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The European Union (EU) has issued a 
notification1 to the World Trade Organization 
(WTO) regarding the draft Commission 
Regulation that will amend Annex XIV of the 
REACH regulation to include six substances of 
very high concern (SVHCs). 

The six SVHCs to be included in Annex XIV 
(the “Authorisation List”) is one less than the 
original seven substances first recommended 
by the European Chemicals Agency (ECHA) in 
June 20092. These six substances are musk 
xylene, MDA, HBCDD, BBP, DBP and DEHP. The 
seventh substance, Short Chain Chlorinated 
Paraffins, or SCCPs (CAS No. 287-476  -5), 
will not be included because this group 
of chemicals will be restricted in another 
chemical legislation that will be implemented 
more globally.

The EU proposes to bring the amendment into 
force in December 2010. The “sunset dates” 

1  Download the complete notification from http://docsonline.wto.org/
DDFDocuments/t/G/Tbtn10/EEC337.doc
2  See the July 2010 issues of Softlines E-ssentials, https://www.tuv-sud.
in/APMKT/pdffile/Softlines_E-ssentials_22_July_2010.pdf

for the six substances vary from 42-months to 
48-months (see table), after which they can 
no longer be used in the EU without formal 
authorisation. According to Article 58(1)(c)(ii) 
of REACH, applications for authorisations to 
use an SVHC must be filed at least 18 months 
before the SVHC’s sunset date.

HOW TÜV SÜD CAN HELP
Businesses are reminded that although articles 
imported into the EU are not subject to the 
authorisation requirements, this should not 
be mistaken to mean that non-EU articles 
producers do not need to be aware of the 
development of the Authorisation List. The 
discrepancy between the safety requirements 
for EU produced articles (where no SVHCs 
can be used unless authorised) and non-EU 
produced articles (where SVHCs can be used 
without authorisation) has not gone unnoticed 
by non-governmental organisations (NGOs) 
that advocate consumer product safety.  With 
the general public becoming increasingly 
aware of and knowledgeable about hazardous 
chemicals, it is likely that market demands 
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rather than regulatory requirements will be 
the driving force for safer consumer products 
in the EU. 

In light of this, businesses must therefore stay 
ahead of the regulatory requirements in order 
to secure their market share within the EU. 
With our advanced laboratories and expertise 

in product safety regulations, TÜV SÜD can 
help businesses plan for regulatory compliance 
and help them remain competitive in the EU 
and other markets around the world. n

(continued from page 1)

TABLE A: THE SIX SUBSTANCES OF VERY HIGH CONCERN WHICH ARE EXPECTED TO BE INCLUDED IN ANNEX XIV3

Substance EC Number 
(CAS Number)

Latest application 
date4

Sunset date5

5-tert-butyl-2,4,6-trinitro-m-xylene (Musk xylene) 201-329-4

(81-15-2) 

Date of entry into force 
+ 24 months

Date of entry into force  
+ 42 months

4,4-Diaminodiphenylmethane (MDA) 202-974-4

(101-77-9)

Date of entry into force 
+ 24 months

Date of entry into force  
+ 42 months

Hexabromocyclododecane (HBCDD) and all major diastereoisomers 
identified including alpha-hexabromocyclododecane, 
beta-hexabromocyclododecane and 
gamma-hexabromocyclododecane

221-695-9, 247-148-4, 
 
(3194-55-6, 25637-99-4, 134237-50-6, 
134237-51-7, 134237-52-8)

Date of entry into force 
+ 27 months

Date of entry into force 
+ 45 months

Benzyl butyl phthalate (BBP) 201-622-7

(85-68-7)

Date of entry into force 
+ 30 months

Date of entry into force  
+ 48 months

Dibutyl phthalate (DBP) 201-557-4

(84-74-2)

Date of entry into force 
+ 30 months

Date of entry into force  
+ 48 months

Bis(2-ethylhexyl)phthalate (DEHP) 204-211-0

(117-81-7)

Date of entry into force 
+ 30 months

Date of entry into force  
+ 48 months

3 Download the complete draft Commission Regulation from http://members.wto.org/crnattachments/2010/tbt/eec/10_2523_00_e.pdf.
4 Date referred to in Article 58(1)(c)(ii) of REACH.
5 Date referred to in Article 58(1)(c)(i) of REACH.

Illinois Joins Connecticut and Minnesota in 
Regulating Cadmium in Children’s Jewellery

Illinois has become the third U.S. state 
to regulate cadmium content in children’s 
jewellery, following similar legislations1 
passed by Connecticut (in June 2010) and 
Minnesota (in May 2010). 

