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NEWS

The European Commission has amended Commission Deci-
sion 2008/721/EC as part of its effort to facilitate conducting 
meetings by allowing expert to fit Scientific Committee work 
for the European Commission Scientific Advice system into 
their professional schedules through the use of state-of-the-
art communication tools. The amendment will allow the long 
distance participation of experts with full rights to receive 
the appropriate pro rata indemnities as they would for their 
participation in person.

The compendium of all opinions of the three European Com-
mission Scientific Committees for the year 2009 has been 
published (in the form of a CD-ROM) and will be distributed 
by mail to over 1000 registered recipients. Interested parties 

wishing to receive a free copy of this CD-ROM should contact 
the Risk Assessment Unit of the Health and Consumers 
Directorate General of the European Commission at the 
following address: conny.andersen@ec.europa.eu
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TRANS-ATLANTIC DIALOGUE ON RISK ASSESSMENT, 
OTTAWA, 2 – 4 JUNE 2010

As a follow-up to the 5th Meeting of Chairs and Secretariats 
held in Brussels (18–19 November 2009) and as a prelude 
to the 2nd International Conference on Risk Assessment to 
be organised by the European Commission (DG SANCO) in 
Brussels in January 2011, a Conference on Risk Assessment 
was organised in Ottawa by the Canadian Treasury Board 
Secretariat. Experts from the scientific committees and EFSA 
participated and members of two of the transatlantic work-
ing groups on Uncertainty (and on Exposure Assessment) 
conducted their first fact-to-face meeting with their North 
American counterparts. The case studies approach was en-
dorsed and the next steps in the process were outlined for 
the groups to be able to present their results at the confer-
ence in January.

FIRST EU NANOCONVERSATION, BRUSSELS, JUNE 15, 
2010

On June 15, DG SANCO organised the first “nanoconversa-
tion”. The idea for “nanoconversations” emerged at the last 
Nano Safety for Success Dialogue conference in November 
2009 as a tool required to gain confidence in the introduction 
of nanotechnologies to the market.  

Industry provided key input and presented a number of ap-
plications that were then discussed. This first event explored 
best practices in communication, public engagement, and 
corporate responsibility for nanotechnologies in textiles. A 
second meeting will be organised in the second half of 2010. 

WORKSHOP ON THE APPLICABILITY OF QSARS AND COM-
PUTATIONAL APPROACHES IN CHEMICAL RISK ASSESS-
MENT, BRUSSELS 30 SEPTEMBER – 1 OCTOBER 2010 

The European Commission, in collaboration with the Euro-
pean Commission Joint Research Centre (JRC) and the Eu-
ropean Food Safety Authority (EFSA), is following a request 
by the Chairs and Vice-Chairs of the EU, the 6th Meeting 
of Chairs and Vice-Chairs of the EU Agency Scientific Com-
mittees and Panels involved in risk assessment by organis-
ing a workshop on the use of QSRARs and computational 
approaches in chemical risk assessment. A total of 50 partici-
pants from the Commission, EU scientific agencies and bod-
ies, and computational developers and users are expected to 
participate.

CHAIRS AND VICE-CHAIRS MEETING, COPENHAGEN, 
11 AND 12 NOVEMBER 2010

The 6th Meeting of Chairs and Secretariats of the EU Commis-
sion and Agency Scientific Committees and Panels involved in 
risk assessment will be hosted by the European Environment 

Agency in Copenhagen on 11 and 12 November 2010. As at 
past events, this meeting will enable the exchange of views 
and promote dialogue among scientists on scientific, techni-
cal, and administrative matters common to the various EU 
agencies and bodies involved in Risk Assessment.

2ND INTERNATIONAL CONFERENCE ON RISK ASSESS-
MENT, BRUSSELS, 25 – 28 JANUARY 2011

As a follow-up to the 1st International Conference on Risk 
Assessment (Brussels, 13–14 November 2008), the European 
Commission (DG SANCO) plans to organise a second con-
ference in Brussels on 25–28 January 2011. The Conference 
wishes to provide a forum for global dialogue on risk assess-
ment principles, methods, criteria, practices, and arrange-
ments in the various jurisdictions around the world, building 
upon the Transatlantic Risk Assessment Dialogue launched in 
2008 between the US, Canada, and the EU.  

In the meantime, interested parties should contact the Health 
and Consumers Directorate General using the following email 
address: SANCO-2ND-RA-CONFERENCE@ec.europa.eu

News

EVENTS COMING UP

REVIEW OF EVENTS
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The Annexes to Council Directive 76/768/EEC on the cos-
metic products list ban or restrict substances for use in cos-
metic products, as well as authorised colorants, UV-filters, 
and preservatives. For updates of these Annexes, the SCCS 
must be consulted to carry out risk assessments based on 
safety data provided by industry and/or data available in the 
public domain.

