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" CTPA News Update
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News updates

Article date: Updated 6 February 2003
Seventh Amendment
February 2003 Newsletter Text

The Seventh Amendment fo the Cosmetics Directive has now been
signed by both the European Parliament and the Council of Ministers,
thus formaily conciuding the conciiiation procedure. The text itself is now
being translated by the Commission into each of the official languages
before being published in the Official Journal of the European
Communities, probably late February or early March,

Member states have up to 18 months from the date of publication to
transpose the text into national legislation. Because some aspects of the
Seventh Amendment come into effect immediately (on transposition into
national legislation) and for other aspects up to 24 months may be
allowed, the CTPA will be discussing with the DTl the implications of this
for members.

We have previously indicated the status of the various issues covered by
this amendment during the negotiations but, until the final text was
signed, the outcome of each was always open to last-minute change.

In summary, the text of the Seventh Amendment will have the following
effects:

o The testing in the EU of finished cosmetic products on animals is
banned immediately (on transposition). Such testing in the UK
ceased in May 1997 following voluntary action by the UK industry.

e The testing in the EU of cosmetic ingredients on animals is
banned: immediately if an alternative exists; as soon as a new
alternative is validated; or in six years in any event. Such testing in
the UK ceased in May 1997 following voluntary action by the
industry.

e The marketing of cosmetic products tested on animals (for the
purposes of the Cosmetics Directive) will be banned immediately if
an alternative is available and in six years in any event.

e The marketing of cosmetic products containing ingredients tested
on animals (for the purposes of the Cosmetics Directive) will be
banned immediately if an alternative is available and in six years
in any event.

e The six year deadline for the marketing ban, but not the testing
ban, may be extended to ten years in the case of these tests
(repeat dose toxicity, toxicokinetics and reproductive toxicity).
There is provision for further extension of the deadline (through
the co-decision procedure involving Council and European
Parliament) if alternatives to these tests have not been developed.

e Substances classified as CMR Category 1, 2 and 3 in Annex 1 to
the Dangerous Substances Directive, will be prohibited.
Substances in Category 3 may, however, be used if their use is
safe in the opinion of the SCCNFP. In view of this, the 28th
Adaptation to Technical Progress has not been progressed by the
Commission.

YT

(LW

http://WWW.CtDa.DYE,Uk/memhP.Y.C:/m’nfp.n’rn,r{ /newe /iindatac /T amoandmmant Zinday lhina



CTPA News Update

2/5 R—

Information on the qualitative composition of the product, its
quantitative composition (limited only to those ingredients included
in the Dangerous Substances Directive) and on adverse effects is
to be easily available to the public.

e There shall be a specific safety assessment for cosmetic products
intended for use on children under the age of three and for
cosmetic products intended exclusively for use in external intimate
hygiene.

e The presence of any of 26 fragrance ingredients above certain
thresholds (0.001% in leave-on products or 0.01% in rinse-off
products) must be declared in the ingredients listing. All sources of
these substances must be taken into account. Normal ingredient
labelling rules apply. Products placed on the market must comply
within 24 months but sell through of existing product has no
deadline.

e Cosmetic products with a durabiiity of 30 monihs or more are io
carry an indication of how long they may be safely used once
opened. This will affect the majority of cosmetic products. COLIPA
is helping the Commission design a suitable symbol and has
recommended that the period be indicated in months only in every
case rather than months and/or years. Again, products placed on
the market must comply 24 months after the Directive is published
but product already on the market may be sold through with no
deadline.

e The product information will be required to include data on any
animal testing performed by the manufacturer, his agents or
suppliers, relating to the development or safety evaluation of the
product or its ingredients, including any animal testing performed
to meet the legislative or regulatory requirements of non-member
countries.

e The "+/-" symbol is now incorporated into the text as an alternative
to "may contain" when referring to colouring agents used in a
range of decorative cosmetics.

e The Commission is to prepare guidelines to clarify the new text
referring to "not tested on animals” claims.

e Finally, the marketing ban of the Sixth Amendment is cancelled .

with effect from 1 July 2002.

In many instances, the practical implementation of these provisions is
open to interpretation. CTPA will be consulting members through its
committees and discussing each item in detail with COLIPA and DTl in
the expectation of being able to offer members clear advice. The
timetable for the implementation of all these provisions is challenging,
bearing in mind the need for extensive labelling changes within two
years.

