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§Compames using chemical substances, such as Procter & Gamble or Unilever, are getting ahead of the Commission’s
! proposals by deciding to group themselves together. Thanks to the HERA project, they are becoming more efficient in
testing chemical substances and increasing their transparency to the consumer. But aren't the requirements contained in

4
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4 he downstream users of chemicals (known as “DUC"}
B have always seen their main priority as responding to

! consumers who are becoming more and more demanding in
¢ terms of efficiency and safety. This ambition is perfectly
| consistent with the well-being
; these products offer te consu-
, mers. Each of those companies is
g well aware that its image depends
& On constant innovation as well as
¢ 2 high level of satisfaction and
" safety of its consumers.
% Moreover, much rescarch has
% been carried out into the
% environmental impact of the use
. of these products. While being
¥ both a constraint and a driving
» force of innovation, the environ-
¢ ment s now part of a researcher’s
* day-to-day work.
[
i A longstanding and shared
% awareness
= research and safety.
f Faced with these requirements,
* each of the DUCs has taken specific action, although they have
; all been aiming at the same goal. By massively supporting
» research and development and creating research labo-
;. ratories, their main objective is certainly to promote innovation,
% which gives them increased market share. But every new
¥ substance is tested and potential risks evaluated before it is
{ launched on the market. For its part, the EC began to regulate
“ chemical substances in 1967 when it decided to harmonise
legislation in its six Member States concerning the classifi-
cation, packaging and labelling of hazardous substances.
From then on, the Commission has always put forward the
necessity of harmonising all the regulations dealing with the
; use of the said hazardous substances and preparations
¢ (effective as of 1976, the 76/769 Directive bans the selling
of substances containing too many risks to the consumer
or environment),
This concern has been growing, especially with the develop-
ment of &n environmental policy since 1972, In this scope, the
. Commission has put sector-based acticn programmes In place.
. The fifth Action Programme (1992-2000) marked the beginning of
4 aproactive policy since it called for the integration of the environ-
1
H

4 mental dimension within all areas of the Conmumission’s policies,

‘The REACH system

| By creating the REACH system (Registration, Evaluation and
Authorisation of CHermicals), the European Commission

g wants to put in place a coherent system and put an end to the

two risk assessment procedures which exist today, and make

g 2 distinction between “existing” and “new” substances

# (le those on the market since 1981),

# Although 2,700 “new” substances have already been tested,

9 an “existing” substances must alse be analysed. And these

¥ existing substances represent 98% of all chemical substances

# used (ie at least 30,000 substences),

¥ As its name indicates, the REACH system consists of a three-

% step procedure :

. Registration: industries wishing to preduce or import
" substances must put forward a dossier containing all the
; information required by legislation. This data will then be put
¢ into an electronic database and will be checked from time to

g time by the relevant authorities.

§ Evaluation: the authorities examine the data provided by

§ industry and give their opinion on the test programmes made

Procter & Gamble is jooking to combine technical

In February 2001, the publicaticn of the White Paper on the
“Strategy for a future chemical substances policy” represented
a success. The Cominission’s first objective was to implement
a single regulatory framework for a better protection of the
envirenment and consumers
through better communi-
cation from industries using
or producing chemical
substances.

For when it comes 16 chernical
substances, the main obstacle
is the lack of precise knowledge
about a large number of
them. A risk assessment
procedure had already been
put in place in 1981, which
made testing of the hazards
of all chemical substances
discovered after 1981 (the
s0 called “new” substances)
compulsory. But this decision
was not retroactive for
“existing” substances. Hence
the White Paper’s call for
the launch of the REACH
systenu: by 2012, all chemical substances will have to be
tested and assessed.

The DUCs have played their part in expressing their concern
about transparency. Inn 1999, two associations which grouped
DUGCs (detergents and cleaning materials) and chemical
manufacturers decided to rencunce the confidentiality of
their formulas and share their risk assessment procedures for
chemical substances they had been using for years, As Dr
Véronique Scailteur, Associate Director Corporate External
Relations Europe at Procter & Gamble, states, the launch of
HERA (for Human and Envircnmental Risk Assessment)
represents a great step forward. The aim of this operation is to
deliver clear and dependable mformation to both consumers
and regulatory authorities. Last but not least, HERA will allow
the set up of a database on these classified products for
legislating authorities, chiefly the European Union.

