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On 30 August 2010 the European Chemicals 
Agency (ECHA) announced that 11 substances 
have been proposed for inclusion in the 
Candidate List as substances of very high 
concern (SVHCs). 

The 11 substances were nominated for 
inclusion to the Candidate List earlier this 
year by Austria, Germany and the Netherlands 
because of their potentially serious effects 
on human health or the environment (see 
table, next page). Eight of the substances 
are carcinogenic, mutagenic and/or toxic for 
reproduction (CMR substances), while the 
other three are said to pose risks equivalent 
to that of PBT substances (persistent, liable to 
bioaccumulate and toxic). 

DISCLOSURE OBLIGATIONS FOR SVHCS
If the 11 substances proposed are included 
to the Candidate List, they will be subject to 
new information disclosure obligations1 as 
specified by the ECHA. Businesses that use 
these substances in their products will have 
to provide customers and consumers with 
“sufficient information” to allow the safe use 

1 Read the full provisions on obligations at http://eur-lex.europa.eu/
JOHtml.do?uri=OJ:L:2007:136:SOM:EN:HTML

of their products. In addition, suppliers of 
SVHCs (or of mixtures containing SVHCs) will 
have to distribute safety data sheets along 
with their goods that describe the hazards of 
the chemicals and provide instructions for their 
safe handling and storage.

HOW TÜV SÜD CAN HELP
The ECHA’s proposal is open to public 
comment until 14 October 20102. Based on 
previous updates, this process is expected 
to be completed in January 2011. Until 
these 11 substances have been officially 
included in the Candidate List, the disclosure 
obligations described above will only apply 
to the 38 substances that are already on the 
list. Nonetheless, businesses should begin 
communicating with their suppliers and 
preparing for compliance. 

With our advanced laboratories and keen 
understanding of REACH regulations, 
TÜV SÜD’s technical experts can help 
companies doing business in the EU to comply 
with these and other REACH authorisation 
requirements.n

2 Visit the ECHA’s current consultation webpage at http://echa.europa.eu/
consultations/authorisation/svhc/svhc_cons_en.asp
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(continued from page 1)

TABLE A: THE 11 SUBSTANCES PROPOSED FOR INCLUSION TO THE CANDIDATE LIST

Substance EC Number 
(CAS Number)

Proposed SVHC 
Categorisation

Potential Applications3

1,2,4 Trichlorobenzene 204-428-0 (120-82-1) PBT equivalent As an intermediate for synthesis and as a process solvent in closed systems.

1,2,3 Trichlorobenzene 201-757-1 (87-61-6) PBT equivalent Believed to be similar to 1,2,4 Trichlorobenzene.

1,3,5 Trichlorobenzene 203-608-6 (108-70-3) PBT equivalent Believed to be similar to 1,2,4 Trichlorobenzene.

Cobalt di(acetate) 200-755-8 (71-48-7) CMR Mainly used to manufacture catalysts. Minor uses may include producing other 
chemicals, surface treatments, alloys, pigments, dyes, rubber adhesion and feed 
additives.

Cobalt (II) carbonate 208-169-4 (513-79-1) CMR Mainly used to manufacture catalysts. Minor uses may include producing feed 
additives, other chemicals, pigments and adhesion in ground coat frit.

Cobalt dinitrate 233-402-1 (10141-05-6) CMR Mainly used to produce other chemicals and in the manufacture of catalysts. 
Minor uses may include surface treatment and batteries.

Cobalt (II) sulphate 233-334-2 (10124-43-3) CMR Mainly used to produce other chemicals. Minor uses may include the manufacture 
of catalysts and driers, surface treatments (such as electroplating), corrosion 
prevention, pigments, decolourising (in glass and pottery), batteries, animal food 
supplements and soil fertilizers.

2-Ethoxyethanol 203-804-1 (110-80-5) CMR Mainly used as a solvent and chemical intermediate.

2-Methoxyethanol 203-713-7 (109-86-4) CMR Mainly used as a solvent, chemical intermediate and additive for fuels.