Please note that we propose to organise a one-day workshop for

members on the Seventh Amendment, probably in April and probably in
l.ondon. :

Dr C Flower

Previous Update - 10 December 2002

The Conciliation Committee comprising members of the European
Parliament and member states representatives met under the Danish
Presidency on 6 November. They agreed a compromise position in the
early hours of the 7 November.

This summary is based on text dated 21 November 2002 that was
endorsed by the European Parliament Delegation but has not yet been
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examined by the jurist linguists. The text will be voted first by the Council
before passing to the European Parliament for its second reading and
formal vote.

Animal Testing

Marketing Ban

The current marketing ban brought into effect under the Sixth
Amendment is removed. Under the Seventh Amendment, there will be a
ban on marketing cosmetic products that have been tested on animals or
which contain ingredients tested on animals in order to meet the
requirements of this Directive. This requirement is immediate for each
test for which a validated alternative exists. This means that products
tested on animals instead of a validated alternative for the purpose of the
Cosmetics Directive cannot be placed on the EU market if that testing

takes n!:\hn aftar the Seventh Amendmaent comeg into effect, This ban
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apphes regardless of where the product was made or where such testing
" was carried out.

The Commission has been entrusted with setting deadlines for
implementation and development of new alternative tests. The maximum
period envisaged for the total replacement of animal tests is 6 years
(2009). Thus, even if the necessary alternatives are not in place by that
time, the marketing ban will be imposed.

For certain tests (repeat dose toxicity, reproductive toxicity and
toxicokinetics), the period envisaged for replacement is ten years (2013)
with the possibility of an extension for tests that cannot be replaced
within this set deadline. The extension must be agreed by the Council
and the European Parliament through co-decision procedure and will
have to be considered in 2011 at the latest. At the end of any final
deadline, the marketing ban will be imposed even if alternatives to these
tests have not been developed.

Testing Ban

The animal testing of finished cosmetic products in the EU will be banned
immediately upon transposition of the Directive by the Member States
(i.e. a maximum of 18 months after publication of the Directive).

The performance of any animal testing in the EU on ingredients and
combinations of ingredients for the purposes of the Directive will be
fotally prohibited in the EU in 2009; individual animal tests are banned as
soon as validated alternatives are available.

The Commission's timetable on the development of alternatives will be
.applicable to both the testing and marketing ban.

Re-testing provision: in exceptional circumstances where serious safety
concerns arise as regards the safety of an existing cosmetic ingredient in
widespread use and which cannot be replaced, a Member State may
request a derogation.

'Tested/Not tested on animals' claims

No compulsory 'tested on animals' labelling. Companies will be allowed
to use 'not tested on animals' claims according to strict Commission
guidelines, to be published in due course.

New Labelling Requirements

Fragrance Labelling
There is no requirement for full fragrance labelling. The 26 so-called
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fragrance allergens will have to be declared in the ingredient listing if any
are present above certain thresholds: 0.001% in feave-on products and
0.01% in rinse-off products.

The Association wishes to stress that members should not seek to
formulate out of these ingredients; their safety status remains
unchanged.

This labelling requirement will come into force for products placed on the
market 24 months after the publication of the Seventh Amendment in the
Official Journal,

Durability Dating

As now, products with a durability of under 30 months require a 'best
before' date. This is not extended to other products. The date shall
consist of either the month and the year or the day, month and year.

All products with a durability of more than 30 months will have to indicate
a 'period after opening' (PAQ) on the packaging indicating the period for
which the product can be used without any harm to the consumer; the
use of an open jar symbol followed by the period (in months and /or
years) is required.

Compliance with this requirement for products placed on the market must
be ensured by Member States 24 months after publication of the Seventh
Amendment. There appears to be no limit for selling out products already
on the market that do not comply with the new labelling requirements.

National associations and COLIPA are currently considering the practical
implementation issues in respect of this new requirement and an update
will be given as guidance becomes available,

CMR Substances

The use of CMR substances Category 1,2 and 3 in cosmetic products is
prohibited from the time they are classified and listed in Annex | of the
Dangerous Substances Directive. However, CMRs Category 3 may be
used if the substance has been evaluated as acceptable by the
SCCNFP.

This Seventh Amendment text is not in line with the text of the 28th
Adaptation to the Cosmetic Directive already adopted by the Member
States at the CATP on 30 September 2002. COLIPA was informed that
the Commission recently started the process for formal adoption of the
28th Adaptation and intends to proceed with its publication in the Official
Journal. The outcome is not yet clear.

Public Access to Product Information

Member states must ensure that parts of the Product Information, in
particular the qualitative and quantitative (limited to dangerous
substances as defined by Directive 67/548/EEC) formula and
'undesirable effects', must be made easily accessible to the public. This
is to be done without prejudice to the protection of commercial secrecy
and intellectual property rights. The practical implementation of this is not
clear at this time.