A necessary and ambitious programmae with many
economic consequences

The DUCs agree In principle with the spirit of the White Paper.

for each substance;
these programmes
are established by
the industries them-
selves and valida-
ted by the relevant
authority

Authorisation: “For
substances of very
high concern, ihe
authorities will have

The White Paper’s aim : to test chemical substances

and evaluate their impact on the environnement %0 give a specific
ond public health.

_________________________________ permission” (White
Paper 4.3). This authorisation will teke inte account the
economic and social effects of the use or withdrawal of these
substances.

Finally, an accelerated procedure will be implemented for the
specific use of substances where restrictive measures prove
necessary. The White Paper aims at increasing the transpa-
rency of information concerning chemical substances, with
the aim of managing risk to protect both the environment
and the heaith of the censumer.

-the White Paper in danger of holding up this essential work being carried out by an industry that is feeling responsible?

In addition to the fact that it simplifies legislaticn, which is
today much too complex to be effective, it follows the same
concermn about protecting the consumer and the environment,
Moreover, it will oblige all companies 10 be particularly
vigilant about the composition of products on the market.
‘The DUCs also agree with the Commission on acknowledging
science as the essential basis for any regulatory measure,
which shows the same concern about being rational.

But there are still some uncertainties, mainly concerning
technical matters. How do vou determine whether a product
is hazardous or mot? The DUCs insist on the fact that some
contributors to the White Paper are focusing on the pure
collection af data concerning the impact of chemical substances
without taking their actual level of exposure into account and
fixing clear priorities. The DUCs consider the priority should
be the elimination or the control of serious risk to health or
the environment, rather than worrying about systematically
assessing all substances on the market.

The program recommends the testing, or at least the assess-
ment, of a minimum of 30,000 substances over a period of 12
years. But within HERAs framework, which started in 1899, 16
categories of ingredients used in detergents are currently
being analysed. This work will be spread over 2 years.
Therefore, it Is foreseen that classifying all the substances at
stake will 1ake a long time.

L]
Zach of those companies Is well gwere that fs
image dezends on constant innovation as well
as g high ievel of sofety of its consumers and

the environment,

-]

In addition to this, another problem is the increasing number of
laboratory animals needed (knowing that alternative methods
o animal testing will be preferred), and above all the difficulty of
finding the financial and human resources required (toxicology
and eco-toxicology experts, specialised laboratories, etc.) within
such a short time. Finally, the DUCs fear that competition law
could be distorted by increasing safety requirements. Indeed,
mobilising rescurces will definitely have a negative impact on
the competitiveness of the companies concerned {especially
SMEs), without forgetting that more restrictive measures could
lead to some of these companies relocating their activities to

© WITH THE PARTICIPATION OF @

Unilever
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other parts of the world where safety requirements are less strict. Hence
; the need to involve these other countries which either produce or use
# chemical substances.
£ In the same way, the implemen-
¥ tation of the substitution principle
4 has not only been approved but also
already applied. Nenetheless, the
DUCs would like a clear definition
of this principle. For the time being,
manufacturers are asking that it is
nct considered necessary —to
substitute an ingredient which has a
property deemed unacceptable by some, when it can be proven that
the risk it bears for day-to-day life is negligible. Is it logical, for exam-
ple, to ban vitamin A or ethanol, which are both considered intrinsi-
cally toxic for reproduction, when their presence within many consu-
mer goods (detergents, cosmetics, etc.) will never result in such
consequences?
Moreover, the inherent risk of a substitution substance will need to be
considered throughout #ts whole life cycle. A substitution that has
been made too rapidly might well lead to bad decisions.
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! Aindustry which feels responsible and is seeking
; collaboration
§ - .
g The DUCs have shown their concern for a better protection of the
§ environment and the consumer. However, they are ready to admit
- their shortcomings in terms of communication and partnerships.
* Ag Charles Laroche (Vice-President Corporate relations & Public
§ Affairs at Unilever Home and Personal Care - Europe) points out,
; scientisis have not understood that “emotion is part of life”, and
b that whar is consistent from a scientific point of view needs to be
i explained to the general public and political decision-makers.
: The most important thing is to avoid demonising chemical
% substances and any psychosis among consumers. Chemical
" substances are necessary for almost everything we use in our
. everyday life. Therefore, labelling of the word “hazardous” on each
p product containing a substance that has been classified as
hazardous could well go against the transparency objective
announced in the White Paper. Although the DUCs are ready to
provide useful and useable information to the general public, they
are also concerned about not overusing the concept of hazard. The
consumer could well be inclined to lose his/her sense of vigilance
_dnd, after having used a product classified as “hazardous”
+ many times with no preblem, no longer be able to assess the
4 scale of hazard of use.
¥ Manufacturers do not wish to jecpardise the relationship of trust
they have built with consumers; making the term “hazardous”
systematic could discredit the whole industry which has abways
, seen its main priority as improving the life of consumers.
y As a consegquence, the DUCs emphasise the necessity of
distinguishing berween risk and hazard. Providing that Directive

