chemical substance or
mixture.

(2) In the case of a mixture, the in-
formation would disclose the portion
of the mixture comprised by any of
the substances in the mixture.

(3) The specific chemical identity is
not necessary to interpret a health
and safety study.

(d) Use of generic names. When EPA

discloses a health and safety study
containing a specific chemical identity,
which the submitter has claimed con-
fidential, and if the Agency has not
denied the claim under paragraph (c)
of this section, EPA will identify the
chemical substance by the generic
name selected under § 720.85.

(Approved by the Office of Management
and Budget under control number 2070-
0012)

§720.95 Public file.

All information submitted with a
notice, including any health and
safety study and other supporting doc-
umentation, will become part of the
public file for that notice, unless such
materials are claimed confidential. In
addition, EPA may add materials to
the public file, subject to subpart E of
this part. Any of the nonconfidential
material described in this subpart will
be available for public inspection in
the TSCA Public Docket Office, Rm.
NE-G004, 401 M St., SW., Washing-
ton, DC, between the hours of 8 am.
and 4 p.m. weekdays, excluding legal
holidays.



§ 720.102

[48 FR 21742, May 13, 1983, as amended at
53 FR 12523, Apr. 15, 1988]

Subpart F—Commencement of
Manufacture or import

§720.102 Notice of commencement of
manufacture or import.

(a) Applicability. Any person who
commences the manufacture or import
of a new chemical substance for a non-
exempt commercial purpose for which
that person previously submitted a
section 5(a) notice under this part
must submit a nofice of commence-
ment of manufacture or import.

(b) When to report. (1) 1f manufac-
ture or “import for commercial pur-
poses begins on or after the effective
date of this rule, the submitter must
submit the notice to EPA on, or no
later than 30 calendar days, after the
first day of such manufacture or
import. :

(2) If manufacture or import fo
commercial purposes began or will
begin before the effective date of this
rule, the submitter must submit the
notice by the effective date of this
rule.

(¢) Information to be reported. The
notice must contain the following in-
formation: Specific chemical identity,
premanufacture notice number, and
the date when manufacture or import
commences. If the person claimed
- chemical identity confidential in the
commencement notice, and wants the
identity to be listed on the confiden-
tial Inventory, the claim must be reas-
serted and substantiated in accordance
with § 720.85(b). Otherwise, EPA will
list the specific chemical identity on
the public Inventory.

(d) Where to submit. Notices of com-
mencement of manufacture or import
should be submitted to: TSCA Docu-
ment Processing Center (TS-790), Rm.
L-100, Office of Toxic Substances, En-
vironmental Protection Agency, 401 M
St., SW., Washington, DC 20460.

(Approved by the Office of Management
and Budget under control! number 2070-
0012)

{48 FR 21742, May 13, 1983, as amended at
48- FR 41140, Sept. 13, 1983; 51 FR 15103,
Apr. 22, 1886; 53 FR 12523, Apr. 15, 1988]
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Subpart G—Compliance and
Inspections

§720.120 Compliance.

(a) Failure to comply with any provi-
sion of this part is a violation of sec-

~ tion 15 of the Act (15 U.S.C 2614).

(b) A person who manufactures or
imports a new chemical substance
before a notice is submitted and the
notice review period expires is in viola-
tion of section 15 of the Act even if
that person was not requied to submit
the notice under § 720.22.

(c) Using for commercial purposes a
chemical substance or mixture which
a person knew or had reason to know
was manufactured, processed, or dis-
tributed in commerce in violation of
section 5 of this rule is a violation of
section 15 of the Act (15 U.S.C. 2614).

(d) Failure or refusal to establish
and maintain records or to permit
access to or copying of records, as re-
quired by the Act, is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(e) Faijlure or refusal to permit entry
or inspection as required by section 11
is a violation of section 15 of the Act
(15 U.S.C. 2614). :

(f) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation. Persons who submit materi-
ally misleading or false information in
connection with the requirements of
any provision of this rule may be sub-
ject to penalties calculated as if they
never filed their notices.

(g) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this rule or
act to seize any chemical substance
manufactured or processed in viola-
tion of this rule or take other actions
under the authority of section 7 of
this Act (15 U.S.C. 2606) or section 17
or this Act (15 U.S.C. 2616).

§720.122 Inspections.