The following risk assessments have recently been concluded:

Hair dyes

Hair dyes that do not pose a risk to the health of the con-
sumer under intended-use conditions:
• Resorcinol 
• 4-Chlororesorcinol 
• Hydroxyethyl-p-phenylenediamine sulfate 
• Disperse Black 9 
• Basic Yellow 57 
• B69, HC Yellow n° 9
•  C64, Disperse Violet 1 (if level of impurity Disperse Red 

15. is <1% (w/w))

Hair dyes that do pose a risk to consumer health under in-
tended-use conditions
• Acid Black 1 

Hair dyes for which additional data is requested
• N,N’-bis-(2-hydroxyethyl)-2-nitro-p-phenylenediamine 
• o-Aminophenol

Hair dye opinions are available at:
http://ec.europa.eu/health/scientific_committees/
consumer_safety/opinions/index_en.htm#2

Preservatives

Effect of triclosan on bacterial resistance and cross-
resistance; final opinion after public consultation
Triclosan is a biocide used in many products, including cos-
metics. Following a public consultation on the final draft, the 
SCCS concluded that based on the available scientific infor-
mation, it is not possible to quantify the risk of development 
of antimicrobial resistance induced by triclosan applications, 

including its use in cosmetics. However, the SCCS considered 
that there are environmental concentrations in a number of 
geographically distinct areas high enough to suggest that 
triggering bacterial resistance could also occur in the envi-
ronment. However, according Committee opinion, the appli-
cations of triclosan which contribute to those high environ-
mental concentrations can neither be properly identified nor 
quantified at present. The SCCS also identified areas where 
further research is needed.  

UV-filters
Polysilicone-15 (Inhalation toxicity)
In a re-evaluation of this authorised UV-filter, only inhalation 
exposure from spray application was assessed, based on a 
new study addressing inhalation toxicity. Using a weight of 
evidence approach, the SCCS concluded that the use of Polis-
ilicone-15 at a concentration of 0.1% in pressurised hairsprays 
does not constitute a risk to the consumer. Moreover, no risk 
from the use of Polysilicone-15 in trigger sprays is expected 
as long as the generated particle size in the lower tail of the 
distribution is above inhalable size (i.e. >15 μm).

Other cosmetic ingredients

Melatonin
The SCCS assessed the safety of the use of melatonin in hair 
products in a concentration of 0.0033% w/w (33 μg/g). It 
concluded that such use does not pose a risk to consumer 
health.

Vitamin K1 (phytonadione)
The SCCS evaluated the safety of Vitamin K1 when used at 
1% in cosmetic products. It concluded that although the risk 
for sensitisation from cosmetic products containing 1% Vi-
tamin K1 cannot be quantified from the available data, case 
reports show that Vitamin K1 is a contact allergen in humans. 
In cases of pre-existing sensitisation acquired through topi-
cal applications of Vitamin K1 present in cosmetics, an indi-
vidual might not be able to receive Vitamin K1 therapeutically 
or experience allergic reactions upon Vitamin K1 treatment. 
Therefore, the SCCS considered that Vitamin K1 is not safe 
when used in cosmetic products in a concentration up to 1%. 
In addition, the Committee considered that the toxicologi-
cal database, especially regarding genotoxicity and develop-
mental/reproductive toxicity, is not adequate and, hence, no 
reliable critical effect level can be derived at present for a 
risk assessment of Vitamin K1 in cosmetic products.

Boron compounds 
Entries 1a/1b, Annex III of the Cosmetics Directive 76/768/
EEC, allows the conditional use of a number of boron com-
pounds in cosmetics products. These boron compounds have 
recently been classified as toxic to reproduction given specific 
concentration limits which, according to the provisions of the 
Directive, would signal their potential prohibition for use in 
cosmetics at levels above the classified concentration limits. 
The SCCS was therefore requested to clarify as to whether 
the Annex III entries cover these compounds and to assess 
the safety of the use of these compounds in cosmetics when 
present at levels below the classified concentration limits. 

The Scientifi c Committees

OPINIONS

SCIENTIFIC COMMITTEE ON CONSUMER SAFETY (SCCS) 

http://ec.europa.eu/health/scientific_committees/consumer_safety/opinions/index_en.htm#2
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The SCCS concluded that all boron compounds in question, 
with the exception of dibutyltin hydrogen borate, can be con-
sidered to be covered by these entries of Annex II, allowing 
their use under the conditions set out in the relevant entries 
(1a/1b). The SCCS further considered these substances safe 
when used in cosmetics up to the limits specified in the Cos-
metics Directive or when reflecting the specific concentration 
limit of the classification (applying the lower value).  