i a

HERA: A ploneermg
pFOJECt

The HERA (Human and Environmental Risk
Assessment} project was set up in 1989 by two orga-
pisations: AISE, which groups manufacturers of
detergents and cleaning products, and C.EELC.
which represents suppliers and manufacturers of
chemical substances. HERA constitutes a vnique
parmership in Europe.

This initiative aims at responding to an increasing
demand for transparency from consumers and
public authorities, Therefore the DUCs and produ-
cers of chemical substances decided to pool -their
knowledge and develop a unique methodology for
estahlishing a collective list of tested products whose
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Two organisations have grouped together to share
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76/769 has already prevented certain hazardous substances from
being scld, the White Paper would introduce even stricter measures
which, according to manufacturers, are not justified. The fact thata
chemical substance has hazardous
properties does not automatically
mean it must be removed from the
market. It can often help production
processes to take place in a safer and
more ecological or economical way.

Hence the importance of a policy
based on risk analysis and not
simply the intrinsic hazardous
properties of certain substances. It is then a case of defining a
regulation which would ban the use of those hazardous substances
that have risks rather than one that would ban the use of all

g aveid

cwf} thing

For Unilever, innovation should enable the reduction of the required
quantities of detergents.

hazardous substances,.

Finally, the DUCs are asking for the action taken within HERA pro-
ject to be considered and conclusions drawn from it that would
lead to a re-evaluation of the schedule proposed by the White
Paper. They propose a cooperation with the European Conmission
to optimise the results of the ambitious programmes the two orga-
nisations have put in place.

The DUCs, and in particular detergent and cleaning material
manufacturers, wish to follow the White Paper recommendations
which confirm the action they have already taken. But theyhave a
firm opinion on the adjustments needed to enhance the feasibility
of the programme. And they do wonder to what extent this White
Paper will improve health and environmental issues.

Caroline HUFIN

At present, 115 chemical substances have been studied, that is to say
16 categories of substances, The results can be found on the Internet
at http:/ /www.heraproject.com.

HERA brings together teams of
environmental and public health
experts, as well as teams working on
the chemical substances themselves.
All these teams are headed by the
management board, which is in
permanent contact with public
authorities and American and
Japanese associations.

HERA wishes 1o push forward the
notion of risk rather than hazard as
the latter is nowadays preferred by
certain legislation. It also wants to
develop partnerships with authorities
{chiefly the European Union) so that it
can participate in research being
carried out into the risks chemical
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{ >Emilia Franziska
i MULLER*

) MEP PPE-DE,
; Germany
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B he new chemicals peolicy aims at

gathering information that will allow a
' better assessment of the risks linked to the
use of chemical substances. Its implemen-
tation requires an evaluation process based
on scientific grounds, regulations to frame
,risk, as well as greater transparency.

¢ Therefore, I would like all substances used in

: products to be listed and assessed according
" to the criteria proposed by the White Paper.
* The schedule foreseen for registration is

z good, even if it should not be handled too
§ surictly. Legislation is now being prepared
# and we need clear and reliable information to

4 draw it up. Once the Directive has been

£ proposed, we shall ask the major sectors

g involved to.express.their views.

T In this perspective, the DUCs will play a
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leading role as partners with public sutho-
rities and consumers. A project such as HERA
indicates a real awareness and proactive
attitude on the part of the companies,
showing they can contribute to the drawing
up and improvement of legislation.