EPA will conduct inspections under
section 11 of the Act to assure compli-
ance with section 5 of the Act and this
rule, to verify that information sub-
mitted to EPA under this rule is true
and correct, and to audit data submit-
ted to EPA under this rule,
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APPENDIX A—PREMANUFACTURE NOTICE FOR NEW CHEMICAL SUBSTANCES
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9 3 United States
" Environmental Protection
\’ Agency

PREMANUFACTURE NOTICE
FOR NEW CHEMICAL SUBSTANCES

AGENCY USE ONLY

Date of zeceipt

WASHINGTON, D.C. 20460

DOCUMENT CONTROL OFFICER

When

con‘t‘p‘lgltoa BFSFI%E o: TOXIC SUBSTANCES, T5-793
son {3 .

form to: 401 M STREET, SW

Enter the total number of pages

T
in the Premanufacture Notice —» :

Document control number ]EPA case number

Part [, GENERAL INFORMATION

You must provide the chemics! identity of the new chemical
substance, sven if you clasim the identity 8s confidential. You may
suthorize another person 1o submit the identity for you, but your
submission will not be complete and review will not begin until
EPA receives this information.

Part Hl. HUMAN EXPOSURE AND ENVIRONMENTAL
RELEASE

You may need additional copies of part ll, sections A and B if there
are several manufacture, processing, or use operations that you
will describe in the notice. You should reproduce these sections
a5 needed.

Part lIl. LIST OF ATTACHMENTS

You should attach additional sheets if you do not have snough
space on the form to answaer a question fully. In partlil, list these
attachments, sny test data or other data, and any options!
informstion that you include in the notics.

OPTIONAL INFORMATION

You may include in the notice any information that you want EPA
1o consider in evalusting the new substance. The instructions
Manust identifies cetegories of optional information that you may
want EPA ta review,

CONFIDENTIALITY CLAIMS

You may claim any information in this notice as confidential. To
assert s claim on the form, mark {X) the confidential box next to
the information that you claim as confidentisl. To assert a claim in
an attachment, circle or bracket the information you claim as
confidential. i you claim information in the notice as confidential,
you must provide 8 sanitized version of the notice, inciuding
attachments, to EPA with your submission. For additional
instructions on claiming information ss confidential, read the
Instructions Manusl.

Indicate below the categories of information you have cmmed as
confidential in the notice.

SUBMITTER 1DENTITY
CHEMICAL IDENTITY
PRODUCTION VOLUME
USE INFORMATION
PROCESS INFORMATION
PORTIONS OF A MIXTURE
OTHER INFORMATION

GENERAL INSTRUCTIONS

You must provide afl information requasted in this form 10 the extent that it is known to or reasonably
ascertainable by you. Make reasonable estimates if you do not have actusl data.

Before you complate this form, you should read the ““Instructions Manual for Premanufacture Notification™
{Instructions Manual).

. environmental effects of the manufacture, processing, distribution

TEST DATA AND OTHER DATA

You are required 1o submit all test data in your possession or control
and to provide 8 description of aii other data known to or reasonably
sscertainable by you if these data are related to the health and

in commaerce, use, or disposal of the new chemical substance.
Standard literature citations may be submirted for data in the open
scientific literature. Complete test data, not summaries of data.
must be submitted if they do not appear in the open literature.
Following are examples of test data and other data. You should
submit these dats according to the requirements of §720.50 of the
Premanufacture Notification Rule (40 CFR Part 720).

Test data

¢ Environmental fate data

Spectra (UV, visible, and infrared)
Density of liquids and solids

Water solubility

Melting point/meilting range

Boiling point/boiling range

Vapor pressure

Partition coefiicient, n-octanoi/water
Biodegradation

Hydrolysis (as 8 function of pH)
Photochemical degradation
Adsorption/desorption to soil types
Dissociation constant

Other physicalichemical properties

¢ Health effects data

Mutagenicity
Carcinogenicity
Teratogenicity

Acute toxicity
Repeated dose toxicity
Metabolism studies
Sensitization
{rritation

¢ Environmental effects dats

Microbia! and algat toxicity

Terrestrial vascular plant toxicity (e.g.. seed germination
studies, growth inhibition)

Acute and chronic toxicity 1o animals {e.g., fish, birds,
mammals, invertebrates)

Other data

¢ Risk assessments

® Structure/activity relationships

o Teat data not in the possession or control of the submitter

EPA Form 7710-26 (4-26-83)
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CERTIFICATION

 certify that to the best of my knowledge and belief:

1. The company named in part |, section A, subsaction 1a of this notice form monds to monuuctuu of import for s
commercial purpose, other than in mtl qQuantities solely for research and de P thes e identified
inpart |, section B,

2. Al information provided in this notics is complete and truth{ul as of the date of submission.

3. { am submitting with this notice all test data in my passession or control snd a dncnpteon of alt othe" dats known
10 or reasonably ascertsinable by me ss required by §720 S0 of the Premanufscture MNtification Rule.

