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Proposal for a Council Directive
amending for the first time Directive 90/394/EEC
on the protection of workers from the
risks related to exposure to carcinogens at work

EXPLANATORY MEMORANDUM

1. Introduction

a) Reason for Community action

The approval by the Council on 28 June 1990 of Directive 90/394/EEC on the protection
of workers from the risks related to exposure to carcinogens at work(') was a major step
forward in the improvement of protection of the health and safety of workers.

This Directive, which was due to enter into force not later than 31 December 1992 at
the latest, stipulates that employers must ensure that the level of exposure of workers
is reduced to as low a level as is technically possible.

It is also significant that the Directive provides for the establishment of limit values and
on the basis of the available information, including scientific and technical data, in
respect of all those carcinogens for which this is possible, and, where necessary, other
directly related provisions.

The main purpose of this proposal for an amendment to Directive 90/394/EEC is the
resolve oft-reiterated by the various Community institutions to set limit values for
occupational exposure to carcinogens, starting with benzene. The latter substance was
in fact the subject of a proposal for a directive submitted by the Commission to the
Council in January 1986 but which was not in the end adopted because of divergences
between the Member States as regards certain limit values proposed, and particularly
because of the stated aim to adopt a single directive covering carcinogens at the place
of work.

'y OJ No L 196. of 26.7.1990. p. |
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The wording of the existing directive also excludes, as regards the protection of workers,
a whole series of preparations such as medicinal preparations, cosmetics and pesticides.
The present modification removes this exclusion.

Lastly, the submission of this amendment has also been taken as an opportunity to
improve the wording of two specific points of Directive 90/394/EEC, viz. Art. 3(3) and
Annex [ (2), which had given rise to diverging interpretations in the different language
versions.

b)  Subsidiarity

The proposal does not breach the principle of subsidiarity, because it is only by
Community action that a minimum level of protection for workers from the risks related
to exposure to carcinogens can be assured in all Member States. This action will also
avoid any distortion in the area of competitiveness by preventing the unequal application
of minimum standards for worker protection in one or other Member States.

Moreover this proposal will encourage more flexibility in cross boider employment
because workers can be reassured that they will find at least the minimum level of
protection of their health and safety in all Member States. Employers will also be
reassured that the costs of production will not be unduly distorted as a result of
differences in the levels of protection of health and safety at work.

2.  Benzene

Benzene is a colourless liquid and a normal constituent in petroleum; it is present in low
concentrations in the natural environment.

The extraction of benzene for commercial purposes dates from 1849, the benzene being
derived from coal, today, however, approximately 90% of benzene is obtained by the
distillation of petroleum, using various processes, such as fractional distillation of
catalytic cracking.

Benzene is mainly used as a raw material in the manufacture of organic compounds such
as phenol, styrene, cyclohexone and maleic anhydride; as a component of petroleum, it
is also present in petrol (4% on average in Europe). In the past benzene was widely
used as a solvent, but this use is now being abandoned in the more highly industrialised
countries, because of the risk to the health of the users. However, it is still used as a
laboratory reagent, in the collection, preparation and extraction of samples.

An estimated 7 million tonnes of benzene are produced in the Member States each year,
mainly in the United Kingdom, the Federal Republic of Germany and the Netherlands.



For at least 100 years benzene has been recognised as constituting a health risk for
persons coming into contact with it. It enters the body almost exclusively via the
airways, very small quantities can also be absorbed via the skin.

Benzene's high fat solubility facilitates its distribution in tissues which are rich in lipids,
such as the adipose tissue, the nervous system and the bone marrow.

Benzene is rapidly oxidised in these tissues, mainly into phenol and also into catechol
and hydroquinone. Whereas 25 to 50% of the benzene is eliminated in unchanged form
by respiration, the remaining fraction is secreted, together with the oxidation products,
in urine.

Acute health effects are observed following exposure to high levels (over 500 ppm),
with symptoms of poisoning.

Prolonged exposure to toxic doses can, however, lead to changes in the bone marrow
which may culminate in a persistent pancytopaenia, i.e. a reduction of all blood cell
components. There may be early symptoms, such as anaemia, leukocytopaenia and
thrombocytopaenia. In serious cases, the victim may develop aplastic anaemia provoked
by a functional deficiency of the bone marrow.