Safety Assessment -Children under 3 years and intimate hygiene
products

The following text has been added to Article 7a(1)(d): "It [the safety
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assessment] shall take particular account of the specific exposure
characteristics of the areas on which the product will be applied or of the
population for which it is intended. There shall be inter alia a specific
assessment for cosmetic products for use on children under the age of
three and for cosmetic products intended exclusively for use in external
intimate hygiene."

It had been understood that this requirement was to have been dropped,
but it has reappeared in the adopted text.

Implementation

The Directive enters into force on the day it is published in the Official
Journal.

Implementation into national legislation
Member states have a maximum of 18 months after publication in the
Official Journai to implement into national legislation.

Labelling

Products placed on the market must comply within 24 months after
publication in Official Journal for labelling ‘period after opening' and the
26 fragrance allergens.

This would appear quite unrealistic in view of the UK having to
consolidate and republish the full Cosmetic Safety (Products)
Regulations and members having to plan for significant labelling
changes.

The CTPA will be working extensively with the DTl and COLIPA to clarify
the outstanding issues and to achieve the maximum implementation
timescale for members.

fop
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News npdates
Article date: 3 March 2003
Seventh Amendment

March 2003 Newsletter Text

In the February nesletter we reporied the key elements of the Seventh
Amendment now that it has been finally agreed by both the Council and
European Parliament. Members, naturally, are seeking clear guidance on
what action they need to take in order to be in a position to comply with
its various provisions as they come into force. In some cases, this is quite
straightforward but in other cases there are differences of opinion that
need to be reconciled if the objective of a harmonised interpretation is to
be achieved.

In view of this, guidance is provided here only where there is general
agreement on the way forward at European level. Further information will
be provided to members as soon as possible.

Animal Testing

The text itseif has led to some confusion regarding products and
ingredients, testing and marketing bans, territorial scope, alternatives etc.
The table below is intended to simplify the process of determining the
impact in any particular situation. Please note, only testing for the
purposes of the Cosmetics Directive is relevant; testing for any other
purpose is outside this part of the scope of the Cosmetics Directive, but
may have still to be declared in the Product information.

ey =

FINISHED INGREDIENTS

PRODUCT
Including
combinations of
ingredients and
products
containing those
ingredients

TESTING BAN IMMEDIATELY 6 YEARS

- on transposition - or sooner if an

(18m) alternative exists

- applies to EU - applies to EU

testing only tesitng only
MARKETING BAN 6 YEARS 6 YEARS

http://www.ctpa.org.uk/members/protected/news/updates/7 amendment/index.htm
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- or sooner if - of sooner if
alternative exists alternative exists

- or upto 10 years - or up to 10 years
in the case of three in the case of three
"“tests"” "tests”

- applies to testing - applies to testing
globally giobally

Fragrance Labelling

This element of the Seventh Amendment should not pose difficulties in
interpretation. No longer than 24 months after publication in the Official
Journal, products placed on the market in the EU must include the
names of any of the 26 so-called fragrance allergens if any are present
from any source above the specified thresholds. These are 0.01% in
rinse-off products and 0.001% in leave-on products.

Members who have not already done so should contact their fragrance
suppliers asking them whether their fragrances contain sufficient of any
of the 26 for there to be a labelling requirement. Please note that CTPA
supports the fragrance industry's view that there is absolutely no need to
re-formulate your fragrances to avoid any of these substances.

Products already on the market may be sold through without time limit.
We hope the retail trade will not impose unnecessary restraints on this
aspect.

CTPA has produced a cross-reference list for the 26 ingredients that
gives INCI names, CAS numbers, the chemical names used in the
Directive and 'other' chemical names. It alse highlights the 16 ingredients
which are often found as sub-components of natural essential oils and
their extracts, It is available on request from CTPA (aisom@ctpa.org.uk)
or may be downloaded from news section of the CTPA website.

Period After Opening

The Seventh Amendment makes quite clear that this element refers only
to the period after opening (PAO) that a cosmetic remains unlikely to
cause harm to human health. Even so, many people have mistakenly
interpreted this element as referring to efficacy, durability or stability. As a
result, early moves towards a common understanding of how to establish
a PAO value for any product have needed to be re-assessed.