1  View the July 15 Issue of Softlines E-Ssentials at https://www.tuv-sud.
in/APMKT/pdffile/Softlines_E-ssentials_15_July_2010.pdf

Illinois’s new Act2 is similar to that of 
Connecticut in that it bans the manufacture, 
distribution or sale of children’s jewellery 
that contains more than 75 ppm of soluble 
cadmium according to the ASTM F-963 testing 
standard. The requirements will become 
effective from 1 July 2011 and will apply to 
surface coatings and accessible substrates. 
Manufacturers of children’s jewellery whose 
products are restricted by the new law must 
notify resellers about the provisions of this Act 
no less than 90 days before that date.

HOW TÜV SÜD CAN HELP
Children’s jewellery is defined as jewellery 
that is “made, marketed, or designed for or 
intended primarily for use by children under 
the age of 12”. This includes jewellery and 
accessories that are sold in children’s sections 
of departmental stores or other points-of-

2  Download the full Act from http://www.ilga.gov/legislation/96/HB/
PDF/09600HB5040lv.pdf

sale such as vending machines or mail order 
catalogues. It also covers jewellery that 
is packaged together with other children’s 
products, such as freebies that are bundled 
along with children’s magazines, toys or other 
giveaways.

Illinois’s decision to regulate cadmium in 
children’s jewellery is unsurprising given the 
precedence set by Connecticut and Minnesota, 
where TÜV SÜD experts are already actively 
involved in helping companies comply to 
the new requirements. More U.S. states are 
expected to announce similar regulations in 
due course. 

Manufacturers of children’s jewellery and 
accessories are advised to take proactive 
measures in response to these regulations by 
engaging a TÜV SÜD expert now, to ensure 
their products comply to the ASTM F-963 
testing standard. n
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Changes to Classification and Labelling for Melamine 
Cyanurate
Recent tests1 conducted on melamine 
cyanurate (CAS 37640-57-6) as part of the 
REACH registration process have found that 
the toxic hazards of the substance are even 
greater than previously known. 

As a result of these findings, suppliers of 
melamine cyanurate have changed their labels 
and are currently updating their safety data 
sheets (SDS). 

The classification and labelling of melamine 
cyanurate have been changed as follows:

�n Xn; R48/22 = “danger of serious damage to 
health by prolonged exposure” / “harmful if 
swallowed” according to Directive 67/548/
EWG or 1999/45/EC; and

�n STOT (RE) Cat.2 (H373) = “specific 
target organ toxicity (repeated or long 
term exposure)” according to regulation 
(EC) 1272/2008.

A 90-day feeding study is on-going at 
the National Center for Toxicological 
Research (NCTR) at the U.S. Food and Drug 
Administration (FDA) to confirm the findings 
of the tests. Once the results of the study 
are published, the classification and labelling 
for melamine cyanurate will be reviewed 
accordingly.
1  Download the full statement by the Phosphorus, Inorganic & Nitrogen 
Flame Retardants Association from http://www.pinfa.eu/uploads/
Mediaroom/PINFA-News_Melamine_Cyanurate_20100716.pdf

TOXIC HAZARDS OF MELAMINE 
CYANURATE
Melamine cyanurate is used as a flame 
retardant in polymers in electronics as well as 
in polyesters for certain textiles. It has been 
pre-registered by the European Chemicals 
Agency (ECHA), with an envisaged registration 
deadline of 30 November 2010. 

The tests which discovered the higher toxicity 
of the chemical were conducted as part of the 
REACH registration process, and the results 
will likely put the chemical in the spotlight 
for a while. If the study at the NCTR confirms 

the substance’s higher toxicity, regulatory 
bodies may take measures to curb its use in 
consumer goods. Even though it is unlikely 
that consumers will come into direct contact 
with the substance, the market may react to 
the news by calling for a review of the rules 
governing its use.

As reports on the toxicity of melamine 
cyanurate continue to come in, customers are 
advised to consult with experts at TÜV SÜD to 
see how they can assure consumers of their 
products’ safety in the face of a possible public 
backlash against the use of the substance. n

The European Chemicals Agency (ECHA) has 
decided to withdraw1 Practical Guide 11, 
which was published on 22 June 2010 and 
provided guidelines on addressing specific 
substance identification issues in the 
evaluation of different crystalline forms.