Numerous studies have shown that exposure to benzene at levels capable of provoking
haemotoxic effects is associated with the appearance of chromosomal changes in the
circulating lymphocytes and in the medullary cells; these changes may be reversible or
irreversible, but their prognostic value has not yet been clarified.

A certain number of cases of myeloblastic and erythroblastic leukaemia associated with
exposure to benzene have been reported in the literature, and less frequently, cases of
chronic myeloid or lymphoid leukaemia. Numerous epidemiological studies have
revealed a significant correlation between exposure and the appearance of leukaemia.

No conclusive survey has yet been conducted on the toxic and teratogenic effects of
exposure to benzene during pregnancy.

Benzene is a recognised dangerous substance and, as such, has long been covered by
legal provisions in the Member States as regards occupational exposure; in particular,
these provisions provide for:

- restrictions on use

- licensing arrangements for production

- use of preventive means

- an order that specific categories of workers may not be exposed.
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The Member States of the EU also use limit values for occupational exposure calculated
in relation to a reference period of eight hours' work, primarily for use in monitoring the
working environment and forestalling risks associated with exposure to benzene. These
values range from 5-10 ppm (16 and 32 mg/m approximately) and are the result, in a
certain number of countries, of specific calculations made by special committees,
whereas in other countries the value published by the American Conference of
Governmental Industrial Hygienists (ACGIH) has been adopted.

It should be remembered that certain countries are in the process of examining the
possibility of lowering the values. The trend is towards | ppm in two countries and 0.1
ppm in another, the latter value being in line with the ACGIH proposal currently being
examined in the USA.

Considering the current situation in the different countries, the trends and the opinion
expressed by a committee of high-ranking scientific experts, the limit value quoted in
the current proposal for amending Directive 90/394/EEC could be a compromise
between the requirements in terms of worker protection on the one hand, and technical
constraints on the other.

The temporary derogations to the limit value proposed in order to allow for the technical
adjustments needed in certain workstations or for certain processes should not represent
a specific risk for workers as long as the provisions of Directive 90/394/EEC are fully
implemented.

Therefore Annex I1I of Directive 90/394/EEC has to be amended.

3. Scope of Directive 90/394/EEC

The present wording of Article 2 (a) and (b) of Directive 90/394/EEC stipulates the
carcinogens covered by its provisions as regards exposure. More particularly, they are
described as the substances and preparations requiring labelling with the risk-phrase R45
"may cause cancer" and in accordance with the terms of directives 67/548/EEC and
88/379/EEC.

In actual fact this definition substantially restricts the scope of the directive both as
regards the substances whose inclusion is requested in Annex 1 of Directive 67/548/EEC
and as regards preparations, many of which are not covered by Directive 88/379/EEC.
In the latter instance, this is the case of medicinal and veterinary products, cosmetic
products, mixtures of substances in the form of waste, pesticides, munitions and
explosives, and food products.

The need for an employee exposed to carcinogens to be protected in all working
situations without exception has prompted the new wording in Article 2(a) i) and ii).
It makes it possible to use for the classification of the carcinogen the criteria of
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Directive 67/548/EEC, irrespective of the fact that they arc included in Annex | of the
same directive, and at the same time to cover the substances classified with the label R
49 "may cause cancer by inhalation"; it also makes it possible to avoid the differences
which could result from the present restriction to preparations classified R45 under
Directive 88/379/EEC in the levels of protection for workers exposed to preparations
containing carcinogens.

4. Amendment to Article 3(3)

- The new wording of the paragraph in the proposal is designed to establish an effective
strategy for monitoring total exposure to carcinogens at the place of work. It is essential
- particularly but not only - when exposure limit values are set, to take due account of
the possibility of penetration through the skin as well as the respiratory absorption
pathway.

In certain cases, e.g. pesticides, the percentage of total body burden which can be
attributed to absorption through the skin often significantly exceeds absorption via the
respiratory pathway.

Although the present wording was designed to secure the same objective, it specified
only "harmful effects on the skin" as if to separate these from other effects on other
parts of the body, without therefore considering the effects on health from an overall
standpoint.

s. Amendment to Annex [ (2)

When Directive 90/394/EEC was adopted by the Council it was quickly pointed out in
various quarters that there was a discrepancy between the English text - the reference
text - and the other language versions.