Confi-
dentis!
Signature of suthorized officiat Date
Signature of agent - (if applicable} Date
Partl — GENERAL INFORMATION
Section A — SUBMITTER IDENTIFICATION Confi
dential

Mark (X) the “Confidentisl’’ box next to any subsection you claim as confidential.

ta. Person Name of authorized official Title
submitting
notice
Compeny

Mailing address (number and street)

City, State, ZIP code

b. Agent(if Namae of authorized official Title
applicable)

Company

Maiiing address (number and street)

City. State, ZIP code

c. If you are submitting this notice as part of 8 joint submission, mark (X} this box. +
2. Technicai Name Title
contact
Company
Mailing sddress {number and street)
City, State, ZIP code Area code T Number
Telephone | H
' .
3. #f you have had a prenotice communication {PC) concerning this notice and EPA Mark {X)
assigned a PC Number to the notice, enter the number > if none —— ]
4. If you have submitted a test-marketing exemption (TME)} application for the chemical Mark (X)
substance covered by this notice, enter the TME number assigned by EPA ) if none —— ]
6. If you have submitted a bons fide request for the chemica! substance covered by Mark (X)
s notice, enter 1he bons fide request number assigned by EPA e . if none ———p D
!
6. Type of Notice ~ Mark (X] 0O Manufacture 2 0O import
FORM EPA-7710-25 (4-26-83) Page 2
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Part | — GENERAL INFORMATION — Continued

Section B — CHEMICAL IDENTITY INFORMATION

Mark (X} the *‘Confidentisl’* box next to any item you clsim ss confidential.

Complete elther item 1 u:uw Complete slf other items.
If another person wiit submit chemical id inf ion for you, mrk(X)thoxanhcnght—-——b[:]
identify the name, company, snd address of thct person in 8 continuastion sheet.

Confi-
dentisl

1.Class ¥ or 2 chemical substances (for definitions of class 1 and class 2 substances, see the lnstructions Msnual)
a.Class of substance — Mark (X) 1 [J Class 1 2 O cass 2

b. Chemical name {prefersbly CAS or I[UPAC nomencisture}

€. Molecular formula snd CAS Registry Number (if known)

d. For & class 1 substance, provide a structurs! dnnqrnm For 8 class 2 substance — (1} List the immediate precursor substances with their
respective CAS Raglstrv Numbers. {2} Describe the nature of the reaction or process. (3} indicate the range of composition and the
typical composition {where appropriate). (4} Provide a representative structural diagrem (if possible).

O Mark (3 this box it you attach a continuation sheet.

SO EPA-7710-26 (4-28-83) Page 3
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Partl — GENERAL INFORMATION — Continued

Section B — CHEMICAL IDENTITY INFORMATION - Continued

2. Polymars (For 8 definition of poly . see the Instructi Manuai.) Confi-
a. Indicate the lowest number-average moleculsr weight composition of the polymer you intend to manufacture. Indicate the maximum dentisl
lecul igh ies below 500 and below 1.000 sbsolute molecular weight of that composition. Describe

weight percent of low [*] D
the methods of measurement or the bases for your estimates.

D Mark (X) this box if you attach & continuation sheet.

A}
(2)
3

(4}

b. You must make separate confidentiality claims for monomer or other reactant identity, compasition information, and residuat
information. Mark (X} the “Confidential’* box next to sny item you claim as confidentisl.

— Pravide the chemical name and CAS Registry Number of each monomer or other reactant used in the manufacture of the polymer.
— Indicate the typical weight percent of each monomer or other reactant in the polymer.
— Mark (X) the identity column if you want a monomer or other reactant used at two weight percent or less 1o be listed as part
of the polymer description on the TSCA Chemical Substance lnventory.
~ Indicate the maximum weight percent of each monomer or other reactant that may be present as a residual in the polymer as
manufactured for commercis! purposes.