The decision to withdraw Practical Guide 11 
was based on feedback from industry that 
“parts of it were open to misinterpretation and 

1  Download the ECHA’s official statement from http://echa.europa.eu/
doc/press/na_10_40_pg11_20100721.pdf

had caused confusion.” The key issue was the 
ambiguity surrounding the question of when 
a separate registration should be necessary 
for substances with different crystalline 
forms, a procedure that is necessary in order 
to meet the principle of “one substance, one 
registration”.

The ECHA is currently redrafting parts of the 
Practical Guide in an attempt to remove the 
ambiguity. The revised Guide will be published 
shortly. n

ECHA Withdraws Practical Guide 11



DISCLAIMER

All reasonable measures have been taken to ensure the quality, reliability, and accuracy of the information in this newsletter. However, TÜV SÜD is not responsible for the third party content 
contained in this newsletter. TÜV SÜD makes no warranties or representations, expressed or implied, as to the accuracy or completeness of information contained in this newsletter.

This newsletter is intended to provide general information on a particular subject or subjects and is not an exhaustive treatment of such subject (s). Accordingly, the information in this newsletter 
is not intended to constitute consulting or professional advice or services. If you are seeking advice on any matters relating to information in this newsletter, you should – where appropriate – 
contact us directly with your specific query or seek advice from qualified professional people. 

The information contained in this newsletter may not be copied, quoted or referred to in any other publication or materials without the prior written consent of TÜV SÜD. All rights reserved © 
2010 TÜV SÜD Asia Pacific Pte Ltd.
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CPSC Issues Notices of Accreditation Requirements 
for Third Party Testing of Children’s Products
The U.S. Consumer Product Safety Commission 
(CPSC) has approved two notices of 
accreditation for third party flammability 
testing: the first for children’s carpets and 
rugs1, and the second for children’s products 
with vinyl plastic film2. 

The publication of these notices effectively 
lifts the stay of enforcement with regard to 
testing and certifications related to 16 CFR 
parts 1630 and/or 1631 (carpets and rugs) 
and 16 CFR part 1611 (for vinyl plastic film). 
Beginning 19 October 2010, manufacturers of 
children’s products subject to these rules will 
thus be required to have their products tested 
and certified by an accredited third party 
conformity assessment body such as TÜV SÜD. 

THIRD PARTY TESTING REQUIREMENTS
A third party conformity assessment body is 
defined as being any one of the following: 

�n An independent body not owned, managed, 
or controlled by a manufacturer or private 
labeler of a children’s product.

�n A ‘‘firewalled’’ conformity assessment body 
that may be owned, managed, or controlled 
by a manufacturer or private labeler of 
a children’s product but which seeks 
accreditation under the additional statutory 
criteria for ‘‘firewalled’’ conformity 
assessment bodies.

�n A third party conformity assessment body 
that may be owned or controlled, in whole 
or in part, by a government.

Third party testing is required to support the 
CPSC’s compliance goals, and only accredited 
1  Read the complete Notice at http://www.cpsc.gov/businfo/frnotices/
fr10/carpets.html
2  Read the complete Notice at http://www.cpsc.gov/businfo/frnotices/
fr10/film.html

laboratories may issue compliance certificates. 
Manufacturers of children’s products that are 
required to comply with one or more of the 
CPSC’s rules must support their certifications 
of compliance with test results from one of 
these accredited laboratories3. 

For a third party conformity assessment 
body to be accredited by the CPSC to test 
children’s products, it must first be accredited 
by an ILAC-MRA signatory accrediting body. 
The CPSC also requires that the body be 
accredited to the International Organization 
for Standardization (ISO) / International 
Electrotechnical Commission (IEC) Standard 
17025:2005. 

Equipped with ISO 17025 accreditation, 
TÜV SÜD can test products according to the 
children’s product safety rules as required by 
the CPSC.

3  View the complete list of accredited laboratories at http://www.cpsc.
gov/cgi-bin/labsearch/

HOW TÜV SÜD CAN SUPPORT 
AFFECTED CUSTOMERS
The CPSC will only issue certificates of 
compliance to manufacturers if their third party 
conformity assessment body’s application for 
testing is accepted by the CPSC on or before 
20 September 2010. It is therefore important 
that manufacturers engage TÜV SÜD experts 
immediately and prepare for the testing and 
certification process. This includes producers 
of children’s rugs and carpets or of products 
which use vinyl plastic film intended primarily 
for use by children 12 years of age or younger. 

Only accredited laboratories like TÜV SÜD’s 
are accepted to test products to these and 
other CPSC children’s product safety rules. 
With our global client base and international 
network of laboratories, TÜV SÜD’s technical 
experts can also help ensure that your 
products comply to safety requirements in 
other markets too. n