While the stated aim was to protect workers agaihst polycyclic aromatic hydrocarbons
(PAH) present in certain by-products of coal, the language versions other than English

drifted away from this objective, even including coal dust as such.

The new wording proposed restores to the text the meaning it originally should have
had.

6. Consultations

In accordance with the terms of Article 118A of the Treaty establishing the European
Union, the European Parliament and Economic and Social Committee must be consulted.



Luonnos
Ehdotus: neuvoston direktiivi
tyontekijoiden suojelemisesta syopiisairauden vaaraa aiheuttaville tekijoille
altistumiseen tyossi liittyviltd vaaroilta
annetun direktiivin 90/394/ETY
muuttamisesta ensimmaiisti kertaa

EUROOPAN UNIONIN NEUVOSTO, joka

ottaa huomioon Euroopan unionin perustamissopimuksen ja erityisesti sen 118 a artiklan,

ottaa huomioon tyontekijoiden suojelemisesta syoOpasairauden vaaraa aiheuttaville
tekijoille altistumiscen tyossa liittyviltd vaaroilta 28 paivana kesikuuta 1990 annetun
neuvoston direktiivin 90/394/ETY' ja erityisesti sen 16 artiklan,

ottaa huomioon komission ehdotuksen’, jonka se on tehnyt kuultuaan tySturvallisuuden,
tyohygienian ja tyoterveyshuollon neuvoa-antavaa komiteaa,

yhteistyossa Euroopan parlamentin kanssa’,

ottaa huomioon talous- ja sosiaalikomitean lausunnon,*

seka katsoo, ettd

perustamissopimuksen 118 a artiklassa maédratdaan, ettd neuvosto antaa direktiivein
sdaannokset vahimmaisvaatimuksista parannusten edistamiseksi, erityisesti tyoympériston
osalta, jotta varmistuttaisiin tyontekijoiden turvallisuuden ja tervedyen paremmasta
suojelutasosta,

edelld mainitun artiklan mukaisesti ndissi direktiiveissa vialtetaian saatamasta scllaisia

hallinnollisia, taloudellisia ja oikeudellisia rasituksia, jotka vaikeuttaisivat pienten tai
keskisuurten yritysten perustamista taikka niiden kehittamista,

"EYVL N:o 196, 26.7.1990, s. 1
*EYVL
*EYVL
*EYVL
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komission | paivina maaliskuuta 1991 anncttuun  dircktiiviin - 91/325/ETY®, jolla
mukautctaan kahdennentoista kerran vaarallisten ainciden luokitusta, pakkaamista ja
merkintdjd koskevien lakien, asetusten ja hallinnollisten méaardysten lahentimisesti
annettua neuvoston direktiivid 67/548/ETY® tekniseen kehitykseen, sisaltyy liitteessa III
uusia vaaralausekkeita, jotlla ilmaistaan pitkdaikaisesta altistumisesta johtuvat
terveyshaitat ja hengityksen kautta aiheutuva syopariski,

tyontekijoita on kaikissa tyotilanteissa suojeltava valmisteilta, jotka sisaltivit yhti tai
useampaa syOpaa aiheuttavaa ainetta,

joidenkin aineiden osalta on parhaan mahdollisen suojaustason varmistamiseksi tarpeen
ottaa huomioon kaikki imeytymistiet, mukaan lukien mahdollinen ihon [ipi
tunkeutuminen,

polysyklisiin aromaattisiin hiilivetyihin liittyva direktiivin 90/394/ETY liitteessi I olevan
2 kohdan sanamuoto on aiheuttanut tulkintaongelmia monissa jdsenvaltioissa; timin
vuoksi tarvitaan uutta, tismallisempad sanamuotoa,

edella mainitun neuvoston direktiivin 90/394/ETY 106 artiklassa sdadetadn altistumisraja-
arvojen vahvistamisesta kaytettavissa olevan tiedon perusteella, mukaan lukien tieteellinen
ja tekninen tieto, kaikille niille syopaa aiheuttaville aineille, joille tima on mahdollista,