There has been agreement at COLIPA on a symbol to use and that all
PAOQO values should be expressed in months only, not in years. The
number of months can go inside or alongside the symbol. Please note
that this proposal has yet to be presented to the Commission and
member states for their acceptance. That presentation is expected to
take place at the next Ad Hoc Working Party (AHWRP) at the end of April.

Public Access to Information

As reported last month, certain information relating to cosmetic products
has to be made easily available to the public by the company concerned.
There are three pieces of information: the qualitative formula, the
quantitative formula (limited to those ingredients covered by the
Dangerous Substances Directive 67/548/EEC) and information on
undesirable effects on human health.

Clearly, it is in the interests of the industry to avoid a multitude of
interpretations of this element at member states’ level. As the text
requires the information to be easily accessible, a low-technology
solution available to the majority of consumers would seem preferable to
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a solution that demanded access to, for example, a computer connection
to the Internet. Thus, whilst not preventing a company from making use
of websites, the CTPA feels the consumer should always have the option
of simply writing to the company at the address on the pack. We will be
pressing for that option to remain open in our discussion with COLIPA
and with the DTI.

Specific Safety Assessments

Products intended for external intimate hygiene or exclusively for use on
children under three years of age are required to undergo a specific risk
assessment. The CTPA view is that all cosmetic products should already
undergo a specific safety assessment in the full knowledge of the
intended consumer base and that this requirement should not materially
alter the practice already in place.

~Communication

COLIPA is preparing a technical guidance document with input from the
CTPA and others to help members; it will be announced as soon as it is
available. Literature will also be prepared to help public, media and
retailer understanding of the practical implementation of the Seventh
Amendment.

In addition, discussions with the DT will continue to ensure a flexible
approach to implementation is taken at European level.

We reported last month that a workshop was planned for members. In
view of the current discussions taking place, it now seems April will be
too soon to enable concrete decisions to be taken and so such a
workshop is likely now fo take place a little later, probably in June.

top
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Editorial
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Alternatives to Animal Experiments: “"Goodbye ECVAM, Hello

FRAME"

By the time this Editorial is published, I will have
retired after more than nine years as Head of the
European Centre for the Validation of Alternative
Methods (ECVAM), and returned from Italy to
England, to devote as much as possible of my
remaining years to my voluntary role as Chairman
of the Trustees of the Fund for the Replacement of
Animals in Medical Experiments (FRAME).

This is not the place to review in detail what has
been achieved at ECVAM since 1993, especially as
the Proceedings of the ECVAM Status Seminar,
held at Ispra on 4-6 June 2002, will be published
as a supplement to ATLA, later this year. In addi-
tion, a report on Aliernative (Non-animal)
Methods for Chemicals Testing: Current Status
ond Future Prospects, prepared by ECVAM and
the ECVAM Working Group on Chemicals, is
being published as a supplement to accompany
this issue of ATLA.1

However, because the knives appear to be out
already — I have heard rumours from various
guarters that certain people are lamenting that lit-
tle has been achieved by ECVAM since 1993, as
“only three methods have been validated” — I

Table 1:
(1997-2002)

thought that it would be appropriate to take this
opportunity to briefly summarise what we have
achieved.

As was pointed out last year,2 ECVAM’s principal
responsibility in the test development, validation
and acceptance sequence ends when the ECVAM
Scientific Advisory Committee (ESAC) makes or
endorses a public statement about the scientific
validity or status of a test method or a proposed
action. As Table 1 shows, the ESAC has so far made
or endorsed 16 statements, ten concerning chemi-
cals and six concerning biologicals (vaccines, anti-
bodies, sera and hormones). Other studies currently
in progress will lead to further statements, of
course, but, in four particular -areas, events in
which ECVAM has been involved have progressed
to the point where statements will shortly be made.
These concern the scientifically validated GM-CFU
in vitro test for acute neutropenia, in vitro methods
for the potency testing of recombinant follicle-stim-
ulating hormone, in vitro testing for percutaneous
absorption, and the replacement of the LD50 test by
three in vivo methods which require fewer animals
and cause less animal suffering,.