Chromium trioxide 215-607-8 (1333-82-0) CMR Mainly used in aqueous solutions for metal finishing and as a fixing agent in 
waterborne wood preservatives.

Acids generated from chromium 
trioxide and their oligomers:

•	 Chromic acid

•	 Dichromic acid

•	 Oligomers of chromic acid 
and dichromic acid

231-801-5 (7738-94-5)

236-881-5 (13530-68-2)

Not yet assigned

CMR

CMR

CMR

These acids and their oligomers are generated when chromium trioxide is 
dissolved in water. Consequently, their uses are the same as indicated for 
chromium trioxide.

3 Potential uses according to information provided in the Annex XV dossier by the submitting EU Member State.

The Office of Environmental Health Hazard 
Assessment (OEHHA) has proposed1 to 
establish a specific regulatory maximum 
allowable dose level (MADL) for chromium 
(hexavalent compounds) and is accepting 
public comments on the proposal until 27 
September 2010. Chromium is used in leather 
tanneries, pigment manufacturing, stainless 
steel and anti-corrosives, welding and chrome 
plating. 

A MADL is derived from a No Observable 
Effect Level (NOEL) based on the most 
sensitive study deemed to be of sufficient 
quality. In this case, the proposed MADL for 
the substance is 8.2 μg/day by the oral route 
of exposure, a value based on the effects 
of hexavalent chromium on the female 

1 Download the full proposal from http://oehha.ca.gov/prop65/law/
pdf_zip/081210DraftMADLChromVI.pdf

reproductive system as observed in a study of 
female rats whose drinking water contained 
the substance2. The MADL is calculated based 
on a human female body weight of 58 kg.

WHAT BUSINESSES SHOULD DO 
Businesses may be exempted from this 
warning requirement provided they can 
demonstrate that exposure to the chemical 
in their products at 1,000 times the MADL 
level will have no observable reproductive 
effect. The Act also provides an exemption 
from the prohibition against discharging a 
listed chemical into sources of drinking water 
if the amount discharged does not constitute 
a “significant amount” and that the discharge 
is in conformity with all other laws and 
regulatory requirements. 

2 Read a full abstract of the study at http://www.ncbi.nlm.nih.gov/
pubmed/8960157

These exemptions apply when the exposure 
or discharge in question is at a level that 
does not exceed the NOEL divided by 1,000. 
To prove that the chromium content of their 
products are at a safe level, businesses 
should therefore conduct a risk assessment 
in accordance with the principles described 
in Section 25803 of the Act to derive a NOEL 
before dividing the NOEL by 1,000. 

Businesses can also have the risk assessment 
conducted by a registered toxicologist, 
provided that the assessment complies with 
Section 25803(a) of the regulation. TÜV SÜD 
can help arrange for such assessments and 
ensure that they are carried out correctly. 
With our fully-equipped ISO 17025-accredited 
laboratories, our experts can also help your 
business remain compliant to other Proposition 
65 regulations. n

OEHHA Proposes Specific MADL for Chromium
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Updates from the CPSC Affecting Children’s Products

CPSC announces third party 
testing requirements for 
youth all-terrain vehicles 
(ATVs) by accredited 
laboratories.

In brief: The CPSC will only recognise testing and safety certificates issued by accredited third party 
laboratories for youth all-terrain vehicles (ATVs).

In detail: Youth all-terrain vehicles manufactured after 26 November 2010 and designed or intended 
primarily for children 12 years of age or younger must be tested by an accredited third party laboratory and 
issued certificates of compliance [16 CFR Part 1420 (CPSC Docket No. CPSC–2010–0090)].

In this context, ATV means:

�n  Any motorised, off-highway vehicle designed to travel on 3 or 4 wheels, having a seat designed to be 
straddled by the operator and handlebars for steering control; but

�n Does not include a prototype of a motorized, off-highway, all-terrain vehicle that is intended exclusively 
for research and development purposes unless the vehicle is offered for sale.