tyohon  liittyvia  altistumisraja-arvoja  on  pidettdava tiarkedana osana yleisid
tyosuojelujarjestelyja, nama raja-arvot on tarkastettava aina, kun se tulee uuden
tieteellisen tiedon vuoksi tarpeelliseksi,

bentseeni on syopaad aiheuttava aine, joka on lasnd useissa tyotilanteissa, ja sen vuoksi
suurt  joukko tyontekijoitd altistuu  mahdolliselle terveyshaitalle; tieteellisen
nykytietamyksen taso ei salli sellaisen raja-arvon maarittamistd, jonka alapuolella
terveydelle ei endd aiheudu vaaraa, bentseenille altistumisen védhentidminen pienentad
kuitenkin naita vaaroja,

tyontekijoiden terveyden ja turvallisuuden suojelemista nimenomaan syopai aiheuttaviin
aincisiin liittyviltd vaaroilta koskevien vahimmaisvaatimusten noudattaminen ei ainoastaan
varmista jokaisen tyontekijan terveyttd ja turvallisuutta, vaan myos takaa kaikille yhteison
tyontekijoille suojelun vihimmaistason, mika estdd mahdollisten kilpailun vaaristymien
syntymista,

olisi annettava sdidnnoksid, joilla varmistetaan tyontekijoiden terveyden ja turvallisuuden
suojelu sellaisissa erityisille toimille tai toimialueille saidetyissa poikkeuksissa, joissa
bentseenille ehdotetun raja-arvon toteuttaminen voi olla vaikeasti saavutettavissa
ehdotettuun paivdmaidrddn mennessa,

EYVL N:o L 180, 8.7.1991, s. 1
*EYVL N:o L 196, 16.8.1967, s. 1
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uscimmissa niista picnistd ja keskisuurista yrityksista, joissa bentseenid ehka kaytetain
padasiallisesti liuottimena, ei vaadita matalampien altistumisten saatamistd, koska jo nyt
lihes kaikissa jasenvaltioissa on oikeudellisia saannoksid, joilla rajoitetaan tai kielletdin
sen kaytto,

koko yhteisoon on luotava yhdenmukainen suojelutaso, joka koskee sydpia aiheuttaviin
aineisiin  liittyvia  vaaroja, eikd suojelutasoa  maéritetd  yksityiskohtaisilla
maaravaatimuksilla vaan yleisilld periaatteilla, joiden avulla jidsenvaltiot voivat
johdonmukaisesti soveltaa vahimmaisvaatimuksia,

tima muutos on sisimarkkinoiden yhteiskunnallisen ulottuvuuden toteuttamiseen liittyva
kaytannon toimi, ja

paatoksen 74/325/ETY mukaisesti, sellaisena kuin se on viimeksi muutettuna vuoden

1985 liittymisasiakirjalla, komission on kuultava tyéturvallisuuden, tyohygienian ja
tyoterveyshuollon neuvoa-antavaa komiteaa timan alan ehdotuksia laatiessaan,

ON ANTANUT TAMAN DIREKTIIVIN:

1 artikla
Muutetaan direktiivia 90/394/ETY seuraavasti:
1. Korvataan 2 artikla seuraavasti:
"Tissa direktiivissa tarkoitetaan
a) 'syOpéd aiheuttavalla aineella’
i) ainetta, joka tayttaa luokitteluvaatimukset 1 tai 2 luokan syspad

aiheuttavaksi aineeksi direktiivin  67/S48/ETY liitteen VI
perusteiden mukaisesti;
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i) valmistetta, joka koostuu yhdestd tai useammasta a kohdan i
alakohdassa tarkoitetusta aineesta ja jossa yhden tai useamman
erillisen aineen pitoisuus tayttaia valmisteen luokittelemiseksi 1 tai
2 luokan syopaa atheuttavaksi aineeksi mairiteltyja pitoisuusrajoja
koskevat vaatimukset, jotka on annettu joko:

- direktiivin 67/548/ETY liitteessa |
tai

- direktiivin 88/379/ETY liitteessa I, jos aine tai aineet eivit
esiinny direktiivin 67/548/ETY liitteessda I tai jos aine

esiintyy siind ilman pitoisuusrajoja;

i) aine, valmiste tai menetelmé, johon viitataan liitteessé I, seka aine
tai valmiste, jota vapautuu liitteessa I mainitussa menetelmassi,

b) 'raja-arvolla' tarkoitetaan, ellei toisin tismennetd, 'sy0pad aiheuttavan
aineen' pitoisuuden rajaa ilmassa tyontekijdn hengitysalueeila.”