Methods/statements endorsed by the ECVAM Scientific Advisory Committee

Chemicals s Date
1. The 3T3 NRU phototoxicity test November 1997
2. The EPISKIN™ skin corrosivity test April 1998
3. The rat TER skin corrosivity test April 1998
4. The application of the 3T3 NRU phototoxicity test to UV filter chemicals May 1998
5. The local lymph node assay for skin sensitisation March 2000
6. The EpiDerm™ skin corrosivity test March 2000
7. The CORROSITEX™ skin corrosivity test December 2000
8. The embryonic stem cell test for embryotoxicity May 2002
9. The whole-embryo culture test for embryotoxicity May 2002
10. The micromass test for embryotoxicity May 2002
Biologicals
11. In vitro production of monoclonal antibodies June 1998
12. The ELISA test for batch potency testing of tetanus vaccines for human use December 2000
13. The ToBI test for batch potency testing of tetanus vaccines for human use December 2000
14. The ELISA test for batch potency testing of erysipelas vaccines June 2002
15. The relevance of the target-animal safety test for batch safety testing of vaccines for veterinary use  June 2002
16. The batch potency testing of erythropoietin concentrated solution June 2002
O o
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The participants in the ECVAM Status Seminar
heard an exciting piece of news concerning the 14th
Meeting of the OECD National Coordinators for the
Test Guidelines Programme, held in Paris on 29-31
May 2002, at which various draft test guidelines
(TGs) were presented for approval. These included:

A New TG 428 on in vitro methods for skin
absorption: approved with corrections after ten
years of discussion, originally initiated by the UK.

A New TG 430 for an in vitro skin corrosion
test (the rat skin transcutaneous electrical
resistance [TER] assay): an EU initiative as a
result of an ECVAM validation study, for which
consensus was reached in an OECD nominated
expert meeting in the autumn of 2001.

A New TG 431 for an in vitro skin corrosion
test (employing reconstituted human skin,
namely, the EpiSkin™ and EPIDERM™ mod-
els): an EU initiative as a result of the ECVAM
validation study, for which consensus was also
reached in the autumn of 2001.

A New TG 432 for the 3T3 NRU phototoxicity
test: an EU initiative as a result of the
ECVAM/COLIPA validation study, for which
consensus was also reached at the autwmnn
2001 meeting.

Some formal steps still remain for these TGs for
alternative methods, but they are now well on the
way to acceptance at the OECD level, and therefore
to worldwide application.

This was the first time that a consortium of animal
welfare organisations (ICAPO) had participated in
such an OECD meeting. It is reported that their
presence and interventions were welcomed by the
official delegates, and that they raised the question
of the three in vitro tests for embryotoxicity, recently
endorsed as scientifically valid by the ESAC.

Only those who are aware of OECD procedures,
and have been involved in the protracted discus-
sions which have led to these recent successes, will
be able to fully appreciate their significance and
realise how grateful those committed to alterna-
tives should be to all concerned (and, not least, to
Herman Koéter and his colleagues in the OECD
Secretariat, of whom I may have appeared to be
critical in the past . . . ).

However, this is not a time to be complacent, for
significant though these steps may be, they are
small in relation to the length and difficulty of the
journey on which we have embarked. The EU
Chemicals Policy and demands for tests for so-
called endocrine disruptors are merely two exam-
ples of the many challenges that we face.

I look forward to working with my colleagues in
FRAME, with my former colleagues at ECVAM,
and with our network of collaborators in industry,
academia and government, to contribute to the
development and validation of alternative methods,
and to the improvement of the regulatory process,
so that chemicals and products of various kinds,
including medicines, vaccines, medical devices, cos-
metics, household products and agricultural prod-
ucts, can be manufactured, transported and used
more economically and more safely, while the cur-
rent reliance on animal test procedures is progres-
sively reduced.

Michael Balls

IWorth, A.P. & Balls, M., eds (2002). Alternative
(non-animal) methods for chemicals testing: cur-
rent status and future prospects. A report prepared
by ECVAM and the ECVAM working group on
chemicals. ATLA 30, Suppl. 1.

2Worth, AP. & Balls, M. (2001). The role of
ECVAM in promoting the regulatory acceptance of
alternative methods in the European Union. ATLA
29, 525-535.
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and the replacement of the LD50 test
by three in vivo methods which require fewer ani-
mals and cause less animal suffering.

The participants in the ECVAM Status Seminar, held
at Ispra, ltaly, on 4-6 June 2002, heard an exciting
piece of news concerning the 14th Meeting of the
OECD Nationol Coordinators for the Test Guidelines
Programme, held in Paris on 29-31 May 2002, at
which various draft test guidelines (TGs) were pre-
sented for approval. These included:

A New TG 428 on in vitro methods for skin obsorp-
tion: approved with corrections after ten years of dis-
cussion, originally initiated by the UK.

A New TG 430 for an in vitro skin corrosion test {the
rat skin transcutaneous electrical resisiance [TER]
assay): an EU initiative as a result of an ECVAM vali-
dation study, for which consensus was reached in an
OECD nominated expert meeting in the autumn of
2001.
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