Date of Effect: 27 August 2010

Effects on business: After 26 November 2010, the CPSC will only accept testing and safety certifications 
from fully accredited laboratories. In addition, 3-wheel ATVs are not to be imported into or distributed in the 
U.S. until a mandatory safety standard for this product is in effect.

More information: Read the full text of the requirements for all-terrain vehicles at http://www.access.gpo.
gov/nara/cfr/waisidx_09/16cfr1420_09.html

Children’s apparel products 
now subject to third party 
testing requirements.

In brief: Manufacturers and private labellers of children’s apparel must have have their products tested by 
approved third party testing laboratories.

In detail: Clothing and fabric manufactured after 17 November 2010 and intended for use in apparel for 
children 12 years of age or younger will be subject to third party testing requirements. Exemptions may apply 
to specific fabrics that are guaranteed by the manufacturers themselves according to the standards of the 
Flammable Fabrics Act (FFA). These fabrics are: 

�n Plain surface fabrics, regardless of fibre content, weighing 2.6 ounces per square yard or more; and 

�n All fabrics, both plain and raised surface textiles, regardless of weight, made entirely from any of the 
following fibres or entirely from combination of the following fibres: acrylic, modacrylic, nylon, olefin, 
polyester, wool. 

Date of Effect: 18 August 2010

Effects on business: Children’s apparel products manufactured more than 90 days after the notice’s 
publication date (i.e., 17 November 2010) must be tested by a third party conformity  assessment body that 
complies to the ISO/IEC 17025 standard like TÜV SÜD. Manufacturers may submit a product for third party 
testing at either the pre-or post-garment stage of production.

More information: Download the full text of the notice of requirements for children’s textiles from  
http://edocket.access.gpo.gov/2010/pdf/2010-20497.pdf

(continued on page 4)
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California Sues Nine Suppliers and Manufacturers of 
Bounce Houses for High Lead Content
The California Attorney General has filed a 
suit1 against nine suppliers and manufacturers 
of popular play structures called “bounce 
houses” after tests by the Center for 
Environmental Health (CEH) found that 
many of them used vinyl containing large 
concentrations of lead and lead compounds. 

California’s “Proposition 65” requires that 
all businesses provide persons with a “clear 
and reasonable warning” before exposing 
individuals to chemicals known to the state 
to cause cancer or reproductive harm. In 
this case, children and workers are exposed 
to lead and lead compounds through the 
manufacture, distribution, sale or use of these 
bounce houses. Young children are particularly 
susceptible to the toxic effects of lead.

Under California’s Consumer Product Safety 
Improvement Act (CPSIA), the limits on lead in 
children’s products will be reduced in phases 
over the course of three years. The initial limit 
in February 2009 was 600 parts per million, 
which was later reduced to the current limit of 
300 ppm. The CEH’s tests found some products 
to contain more than 70 times this limit.
1 http://ag.ca.gov/newsalerts/release.php?id=1974&

WHAT MANUFACTURERS SHOULD DO
The current limit for lead in children’s products 
remains 300 ppm, but by August 2011, this 
limit will be further reduced to 100 ppm. 
Manufacturers and suppliers of bounce houses 
and other products with high vinyl content 
should take measures to reduce the lead 
content of their products now. They should 
also have their products tested and certified 

by an accredited third party testing laboratory 
to demonstrate their compliance to the state’s 
regulations. 

With its advanced spectroscopic equipment, 
TÜV SÜD’s ISO 17025-accredited lab facility 
can support customers by measuring and 
certifying the presence and levels of lead in 
vinyl products. n

Manufacturer-issued 
guarantees on children’s 
mattress products no longer 
valid under 16 CFR part 1632 
and/or 1633.

In brief: Manufacturers of mattresses, mattress pads and/or mattress sets specifically intended for children 
must now have their products tested and certified by accredited third party conformity assessment bodies. 
Manufacturer-issued guarantees and certifications will not be sufficient for CPSC regulations.

In detail: After “reasonable and representative testing”, manufacturers or suppliers of non-children 
mattresses and similar products may still issue a guarantee that a non-children’s product complies with 
the standards of the Flammable Fabrics Act (FFA). However, the Consumer  Product Safety Act (CPSA) now 
specifically requires that children’s products be tested by an accredited third party conformity assessment 
body. 