Korvataan 3 artiklan 3 kohta seuraavasti:

"Lisiksi vaaraa arvioitaessa on otettava huomioon kaikki muut altistumistiet, kuten
imeytyminen ihoon ja/tai ihon kautta”.

Lisataan kappale 16 artiklaan seuraavasti:

"3 Kun kyseessd ovat liitteessa 11l maaritellyt poikkeukset, jasenvaltioiden on
varmistettava, ettd tyonantajat noudattavat menettelytapoja ja toimenpiteiti, jotta
tyontekijoiden terveyden ja turvallisuuden suojaamiseksi vaadittavat riittdvat
varotoimet toteutetaan.”

Korvataan litteessi [ oleva 2 kohta seuraavasti:

"Ty®, johon kuuluu altistumista kivihiilinoessa, kivihiilitervassa tai kivihiilipiessa
oleville polysyklisille aromaattisille hiilivedyille."
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5 Korvataan liitteessa 1 oleva A osa seuraavasti:
"A. TYOSSA TAPAHTUVAN ALTISTUMISEN RAJA-ARVOT
ineen nimi EINECS (1) CAS (2) Raja-arvot Huomautus Poikkeukset
Alneen nimi mg/m3 3) ppm ()
sntseent 00-753-7  71-43-2 325(5) 1¢% iho (6) Raja-arvo: 3 ppm
Bentseeni 2 (= 9,75 mg/m’) 31 paivin
joulukuuta 2000 asti scuraaville
toimenpiteille tai
toimenpidealucelic:
- tietyt paikat koksittamoissa
(primairijaghdyttimet,
bcnlsccni/sulfaauisz‘iili()l,
bentsecnin varastointi ja lastaus)
- tankkicn puhdistus ja
kunnossapito
- tankkialusten ja Kuorma-autojen
lastaus ja purku
- merikuljetus
- mooltoriajoncuvojen korjaamot
- huoltoasemal, joilla on
polttonesteen jakelija
(1) EINECS: European Inventory of Existing Chemical Substances
(2) CAS: Chemical Abstract Service Number .
(3) mg/m’ = milligrammaa ilmakuutiometrii kohden 20 °‘C:ssi ja 1013
KPa:ssa (760 mm elohopeamittarilla) ,
(4) ppm = miljoonasosaa tilavuutena ilmassa (ml/m?)
5 mitattuna tai laskettuna suhteessa kahdeksan tunnin viiteaikaan
(‘6) huomattava kehon kokonaiskuormituksen lisiZintyminen ihon Kkautta
altistumalla mahdollista."”
2 artikla
] Jasenvaltioiden on saatettava tdmdn direktiivin noudattamisen edellyttamat lait,

asetukset ja hallinnolliset médraykset voimaan viimeistdan 31 paivina joulukuuta
1998. Niiden on ilmoitettava tdstd komissiolle viipymiitta.

Niissd jasenvaltioiden antamissa saadoksissa on viitattava tidhan direktiiviin tai
niitd virallisesti julkaistaessa nithin on liitettavd viittaus tahin direktiiviin,
Jiasenvaltioiden on sdddettava siitd, miten viittaukset tehdain.
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2 Jasenvaltioiden on toimitettava tassa dircktiivissd tarkoitetuista kysymyksisti
antamansa kansalliset saannokset kirjallisina komissiolle.

3 artikla

Tama direktiivi on osoitettu kaikille jasenvaltioille.

Tehty Brysselissa,

Neuvoston puolesta
Puheenjohtaja
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IMPACT ASSESSMENT FORM

The impact on business
of the proposal for a Council Directive
amending for the first time Directive 90/394/EEC
on the protection of workers from the risks
related to exposure to carcinogens at work.

Rationale for the proposal

Article 16 of Council Directive 90/394/EEC of 28 June 1990 stipulates that the
Council shall set out limit values for exposure at the place of work on the basis of
the available information, including scientific and technical data, in respect of all
those carcinogens for which this is possible. The Commission was subsequently
called upon by various parties during the different phases of consultation to submit
a preliminary proposal covering benzene.

