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Abstract

#HERA«, the Human and Environmen-
tal Risk Assessment initiative is a joint
partnership beteeen AISE, the Euro-
pean Detergent, Cleaning and Mainte-
nance Product Association and CEFIC,
the European Chemical Industry Coun-
cil whose member companies supply
detergent chemicals to the AISE com-
panies. The objective of HERA is to
demonstrate the feasibility of pes-
forming =targeted risk assessments
and in doing so to provide relevant
safety information on household de-
tergent and cleaning products and
their ingredients to all interested par-
ties. HERA will progress in two phases:
Phase | will focus on the development
of the targeted risk assessment metho-
dology to be illustrated with some ex-
amiples. In Phase I, the methodology
will be applied to a wider range of in-
gredients. While the exercise is cur-
rently limited to chemicals used in de-
tergent and deaning products sald to
the general public in Europe, we think
it can serve as a pilot for reapplication
in other chemical sectors or other
geographies. This targeted risk assess-
ment approach should be applied as
the basis for risk management deci-
sions,

Background

The chemical industry is a key industry
wihose products and services are gssen-
tial to everyday life, They can be found
in 2 wide range of applications from
food, pharmaceuticals, clothing, to hous-
ing, automabiles and leisure activities.
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In Eurcpe alone the chemical industry
has annual sales of Eurc 385 billion
and employs over 1.6 million people
directly while supporting millions
mare throughout the eoonomy,

In the 1980, there was strong public
concern about the possible impact of
the chemical industry on the environ-
ment, especially from its manufactur-
ing processes. The industry recognised
that it had to improve its performande
and introduced a voluntary initiative
called Responsible Care. This became
established in Europe from 1990 on-
wiards and has helped to drive conitin-
wows improvement in all aspects of its
health, safety and environmental per-
formance, More recently the public
have become concerned about the
safety of chemical products both to
human health and the environment.
Responsible Care has alo kept pace,
Today, T embraces product steward-
ship-taking care of products through-
aut their life oycle.

Reducing the environmeental impact of
the manufacture, use and evemtual
disposal products and minimising ad-
verse effects to human health are im-
portant elements of sustainable devel-
opmEent.

In June 1992 as part of the United Na-
tions conference on environment and
development, the Rio summit with its
chapter 19 of agenda 21 called for ac-
celeration of chemical evaluation and
exchange of information, as well as
international effective risk manage-
ment procedures and comtrol regimes.
Simce the last 30 vears, the EU has pro-
duced an extensive s=t of legislation
on chemical safety for both emviron-
ment and human health in the context
of the intemal market. The legislation
has achieved its protective and single
market goals in several areas but not
in all. Various governments or inter-
government bodies are looking into
setting up their programs, e.g. O5PAR
(the Osla Paris Convention for Marine
Erwironment). Producers, users and
controllers of new and existing chem-
icals have assessed risk with varying de-
grees of knowledge and care. There
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have been some voluntary Industry
programs of assessment at the nation-
al level like Germany and there are nu-
merous research programs to try and
improve current risk assessment prac-
tice as well as study new emerging is-
sues, Intermational activities like the
OECD Global Harmonisation of Classifi-
cathon and the ILD Global Harmaonisa-
tion of Labelling exercises are bringing
the international dimension to chemi-
cal management policy discussions.
Against this complex background
there is an evident need for a frame-
wiork that can demonstrably deal with
the concerns. The recent informal and
formal Environment Couwncils of Minis-
ters in the EU asked the Commission to
reform the EU Chemical Palicy.

The chemical industry is responding to
the global challenge. In 1998 the USIn-
dustry agreed with the US EPA (Envi-
ronmental Protection Agency) to pro-
vide hazard data for nearly 3000 exist-
img High Production Volume (HP)
chemicals by 2004. In the same year the
ICCA (Intermational Council of Chemi-
cal Industry Associations) launched an
initiative to co-ordinate and acceler-
ate the process of data collection and
initial hazard assessmemt for 1,000
HPY {high production valume) chemi-
cals. The industry is committed to en-
suring that all data gaps in the DECD
5105 (screening information data sets)
for these chemicals will be filled in by
the end of year 2004,

Finalky, and in additlon, CEFIC has com-
mitted to undertake initial risk assess-
ments for pricritised substances under
the banner of »Confidence in Chemi-
calse —a chemicals management initia-
tive of Responsible Care.

The Industry Views

To provide reassurance about the safe-
ty of the product {i.e. 3 preparation)
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and its ingredients {ie. substances),
use and exposure information must be
coupled with hazard data in a trans-
parent manner, Generation and wide
publication of hazard data on chemi-
cals, while certainly proactive in terms
of infermaticn, may trigger mare pub-
lic fears about their use in consumer
products and more suggestion of haz-
ard based policies.

