What chemicals are you
using to dye? - the European
enforcement initiative

Hugh Wolfson reports the
results of this recent
European initiative

This year (1995-96) was the first in an
initiative to achieve a more united
reaction to counterfeit or new sub-
stances being made in or imported into
the European Economic Area (EEA): the
European Inspection Project on Notifi-
cation of New Substances (NONS).
European directives on the supply of
chemical substances are intended to
ensure that new chemicals are not
offered on the market unless they have
been thoroughly tested for any po-
tentially harmfu! effects, and that
dangerous substances have
fult  hazard information

cals have been adequately tested for
other reasons.

Chemicals designated as ‘existing’
were listed in the 1981 compilation,
European Inventory of Existing Com-
mercial Chemical Substances (EINECS).
Any chemical that was not put on the list
is designated ‘new’, whether it was
commercially available before 1981 or
first offered commercialty recently. These
‘new’ chemicals are notifiable.

Notification of ‘new’
chemicals

Notification involves provision of a
technical file, for which the toxicity tests
in particular can be expensive in time

reason the European directives require
subsequent separate suppliers to make
their own notifications. However, the
1992 Directive does encourage ‘sharing’
of information, which allows the first
notifier to come to a financial arrange-
ment with subsequent competitors.

A ‘supplier’ is a manufacturer in or an
importer into the EEA. People in the
chain of trade from the natifying supplier
are covered by the supplier’s notification,
but a notification applies only to the
chemical from the manufacturing source
as originally notified. Several importers
from the same source outside the EEA
will require separate notifications unless
they arrange to he representatives of a
single notifying importer.

We have come a long way in these
paragraphs from the simple
objectives that new chemi-

available in a form which is
useful to the user. There are
16 headings for different

CAS number Chemical Abstracts Service index
number (allocated by the American Chemical Society)

cals should only be put on the
market after proper testing
and with adequate safety

elements of the information, Copy dyestuff A dyestuff that is the same colour and information.
ranging from the name and has the same constituent coloured chemical(s) as the
address of the supplier, authentic dyestuff
through flammabitity and . ) The
toxicology data, to legal Counterfeit dyestuff A dyest.uff that is the same (or a experimental

- . similar) colour as the authentic one, but is chemically
restrictions and conditions ) scheme for
for carriage of i different e

ge of the material d tuff
(see box on next page). EINECS European Inventory of Existing Commercial yesturrs
The requirement for Chemical Substances The textile industries use a

thorough testing, applicabie
to ‘new’ chemicals, could not
be applied at once to all the
existing chemicals, because
of the massive workload
implications for suppliers
and enforcing authorities. Of
necessity, these ‘existing’
chemicals were listed and
mostly made exempt from
the requirements for the time being.
There is, however, a programme of
batchwise retrospective collection of
information, and some existing chemi-

Existing chemical A chemical listed in EINECS
New chemical A chemical not on the EINECS list
NONS Notification of New Substances

Supplier A manufacturer in the European Economic
Area or an importer into the area

and money. There would obvicusly be a
commercial advantage to a second
supplier if it were possibie to simply take
over an existing notification, and for this

wide range of chemicals,
from alkalis and acids (and
buffers) to surfactants,
bleaches, surface treatments,
reducers, emulsifiers, mor-
dants, activators and dye-
stuffs. The latter were
selected for the 1995-96
initiative not only because
they have a high rate of
innovation, but also because it was
thought (and even alleged by some
manufacturers} that there were
copies or counterfeits on the market.
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| distinguish ‘copies’ from ‘counter-
feits’. A copy dyestuff has the same
colour and the same coloured con-
stituent chemical(s) as the authentic,
even if it is supplied by a different manu-
facturer or in breach of patent. A
‘counterfeit’ may be a similar colour but it
is chemically different from the authentic,
sometimes in a minor way but some-
times wholly. There is an obvious
interaction with the directives on new
substances if the counterfeit chemical is
‘new’, but none if the fake dye is a colour
match made up of existing coloured
chemicals on EINECS.