Several substances do have so-called
“hazardous” properties, and this is precisely
why some industries use theses substances as
reactive raw material or intermediaries within
several forms of synthesis.

Controlling the correct usage of chemical

substances is more Important than

contralling their intrinsic properties. I do not

advocate a complete ban or a substitution of

certain chemical substances, since we could
]

i 3MEs must gumranies e
safely of taely products, they
st not be overburdened by fhe
deranas of the rew lagisletion.

]

need them for production processes or for
research. This is why the PPE distinguishes
between the properties of chemical
substances and their use, research and
consumer goods.

Finally, the DUCs are now more involved than
ever in risk assessment. Since these are mainly
SMEs, we await the Commission’s new
proposals with great interest, Tf SMEs must
guarantee the safety of their products, they
must nothe overburdened by the demands of
the new legislation. We fully support SMEs,
and this is one of the key points of the PPE’s
- position on the chemicals policy proposed by
the European Parliament.

i
#
g "White Paper Shadow Rapparteur within the PPE-DE
I
]
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True, but is Industry
being really penalized ?

LA QUINZAINE EUROPEENNE

EUROPEAN
PARLIAMENT

> Karl-Heinrich

FLORENZ

MEP PPE-DE,
Germany

hanks to the White Paper, we have

been able to realise that many
questions (and even concerns) exist
amongst the general public and politicians,
and that there is a real need for iransparency
and explanation, It puts forward this need to
understand and know the dangerousness of
chemical substances better according to
their exposure and use. There is no sense in
demonising these substances, but it is
important 1o know how to use them by
assessing the risks they could bring. The
notien of “risk” preferred by manufacturers
sounds like a good compromise: it is true

-]

Mol turars should beep T mind -

that che White Paver is rot o Diecihve
s Bz pubdeine o coaels with the
iy prioeiies oF the debate with
Irfowration heading vp this 5L We
shoule ol wark tagether to aprove
the proteciion of The environrment
cae! eonsumer heath,
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that a product which contains chemical
substances is not necessarily hazardous
when used correctly, But here again, 1t i
important that all consumers have clear and
accessible  information  about  these
preducts.

By creating the HERA project, industries using
and producing chemical substances showed
they had understcod how much they were
involved and that they have a respon-
sibility to give information. In my opinion, the
action they have taken is heading the right
direction, even if there are still questions to be
discussed, notably concerning the schedule
given by the white Paper for the testing of the
30,000 existing substances. Indeed, this
schedule seems unrealistic to me.

Nevertheless, manufacturers should keep in
mind that the White Paper is not a Directive :
it is a guideline. It deals with the main
priorities of the debate with information
heading up this list. We should all work
together to improve the protection of the
environment and consumer health and
enhance transparency of chemical: sub-
stances. In that respect, the environmental
policy is a scientific challenge and the
Johannesburg summit showed that it.has
become a concern shared by everyone.

>Dorette
CORBEY

MEP PSE,
Netherlands

ith regard to the White Paper on
W chemical substances, my opinion is
that it has a good understanding of the
preblem. But I still believe that the
Commission should prioritise its objectives,
that is to say select those substances that are
hazardous instead of considering them all as
potentially hazardous. Anyway, this process
will take a long time and testing all 30,000
chemical substances could be unrealistic,
especially over such a short period of time.
Indeed, testing all chemicals does not appear
necessary 10 me. The European Commission
should rather collect existing knowledge and
use the quick-scan procedure (which it has
already used for other issues).

T “think the White Paper and, generally
speaking, the Corrnission, must not be for or
against the industries concerned. The most
important thing to keep in mind is of course
the protection of the environment and public
health. I do not fear any psychosis among
consumers; but if a chemical substance
proved to be potentially hazardous for its
consumers, then the Commission should act
immediarely and without fear of industry
discussions. :

Once again, my only fear is that the White
Paper might be over-ambitious, which could
result in an overloaded agenda. Being

s
Finally, | believe that the distinction
petwees risk and hazord 5 net
seclly the poini. Wa shouid rother
Tpcus on the distineiion belween
the wses that con bz made of a
saoicin grocuct
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ambitious {especially in this field) is good, but
you have to be careful with the availability of
existing rescurces (this problem appeared, for
example, when the Commission tackied the
pesticides issue).