Monomer or other reactant and CAS Registry Number Confi- Typical A'::r:(“l'% Condi- "::::;T:;'ln Contfi-
dentiel ' jdential dential
(1) (21 {3} {4)
% %
% %
% %
% %
% %
% %
% %
O maek {X} this box if you sttach s continuation shegt.
c. Provide a representative structural diagram of the polymer, if possible.

D Mark (X) this box if you attach & continuation sheet.

FORM €PA-7710-25 (4-26-83) Page 4
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Partl — GENERAL INFORMATION — Continued
Section B — CHEMICAL IDENTITY INFORMATION ~ Continued

3. impurities
{a) — identify sach impurity that may be reasonably anticipated to be present in the chemica! substance as manuf d for
commercial purpoul. Provide the CAS Registry Number if avsilable. If there are unidentified impurities, enter "umdcnmnd ” .
(b} — Esti the ight px t of esch impurity. If there are unidentified impurities, estimate their total weight percent.
tmpurity and CAS Registry Number Mn:::::n Confi-
e dential
(s) {b) -
%
%
%
%
%
%
%
D Mark (X) this box if you attach 8 continuation sheet.
4. Sinonyms ~ Enter any synonyms for the new chemical substance identified in subsection 1 or 2. Confi-
dential

L Mark (X} this box if you attach & continuation sheet. )
5. Trade Identification — List trade names for the new chemical substance identified in subsection 1 or 2.

1

D Mark (X] this box if you sttach & continuation sheet.

6. Generic chemicsl name — If you cisim chemical identity as confidential, enter the generic chemica! name that you developed with EPA
during prenotice communication. If you have not deveiopad a generic name with EPA, provide a generic name
that reveals the speacific chemical identity of the new chemical substance to the maximum extent possible.
Read the TSCA Chemical Substance inventory, Initial inventory, Volume | for guidance on deveioping geneftic
names.

O Mark (X) this box if you attach & continustion sheet.

7. Byproducts— Describe any byproducts resulting from the manufacture, processing, use, or disposs! of the new chemical substance at
sites you control. Provide the CAS Registry Number if available.

Byproduct CAS Registry Number dc.:t'!::-‘
(1) i (2}

3 Mark (%) this box if you attach & continuation sheet.
FORM EPA-7710-26 (4-26-83) Page 5
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Part I~ GENERAL INFORMATION — Continued

Section C — PRODUCTION, IMPORT, AND USE INFORMATION
Mark {X) the **Confidential’’ box next to any item you claim as conlidential.

1. Production vol. - Estimate the 1 production volume during the first 12 months of production. Also estimate the
maximum production volume for any consecutive 12-month period during the fiest theee years of production. c‘"{'f‘,
Maximum first 12-month production (kg/yr) Maximum 12-month production (kg/yr}

2. Use Information .
You must make separate confidentiality claims for the description of the gory ol use, the p of production volumae d d to
sach category, the formulation of the new substance, and other use informstion. Mark {X) the *Confidential” box next to sny item vou
ciaim as confidential.

a. (1) - D ibe sach i ded v of use of the new chemicasl substance by and
{2} — Estimate the percent of total product-on for the first theae years devoted to sach category of use.
{3} ~ Estimate the percant of ths new substance as formulsted in mixtures, suspensions, emulsions, solutions, or gels as manufactured
for commercial purposes at sites under your control associated with each category of use.
{4) —~ Mark (X) whaether the use is site-kimited, industrial, commercial, or consumer. Mark more than one column if sppropriate.

Read the Instructions Manual for examples.

N . Wark {X) appeopriate columanisi
Category of use Conti- P;“";‘:‘:";' Conti- F‘:":,“;::“g" Confi- (4) Conti-
dentiat] P |dentiar | P {dentiat b Tingor Tcom T Con|dential
(8] 21 134 . flimited| trisl jmercist [ sumer
% %
% %
% %
% %
O Mark 1) this box if you attach a continuation sheet.
b. Generic if you claim any category of use description in subsaction 2s as confidential, enter 8 generic description of that
use category. Read the instructions Manual for examples of generic use descriptions.

description

D Mark (X} this box if you attach s continuation sheet.
3. Hazard Intormation —include in the notice a copy or reasonable facsimile of any hazard warning statement, label. material safety data sheet, or
other information which will be provided to any pearson regarding protective equipment or practices for the sate handling,
transport, use, of di { of the new chcrmcnl substance. List in part Il any hazard information you include.

0O Mark (X} this box if you attach hazard information.
FORM EPA-7710-25 (4.26-031 Page 6
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Part 1l — HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE

’ Section A — INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER

Complete section A for each type of ] . P ing, or use op ion involving the new chemical
bstance at indusirial sites you control.