As such, unless a manufacturer’s testing facility is a CPSC-accepted firewalled conformity assessment body, 
the self-issued guarantee alone is no longer sufficient for the issuance of a certification of compliance with 
16 CFR part 1632 and/or 1633 for mattresses, mattress pads, and/or mattress sets designed or intended 
primarily for children 12 years of age or younger.

Date of Effect: 18 August 2010

Effects on business: Children’s mattress products manufactured after 18 November 2010 must be tested 
in an ISO/IEC 17025-accredited third party laboratory like TÜV SÜD’s and be certified according to CPSC 
regulations.

More information: Download the full text of the notice of requirements for children’s mattresses from 
http://edocket.access.gpo.gov/2010/pdf/2010-20507.pdf

(“Updates from the CPSC Affecting Children’s Products”, continued from page 3)
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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.

OEHHA Intends to List Tribufos as Known Cancer-
Causing Substance under Proposition 65
California’s Office of Environmental 
Health Hazard Assessment (OEHHA) has 
announced its intention1 to list S,S,S-
tributyl phosphorotrithioate (tribufos) 
[CAS No. 78-48-8] as known to the State 
to cause cancer under Proposition 65. This 
follows a public request for information 
relevant to the possible listing which expired 
on 20 July 2010. The proposal is open to public 
comment until 13 September 2010.

Tribufos is an organophosphate defoliant 
applied to cotton crops, where it is used to 
defoliate cotton in preparation for machine 
harvesting. The OEHHA’s proposal is based 
on a study of the chemical’s use in farming 
by the U.S. Environmental Protection Agency 
(U.S. EPA) in 1997. Used only on cotton crops, 
the U.S. EPA decided that tribufos residues 
in food and drinking water do not pose risk 
concerns. However, accidental exposure to 
tribufos can overstimulate the nervous system 
and cause nausea, dizziness, confusion. At 
very high exposures, it may even result in 
respiratory paralysis and death. 

This is actually the second time that the 
OEHHA is proposing to list tribufos under 
Proposition 65 — it first issued a request 
for relevant information on the chemical in 
November 2000, but withdrew the chemical 
from consideration following a review of public 
comments in 2004. In May 2010, the OEHHA 
re-issued a request for relevant information 
on the chemical2. This time, the OEHHA has 
determined that it willl not consider dose-
response issues for tribufos during the listing 
phase of the process. Instead, such issues will 
be addressed as necessary following a listing 
decision. 
1 Read the full notification at http://www.oehha.ca.gov/prop65/CRNR_
notices/admin_listing/intent_to_list/noilAbpkg40.html
2 For more information, visit http://www.oehha.ca.gov/prop65/CRNR_
notices/admin_listing/requests_info/dciABpkg40.html

HOW TÜV SÜD CAN HELP THE TEXTILE 
INDUSTRY 
If an authoritative body (such as the U.S. 
EPA) formally identifies a chemical as causing 
cancer, that chemical must be listed under 
Proposition 65 regulations so long as the 
evidence is sufficient and meets the criteria 
required. The U.S. EPA’s report on tribufos3 
satisfies these requirements.

If tribufos is included in Proposition 65, 
the chemical’s uses in organophosphate 
insecticides in cotton and bean farming will 
be restricted. This will have an impact on the 

3 Download the U.S. EPA Fact Sheet on Tribufos from  
http://www.epa.gov/oppsrrd1/REDs/factsheets/2145iredfact.pdf

textile industry where cotton is widely used 
as farms in the U.S. search for and evaluate 
alternative biocides for their needs.

By using mass spectrometric techniques in our 
ISO 17025-accredited lab facility, TÜV SÜD 
technical experts can check for the presence 
of tribufos or other restricted substances in 
cotton-based products. This can help ensure 
that the product is not contaminated by 
tribufos residues left over from the farming 
process, thereby reassuring business partners, 
the authorities and the public of the safety of 
the source material. n