Risk assessment has been practiced for
CEFIC and AISE member Compamnies for
rmamny years and has preceded various
risk management actions. Industry
thus comsiders the current complex
leqgislative and political situation as an
ancouragement to share data and
methods between wsers, suppliers and
with interested parties more broadly,
Also, we would like to get stakehold-
er input on the approach and eventu-
ally publish relevant safety informa-
tion,

HEeRrA: The Concept

The Human and Enviromnmental Risk
Amsassment initigtive is a joint partner-

@i HERA

HumaaH AND ENVIROMMENTAL FISK
AESESSMENT ON [recREDIENTS FOR Housssoln
CLEANING PRODUCTS |

A Europsan new joint Industry initiative |
betereen:

= ALSE
(European Detergent, Cleaning and
Malntenance Products Association)
amd

= (EFIC
(Eurapean Chemical Industry Council),
suppliers of the raw materials

Fig. 1

HERA's imtention is to provide relevant
safety information to all interested
parties in a fast and effective manner.
It is imtended to contribute 1o Improw-
ing the current risk based approach of
thie EU chemical legislation by demon-
strating that targeted risk assessment
Is feasible, fast and effective. Current
EU legal procedures for risk assess-
ment of substances as prioritised re-
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guire that all possible production
systems and uses of achemical be eval-
uated vis a vis all hazard endpoints,
This = a long and complex process.
There is increasing recognition that a
mare fragmented but mone efficient
way to address risk assessment of a
chemical would be to foous on the
mast relevamt uses, on areas of poten-
tial concern due bo a particular expo-
sure andior a particular (ecojtowico-
lagical property and prepare for those
a »targeted risk assessments, HERA
will offer examples of targeted risk as-
sesmment for chemicals primarily used
in detergent and cleaning products
sold to the general public. It will thus
focus on Consumer use eXpOoSUre sCe-
narlos, For the environmental expo-
sure the imtention is to consider the to-
tal tonnage going down the drain af-
ter COnSUmer use,

It is hoped that HERA can serve as a pi-
lot targeted assessment exercise for
wider application in other sectors
and/or geographical areas.

Hera in Practice

From October "59 to October 2000,
Phase | of HERA will foous on the de-
vitlopment of the methodology for
targeted risk assessment and its valida-
tion with a set of 3 model substances
or groups of substances (an optical
brightener alkyl sulphate surfactants
and zeolites), The objective of this first
phase s to define a rapid but still sci-
entifically founded systern wnder-
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standable and comsidered to be fea-
sible by all imterested parties. Stake-
hclders will be infermed and their in-
put sought at various stages of this
process. Time and resources permit-
ting this targeted risk assessment tool
will then be applied to a larger num-
ber of model substances.

In Phase Il of the program after Octo-
ber 2000 the system will be broadened
to encompass a8 wider range of deter-
gent ingredients and products catego-
ries {Fig. 2}). Communication means
{e.q. website) are being established to
allows for active discussion, Safety as-
sessments which can of course be revis-
ited if new data become available, will

rapid and efficient,
sound science

Phase |
_a—F"FFd_-
= [evelop methodology
for targeted risk
asfessrments
=  Ohjective:

Phasa Il
apply to a wider range of substances

@HERA

T I|

= Wark on model i
substances

= Objective;
establish feasibility for
all interested partles
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eventually be published and will serve
as basis for a renswed discussion on
rick management Lools and decisions
where appropriate. In the process HERA
participanis (Fig. 3) intend to take ac-
count of all relevant aspects of other
international activities in the dhemical
drea, og, the [CCA and US HPY initia-
tives and the alliance for Chemical
Mowareness, & LS Industry initiative in-
tended to facilitate commiunication
with the public about the uses, risks,
benefits and uncertainties about ma-
jor chemicals.

Conclusion

The HERA initiative is & multi-faceted
partnership that brought suppliers
and formulators of chemicals together
around a table to craft a woluntary pro-
gram that should rapidly achieve im-
portant benefits. Further stakeholder
input is being sought and there are
miany practical questions surrounding
the program that still require disous-
sion and resolution. But we believe
that this initiative is an important and
concrete step building on the EU risk
based chemical policy. We are confi-
dent that, with the expertise from
HERA experts, we shall be able to pro-
vide relevant safety information on
large tonnage hame products and the
chemicals they contain to authorities
and the public. Furthermare we are
confident that HERA has the potential
ta serve as a pilot for application in
other sectors and other gecgraphical
Areas.

Progress in chemical management is
possible. Industry voluntary initiatives,
like HERA, are meaningful contributors,
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