Binally, I believe that the distinction between
risk and hazard is not really the point. We should
rather focus on the distinction between the uses
that can be made of a certain product. If &
product, particularly when widely consumed,
proves 1o be dangerous then it mwust of course
be labelled as “hazardous”. Indeed, some
substances might be hazardous only in certain
conditions [for instance when combined with
another substance), but nat necessarily if used
correctly

# www.laguinzaine.com

s David Robert
BOWE

MEP PSE,
United Kingdom

ver the past 15 years I have noticed a

change in the kehaviour of the DUCs.
But while some of them have indeed a more
positive and constructive attitude, others are
still driven solely by making profits. There is
no doubt a growing sense of the manu-
facturers concerned taking responsibility, but
Twould like to see them getting more involved
in this area, like what happened in Germany
for instance, The HERA project seems to be a
very goed initiative to me and it must be

e
Both the DUCs gnd chemicw
subistarce maruforturers, as wel g3
feglciators, off sheve o grest
responstbiity ¢ they must prevent
production of the most hozordeus
af these subsiances being moved to
the devefoping countries,

©
considered as a majer player in the political
framework developed by the White Paper.
The White Paper describes the current
situation and takes stock of the provisions to
be implemented in order 1o improve health
and above all the environment, particularly
on along-term basis. Of course, the schedules
given are ambitious, perhaps even impossible
to fulfil. The upceming legislation will have to
lay down a method and top priorities: first,
study the most hazardous substances and
those that have a threatening longevity (the
so-called POPs or Persistant Organic
Polluters). This represents about 500
products, which is a really feasible number
10 assess.

Therefore, I think it is important to preserve
the notion of “hazard” : risk assessing can
only be considered as an instrument (o
inform the consumer. The consumer must be
able to totally evaluate the products he buys.

Finally, regarding the most hazardous
substances, both the DUCs and chemical
substance manufacturers, as well as legis-
larors, all share a great responsibility. Indeed,
they must prevent production of the most
hazardous of these substances being moved
to the developing countries. We have the
expertise and knowledge to limit as much as
possible the negative effects of these
products, we know how to control them,
especially regarding their distribution, so we
must make sure they do not fall into the
wrong hands. Bveryone must be responsible
and consider this aspect of the problem to
take the appropriate action.
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i he impact of the White Paper on enhan-

cing the protection of the
environment and public health will be very
. positive: when you examine current data,

L]

Knowing the infrinsic properties of
every substance we use, us well as
the whole range of usage we maks
of them, is fundamental for
determining the level of risk. This ks
why the schedules stated in the
White Paper must bz mel.
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you cannot help but realise that there are
many substances about which nothing is

known. Industries themselves are well aware
g of this, and they told us about this during a
¢ pilot meeting we had together. They
icomplained about the lack of data they
# themselves had at their dispesal. The HERA
¥ project - which follows the CEFIC initiative
¢ and the Long Range Initiative — shows that
! these industries are looking thoroughly into
" this issue.

i

o e EE b

é Knowing the inttinsic properties of every sub-
¥ stance we use, as well as the whole range of
's usage we make of them, is fundamental for
1 determining the level of risk. This is why the
i schedules stated in the White Paper must be
- met. All the political players agree to then: the
" Council approved them, and 1 do not think
i that the Parliament has questioned them.
. Companies must then adapt themselves.

i

% The same is true for the labelling of products
§ containing hazardous substances: the White
# Paper only Tepeats the requirements
, provided by the Directive on hazardous
. preparations, nothing more nor less. It must
: be noted that complete transparency of
{ product compositon benefits everyone: the
% consumer will be able to make his/her
4 choice with full knowledge of the facts and
increased confidence in the products to be
used. And the image of DUCs will improve.

U

y As for the economic consequences of the
% White Paper, no smdy has yet been able to
¢ clearly state what the effects of the

upcoming legislative decisions would be.
# I can understand why the DUCs feel worried
§ about it, but they should adopt a more
% ppen-minded attitude rather than contest

without a solid argument. These industries
é must becorme aware of their responsibility,

and 1 hope these constraints will move them
¢ tolook for new substances and develop their
. Research and Development departments.

b
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> Eric
VINDIMIAN

Chronic Risk
Director,
INERIS (France)

s published by the Commission, the

White Paper is the result of a
compromise : on the one hand, industry is
required tc increase its transparency and
take responsibility. But on the other hand,
the testing process Is being simplified,
which is not a positive point in my opinion.