It is mainly to cater for these requests that the Commission is now submitting this
text to the Council. The other amendments proposed concerning partly the
definition of carcinogen and partly changes in wording, can be considered incidental
and without any specific impact other than that requested under the original
directive. Only in the event that the definitions should be expanded need the other
industrial sectors covered by the Directive be involved.

The principle of subsidiarity is complying with as indicated in the introduction to
the explanatory memorandum.

The impact on_business

1)  Characteristics of the firms concerned

As a major raw material used in the chemical industry, benzene is a
constituent of many items found in homes, offices, and factories. Worker
exposures to benzene can occur during the production, use and transportation
of benzene as well as during the production and use of chemicals, liquid
mixtures and solvents that contain benzene as a natural ingredient, an
intentional ingredient, or a contaminant. The main sources of potential
benzene exposures and the industries in which they can occur are listed below:

a) production of benzene (petrochemical producers, petroleum refineries,
producers of coke in the iron and steel industry),
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b) transportation and storage of benzene and benzene-containing liquids,
c) production of products containing benzene as a natural ingredient,

d) production of products using liquid mixtures containing solvents, e.g.
rubber products, paints, glues, inks....

e) use of pure benzene as a process solvent, e.g. the perfume industry, in
addition to those listed in d).

Size of business

Generally speaking, the arrangements cover more often than not medium and
large-sized companies involved inter alia in production activities. In the small
and medium-sized enterprises, where benzene might be used mainly for its
qualities as a solvent, the legal provisions which exist in nearly all the
Member States to restrict or prohibit its use, limit the scope of the directive.

Only in respect of research laboratories and small companies producing
perfumes would provisions designed to lower exposure levels be required.

Geographical area

No specific geographical distribution does exist for these businesses.

Obligations on enterprises

Establishing a limit value for occupational exposure to benzene implies the
additional obligation on companies to adhere to this value, the value itself
being the average weighted value of exposure for the worker during an 8-hour
working cycle.

This definition needs to be stressed given that in a great many industrial
situations where the concentration of benzene in the ambient air exceeds the
limit value for exposure, the worker is often exposed for short periods and this
leads to a substantial lowering of the average weighted value.

In order to allow for certain specific difficulties arising from the nature of the
work station, the proposal provides for certain temporary derogations to the
limit value by establishing a higher value which, considering the actual time
and the number of workers involved, should only negligibly increase the risk
to health.
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Effects on the competitiveness of companies

a)

b)

Advantages

The advantages of improved working conditions, in this particular case
meaning a lowering of the exposure level, will result in a lowering of the
number of cases of leukaemia, as has also been stressed (and evaluated)
by the committee of scientific experts.

These benefits will be felt not only by individual workers as members of
society but also by the companies themselves, for which the cost
advantages will be expressed as:

- fewer absences through illness

- lower retraining costs, and,

- fewer cases of persons having to be pensioned off because of
invalidity.

Disadvantages

Two types of additional expenditure will have to be incurred, the first
concerning the actual measuring of the limit value for exposure and, the
second, arising from modifications on the older items of plant and
equipment to the systems for preventing the release of benzene vapours
into the ambient air.

The costs as regards the first provision may obviously be comparatively
low as there is no absolute need for companies to have their own
measuring instruments. The second aspect will undoubtedly weigh more
heavily, particularly in the older installations, although the actual scale
of intervention can be limited in this case, too, as was pointed out
previously, to those work stations where the worker actually carries out
his tasks.

Nevertheless, as these arrangements are designed to protect the worker
against the risks of the onset of leukaemia, the cost/benefit ratio should
have a substantial impact.

Lastly, there should be no significant effects on competitiveness or on
employment levels.



Consultation

The Advisory Committee on Safety, Hygiene and Health Protection at Work gave
its opinion on this proposal and agreed on its need, namely as concerns the
amendment to the field of application of the Directive.

As regards benzene, the proposed value was not generally agreed among the
different Parties, even if the groups unanimously agreed that 1 ppm should be
regarded as feasible within a reasonable period.

Thus a system of derogations, limited in time, has been incorporated into the
proposal itself in order to allay the misgivings expressed by the representatives of
the industrial sector as to the applicability of this exposure limit value.
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