There is a further, more subtle, prob-
lem with ‘newness’. The authentic dye on
EINECS may be a potassium salt. The
free acid and the tetramethylammonium
salt may also be on EINECS. Each has
different CAS and EINECS numbers. in
use, in solution with buffers and additives,
they are indistinguishable in colour,
behaviour and even chemistry. Suppose
the sodium salt is not on EINECS. That
means it is new and notifiable, even
though it behaves in use exactly like the
others. This is not as unreasonable as it
first appears: although the toxicological
and other characteristics of the various
salts may often be very similar, they can
differ {for example in corrosiveness or bio-
availability).

Companies in 14 couniries were

approached by their own national
inspectors and asked for a list of dyestuffs
offered. Each list was scanned and a
sample of 25-30 dyestuffs selected for
closer study. The choice was often based
on the type of dye {reactive dyes were
particularly targeted), apparent novelty —
recent entry into the Colour index or no Cl
name) — and/or association with pub-
lished indications of carcinogenicity or
other serious hazard. Companies were
asked to disclose the essential colorants
in the selected dyestuffs and to specify
their EINECS numbers.

The chemical composition should be
available from the manufacturer (but he
may he several steps up the supply
chain). The EINECS number may be
obtained from published lists. Each
national enforcement authority can advise
where EINECS can be consulted locally.
An importer or supplier's initial contact will
be with the ‘competent authority’ in the
first country into which they are going to
import the substance (or where they are
planning to manufacture it).

In the UK this is Dr J Davies [HSE,
HDD4, Magdalen House, Stanley Pre-
cinct, Bootle, Merseyside L20 3QZ; Fax
(+44) 151 951 3317]. In The Netherlands
it is Mr E Gies [Dutch Ministry of the
Environment, PO Box 30945, IPC 681,
2500 GX, The Hague; Fax (+31) 70 339
1299].

Categories of information required under European

Identification of the substance/preparation and company/undertaking.

directives on supply of chemical substances
1
2. Composition/information on ingredients.
3. Hazards identification.
4. First-aid measures.
5. Fire-fighting measures.
6.  Accidental release measures.
7.  Handling and storage.
8. Exposure controls/personal protection.
9.  Physical and chemical properties.
10.  Stability and reactivity.
11.  Toxicological information.
12.  Ecological information.
13.  Disposal considerations.
14.  Transport information.
15.  Regulatory information.
16.  Other information.
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Problems encountered

At least two Cl numbers cited as NONS-
notifiable turned out to be mixtures of a
NONS-new and EINECS colorant. Some
importers (the major sources are Pacific
rim and eastern Europe) have tried to
simplify their task by citing the Cl
colorant and asking the European
authorities for the EINECS reference. As
indicated above this can be very
misleading, and in practice authorities
are asking for a declaration frem the
supplier of the chemical nature of the
dyestuff. Surely the company that made
the chemical ought to know what it is!

Dyestuffs tend to be regarded as
‘commodities’, i.e. colorants rather than
chemicals. In the same way, lubricants,
detergents, buffers, etc. may not always
have been considered to be chemicals
subject to the national legislation
enacting the directive.

Some manufacturers and dealers (noe-
tably from the USA and Switzerland}
were reluctant to disclose EINECS
numbers, but would usually do so in
confidence to the enforcement authority.
In principle, of course, their customers
cannot trade without soundly based
guarantees from their suppliers that
substances are legitimately supplied
under notification legislation. Some other
traders (notably those importing from the
Pacific rim) have proved unable to
disclose EINECS identities because their
own suppliers do not have the
information or refuse to disclose it.

In addition to these difficulties in
obtaining information, the 1995-96
project highlighted a number of apparent
breaches of national legislation based on
the directives, and also several other
problems. They can be categorised as
* Copies
* Counterfeits
* Obsolete identities
s Salt variants

Copies

Copies are easiest to identify: a
company asserts that it is providing a
specific Cl reactive blue, say, when that
Cl reactive blue contains a colorant
notified by another supplier. Several
intense reactive black mixtures come
under the same heading, because the
orange component is notified.