To be more explicit, let me remind you that
the current system does not make any
systematic testing obligatory for “existing”
substances. When dealing with ‘“new
substances (ie those discovered after 1981),
their systematic testing requires a very
precise procedure with a level of investi-
gation higher when production is increased.

"

Thanks to the REACH systern, tests have
been extended to all substances. But on the
other hand, the level of requirement for
information data has been lowered, given
that the thresholds needed actually
correspond to the quantity of tonnage
registered. Thus, for many molecules, the
resting dossiers will be simpler, But thisis a
double-edged sword for companies since
when information on a given substance is
lacking, safety facters will be applied
according to the hazards and risk
evaluation might end up being stricter than
necessary.

[}

But i must be stressed that the
studies on chemicel substonces
kave been putl to one side for o
iong time now and we must find a
way to make up for lost time (.}
Twe complementary solutions ave
possible: supporting the
troinlng of new reseorchers and
experts ond developing partner
ships. .
But on the whole, the White Paper
progranime is positive in terms of environ-
mental protection and public health, since
tests are now comprehensive, And these
tests now represent a priority for public
authorities and manmafacturers.

In creating the HERA project, the DUCs
have shown their full comprehension of the
problem; pressure from legislation has led
them to get organised and stay one step
ahead of the White Paper. Of course, they
are werried about the deadlines assigned,
since it is no secret that this programme Is
very demanding. But it must be stressed
that the studies on chemical substances

have been put to one side for along time
now and we must find a way to rnake up
for lost time. It is clear that the industry
will increasingly need more toxico-
logists, although some companies have
been reducing this type of activity over
the past few years. Two complementary
solutions are possible: supporting the
training of new researchers and experts
within higher education and developing
partnerships with French and foreign
laboratories.

As a maiter of fact, nothing preventis
companies from cutsourcing this testing
process, which would allow this already
3
Those who fear o decrease in
competitiveness of European
industries mre perhaps vight In the
shor termn, but 1 think the situstion
wiil reverse long term: firsily,
becnuse environmental constraints
will spread throughout the world
and be Imposad on everyone.
Secondhy, becouse such a legislutive
framework will  stimulate
innovetion.
®

well organised expertise sector (o
develop. By the way, it must be
emphasised that the quality of testing is
controlled by a “quality assurance”
system called the GLP (which stands for
Good Laboratory Practises). This label
certifies that the laboratory supplies a
system of reference, traceability and
reports, whose competency has been
approved by public authorities,
Laboratories given this certification are
reguilarly audited and they guarantee a
high level of service,

To come back to the White Paper,
I reckon it is important to put forward
the notion of “hazard” of a given
chemical substance. It is often more
suitable than the notion of “risk”, which
involves exposure: when a consumer
handles a hazardous product, he must
be aware of this. The end-user should be
informed so that he/she can be more
vigilant whenever necessary. Anyway,
this requirement concerns imported
ptoducts too, so that there will be no
distertion of trade between European
companies and the rest of the world.

Those wha fear a decrease in competiti-
veness of European industries are
perhaps right in the short term, but I
think the situation will reverse long
term: firstly, because environmental
constraints will spread throughout the
world and be imposed on everyone.
Secondly, because such a legislative
framework will stimulate innovation and
allow the creation of environmentally-
friendly substances with greater added
value,
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LAQUINZA\NE EURCPEENNE

i#
i st fio®
%g&m&r@@gﬁn

ucy Haveirsally
talzand hiaithe
fag tﬁnm‘aﬂ%ﬂﬁ'@@% S

%##%*@”tf

q&réjp*n?e’ﬁtgagd* the ;gr cdud
M Qrﬁgpgefgoﬁemiﬁgi
étiéﬁ&o& pof it &sgafcgl&m@
tetidg %1?0 e;.%s,gefn§ %gl%‘%*’
Iehrty » decided do; fonsidery



	
	
	
	