Mark (X) the *“Confidential”” box next 1o any item you claim as confidential.

1. Operation description . :
a. Identity— Enter the identity of the site at which the operation will occur.

Confi-
dentisi

Name

Site sddrass tnumber and stiset)

City, County, State, ZiP code

if the same operation will occur 3t more than one site. enter the number of sites. —————————
tdentify the additional sites on a continuation sheet. .

{71 Mark (x; this box if you attach a continuation sheet.

‘b Type — ) :
Mark 1X)
+ [J Manutacturing 2 D_Plocessing 300 use
¢. Amount and Duration — Complete 1 or 2 as appropriate
Maximum kg/batch ! Hours/batch | Baiches/year
1. Batch X '
Maximum kg/day ! Hours/day i Days/year
' .
2. Continuous . :

d. Process description
{1} Diagram the emajor unit op ion steps and chemical conversions.
(2) Provide the identity, the approximate weight tby kg/day or kg/batch), and entry point of all feedstocks (including reactants,
' solvents, and catalysts).
(3] tdentify by number the points of release 10 the environment of the new chemical substance.

D Mark (X) this box if you attach a continuation sheet.

ORM EPA 1710 2514 26 81 Page 7
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Part Il — HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE — Continued
Section A — INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER — Continued

2. Occupationat Exposure .
You must make separate confidentiality claims for the description of worker activity, physicat form of the new chemical substance,

number of workers exposed, and duration of activity. Mark (X) the ""Confidential’’ box next to any item you claim as confidential.
{1) — Describe the activities in which workers may be exposed to the new chemicsl substance. Include activities in which workers wear protective equipment.
{2} — Indicate the physical formis) of the new chemical substance at the time of exposure, -

{3} — Estimate the maximum number of workers involved in each activity.

{4) and (S) — Estimate the maximum duration of the activity for any worker in hours per day and dsys per yesr.

. . Maximum duration
Worker activity Confi- rhvvr:;c).‘ Confi- Mn"":“:" Confi- Conti-
{dential ormis [dential umbe ldentiat | Hrsiday | Davsiye |dential
(3] 12) . (3) {41 (S)

J Mark {X) this box «f you attach a continuation sheet.

3. Environmental Release and Disposal
You must make separate confidentiality claims for the release number and the amount of the new chemical substance released and
other release and disposal information. Mark {X) the “"Confidential”’ box next to each item you claim as confidential.
(') ~ Enter the number of each release point identified in the process description, part if, section A, subsection 1d(3).
{2) - Esumate the amount of the new chemical substance reieased directly to the environment or into control technalogy (in kg/day or kg/batch).
t3) - idenuty the med:a lair, land, or water} 10 which the new substance wili be ret d from that rel point.
14} - Describe control technology, if any, that will be used 10 himit the release of the new substance ta the environment. For
releases dispased of on tand, characterize the disposal method.

t5) — ldentify the destination(s} of releases to water.
Release | Amount of new substance Med:a of
Number released :’:::(:I.-l release Control technology g:r:‘ltlal
(3%} {2} (31 {4}
(51 Mark {X) the ' . .
destinationts] of 0 porw {publicly owned treatment works) 3 O Other ~ SDeC'fVJ

releases to water. 5 [ navigable waterway

D Mark (X} this box if you atiach a continuation sheet.

FORM EPA-7710-25 14-26-83) Page 8
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Part il — HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE — Continued
Section B ~ INDUSTRIAL SITES CONTROLLED BY OTHERS

Complete section B for aach type of p ing or use op ion | Iving the new chemical substance st sites you do not control.

To claim infol tion in this ion as confidentisl, citcle or bracket the specific information that you claim as confidential.

Operstion description

Describe the typical processing or use operation. ldentify the unit operation steps which may occur during the operation. Estimate
the number of sites at which the operation is likely to occur. Identify situstions in which worker exposure to and/or environmentat
reiease of the new chemical substance may occur. Estimate the percent of new chemical substance as formulated in products
manutactured for commercial purposes in the operation or 85 used in the operation. Estimate the number of workers exposed and
the duration of exposure. identify controls which limit worker exposure and environmental reiease if typically used. ldentily
byproducts which may resutt from the operation. .

D Mark (X) this box if you attach a continuation sheet.
FORM EPA-7710.25 1426831 R Page 9
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