European directives
chemicals

preparations
91M55/EEC on data sheets

Making sense of NONS
The complete (idiot's) guide to CHIP2

Sources of further information

67/54B/EEC o1 classification, packaging and labefling of {single) dangerous

B8/379/EEC on classification, packaging and labeliing of dangerous

67/548/EEC and 92/32/EEC on notification of ‘new’ substances

HSE publications on UK legislation {corresponding advice is available from
National authorities in other European countries)

Counterfeits

Counterfeits are harder to identify, as the
supplier is often reluctant to disclose the
recipe by which he achieves a near
match to a Cl colorant. But in that case
he runs the risk of being accused of a
breach ot a natification requirement.

Obsolete identities

Obsolete identities have been a big
problem. EINECS numbers are asso-
ciated (usually) with CAS numbers and
WJPAC structural names for the coloured
chemical. A number of Cl colorants were
given interim ‘twelve thousand series’
CAS numbers before the chemical
structure was disclosed. Over the years,
CAS numbers have been issued {or
modified) for dyestuffs whose structure
was originally either not disclosed or not
accurately known. It is perfectly possible
to have a CI colorant which has been
aliocated several different EINECS and
CAS references over the years, or which
has an EINECS number for one CAS
number but not for older and newer CAS
numbers. Some venerable colorants,
such as nigrosine spirit black or
ultramarine, have fallen into this cate-
gory. Sorting out such cases gives
suppliers major difficulties.

There are CI| colorants (quinoline
yellow is an example) where even the
Colour Index is ambiguous about the
constitution. There are Cl colorants that
are no longer the same chemical com-
position that they were, because colour-
matched colorants with better or safer

properties have been introduced and
{perhaps rather casually) given the old
Cl number. In such cases the manu-
facturer is effectively counterfeiting his
own product!

Salt variants

Salt variants have included a NONS-new
dye that is the tetramethylammonium
salt of a very old dye for which other
salts were on EINECS. Although (as
indicated above) the differences in
hazard may be small, there is a legal
difference. The problem is, can objection
be taken to calling the dyestuff by the CI
name, even though it is the ‘wrong’ salt?
If the NONS notifier chose not to
disclose the constitution to the Coiour
Index, who can say which salt is really
the Cl colorant?

Some lessons for the
future

So what has come out of the European
project so far? Most of the dyes (in-
cluding those in inks and toners) from
major suppliers were eventually trace-
able, even if at first the supplier only had
old CAS references. Of 3860 substances
checked, the supplier could not initially
chemically identify 644 (nearly 17%).
After correspondence and searches, this
was reduced to 163 (4%). A further 142
were ‘notifiable’, but only 90 (63%) of
these had been property notified.

One company carried out a iotal recali
of one imported product that was in

breach of NONS. Stocks were im-
pounded in the warehouse of another
importer, a further company undertook to
withdraw half-a-dozen dyes from its
catalogue, and there were many similar
stories.

Safety information

There is also a widespread problem of
inadequate safety information being
supplied with dyestuffs. Again, the well
known companies were mostly the more
satistactory ones, while poor information
tended to be associated with poorly
established identities. Ninety-six com-
panies were visited in 14 European
countries. Nearly half (45) had one or
more apparent breaches of the direc-
tives, in that they were improperly
supplying notifiable chemicals or pro-
viding inadequate safety information as
to a relevant hazard, such as eye
irritancy, sensitisation ar even carcino-
genicity.

The European enforcement project
continues in 1996-98, dealing with other
chemical classes besides dyestuffs.
Following on from NONS, this new
initiative has been named SENSE (Solid
Enforcement of New Substances in
Europe}.

Hugh Woifson has been with the
Health & Safety Executive since
1974. He is a principal specialist
Inspector (chemical) in Manchester,
and is cne of the UK representatives
in the continuing European initiative
on notification, testing and provision
of information with chemicals.
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