Sodium perborate and perboric acid 
The SCCS was asked to provide clarification on the applicabil-
ity of entry 12 of Annex III of the Cosmetics Directive 76/768/
EEC on hydrogen-releasing substances to sodium perborate 
and perboric acid and to assess the safety of these sub-
stances in oxidative hair dye formulations up to a maximum 
on-head concentration of 3.0%. The Committee concluded 
that sodium perborate and perboric acid can be considered 
as “hydrogen peroxide”-releasing substances and thus are 
covered by entry 12 of Annex III of the Cosmetics Direc-
tive 76/768/EEC, and that the general restrictions applicable 
to hydrogen peroxide-releasing substances should apply to 
these substances. The SCCS also considered that the use 
of sodium perborates as an ingredient in oxidative hair dye 
formulations (with a maximum on-head concentration of 3%) 
does not pose a risk to the health of the consumer. 

Cyclomethicone D4/D5
The SCCS assessed the safety of this widely used ingredi-
ent in cosmetic products. The Committee concluded that cy-
clomethicone (D4, D5) does not pose a risk to human health 
when used in cosmetic products. This conclusion is based on 
the currently available in-use concentrations as cited in the 
opinion. Exposure from other uses was not considered in this 
assessment. D4 is classified as a reprotoxic substance, cat-
egory 3. The NOAEL for systemic toxicity (150 ppm) used for 

this risk assessment also covers reprotoxic effects (NOAEL = 
300 ppm). The SCCS pointed out that Commission services 
should consider whether an environmental risk assessment 
associated with the use of cyclomethicone (D4/D5) in cos-
metic products is required.

Erythrosine (CI 45430)
The SCCS evaluated the safety of the colorant CI 45430 for 
consumers when used as a colorant in toothpaste products 
with a maximum concentration of 0.0025% (25 ppm). Con-
cerning intake from cosmetics (used in toothpastes only), 
erythrosine has a very high MoS and intake represents only a 
small fraction of the ADI of 0.1 mg/kg/day. However, aggre-
gate exposure to erythrosine is possible through other uses 
(e.g. food, medical products). Exposure from sources other 
than toothpaste was not addressed in this opinion.  

All opinions delivered by the Scientific Committees are without 
prejudice to personal ethical considerations of the experts.

The Scientifi c Committees

SCIENTIFIC COMMITTEE ON HEALTH AND ENVIRONMENTAL RISKS (SCHER)

Opinion on: Mercury in certain energy-saving light 
bulbs  
Adopted by the SCHER during its 7th plenary meeting on 
18 May 2010 

According to Directive 2002/95/EC on the restriction of haz-
ardous substances in electrical and electronic equipment 
(RoHS Directive)1, mercury content in compact fluorescent 
lamps (CFLs) should not exceed 5 mg per lamp. The SCHER 
was asked to assess the potential risks that may be associ-
ated with the release of mercury from a CFL when it acciden-
tally breaks in the hands of the consumer. 

In its opinion, the SCHER concluded that a health risk due to 
breakage of compact fluorescent lamps (CFLs) is unlikely. Re-
garding the potential risk for children, no conclusions on poten-
tial risks are possible due to the lack of scientific data concern-
ing exposure through oral intake of dust and hand-to-mouth 
contact. The SCHER also concluded that the present use and 
disposal of CFLs is unlikely to pose environmental risks.  

The opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_124.pdf

Opinion on: The environmental and health risks posed 
by depleted uranium (DU)
Adopted by the SCHER during its 7th plenary meeting on 
18 May 2010 (after public consultation)

Public concern about the toxic effects of DU on humans and 
the environment focuses on exposure of humans and the en-
vironment to DU following its military use, where DU ord-
nance is used primarily for armour piercing purposes. Follow-
ing a European Parliament resolution on DU, the Commission 
asked the SCHER to elaborate an opinion on potential envi-
ronmental and health risks which may be posed by DU. In 
its opinion, which followed a public consultation on the final 
draft, the SCHER agreed with the conclusion of other sci-
entific bodies (the United Nations Environment Programme, 
the International Atomic Energy Agency, etc.) which had also 

1 OJ L 17, 13.2.2003, p. 19.

http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_124.pdf
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addressed the issue, that environmental and human health 
risks resulting from a potential widespread distribution of de-
pleted uranium are not expected due to the very limited ex-
posure to depleted uranium as compared to background ex-
posure to natural uranium. Depleted uranium contamination 
in war areas is not widespread and is generally low, except in 
areas in proximity to destroyed vehicles and penetrators.

The opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_124.pdf

Opinion on: Risk from organic carcinogenic, mutagenic, 
and toxic-for-reproduction (CMR) substances in toys 
Adopted by the SCHER during its 7th plenary meeting on 
18 May 2010

To establish a sound scientific basis for setting safe limits for 
the presence of organic CMR substances in toys, the Enterprise 
Directorate General of the Commission asked the SCHER if the 
development of additional standardised testing procedures is 
necessary to obtain reliable migration data. This would involve 
the setting of migration limits, resulting in exposure which ac-
counts for 10% of the permissible limits for such substances 
in toys. It would furthermore determine whether the migration 
limits applicable to Food Contact Materials should be used a 
basis for the assessment of risks to CMRs in toys. 
 
The SCHER opinion states that common migration limits 
should be derived for all individual CMRs. Given this conclu-
sion, the SCHER is of the view that setting migration limits 
at 10% of the classified limits for organic CMRs in toys may 
not necessarily result in a lower risk to the health of children. 
Instead, the SCHER recommended a risk-based approach, as 
described in a recent report2 of the RIVM3, in contrast to ap-
plying hazard-based classification limit. 

In addition, the SCHER concluded that the Food Contact Ma-
terial legislation cannot be generally used to assess the risk 
to children from exposure to CMR in toys, but a case-by-
case adaptation would be necessary. SCHER also reiterates 
its recommendations presented in an earlier opinion4 on the 
subject.

The opinion is available at: 
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_121.pdf

Opinion on: The danish EPA survey and health risk 
assessment of lead (Pb) in jewellery
Adopted by the SCHER by written procedure on 22 Febru-
ary 2010

The SCHER was asked by the Health and Consumers Direc-
torate General to evaluate a recent report by the Danish EPA 
on Chemical Substances in Consumer Products, (report 94, 
2008), in particular its conclusions concerning the potential 
health risks that may be posed by the presence of lead in 
jewellery. In its opinion, the SCHER recommended the con-
duct of appropriate optimised migration studies under condi-
tions simulating real-life situations (sucking, sweating, etc) 
to apply sensitive analytical methods for lead-determination 
at lower levels, and to use surface area instead of weights 

before a proper risk assessment could be conducted. As a 
result, the SCHER was not in a position to derive a scientifi-
cally justified limit for Pb in jewellery. In addition to appropri-
ate migration studies, the elaboration of an appropriate limit 
for Pb in jewellery would require a detailed risk assessment 
considering exposure to Pb from different routes and sourc-
es within the EU for the general population and vulnerable 
groups, especially children.  

The opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_118.pdf

Opinion on: Derogation on the drinking water directive 
98/83/EC
Adopted by the SCHER by written procedure on 16 April 2010

The Environment Directorate General of the Commission 
requested SCHER to elaborate an opinion on the potential 
health risks that may arise if derogations for inorganic ar-
senic (As), boron (B), and fluoride (F) were granted in some 
of the EU Member States where the drinking water concen-
trations of these elements exceed the EU standards. In its 
opinion, the SCHER concluded that taking the toxicological 
and epidemiological evidence into account, the risks for all 
age categories are generally tolerable.  

The opinion is available at: 
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_120.pdf

Pre-consultation opinion on: Critical review of any new 
evidence on the hazard profile, health effects, and 
human exposure to fluoride and fluoridating agents of 
drinking water
Opinion adopted for public consultation at the 7th plenary 
meeting of SCHER on 18 May 2010 

The SCHER concluded that there are no obvious advantages 
in favour of water fluoridation as compared with topical appli-
cation of fluoride. An advantage in favour of water fluoridation 
is that caries prevention will reach disadvantaged children 
from lower socioeconomic groups. In several environmental 
scenarios, it was found that fluoridation of drinking water did 
not add any risk to organisms in the environment, and thus 
that the added risk of drinking water fluoridation to the envi-
ronment has to be considered negligible.

The opinion is available at: 
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_122.pdf

The Scientifi c Committees

2 See http://www.rivm.nl/bibliotheek/rapporten/320003001.pdf

3  National Institute for Public Health and the Environment, the Netherlands 

4  “CEN’s response in the opinion of the CSTEE on the assessment of the CEN report on the 
risk assessment of organic chemicals in toys (SCHER 2007), see http://ec.europa.eu/health/
archive/ph_risk/committees/04_scher/docs/scher_o_056.pdf

http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_124.pdf
http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_121.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_scher/docs/scher_o_056.pdf
http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_118.pdf
http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_120.pdf
http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_122.pdf
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Opinion on: Risk from the use of diantimony trioxide 
in toys
Adopted by the SCHER during its 8th plenary meeting on 
1 July 2010

There is insufficient information to evaluate the risk to chil-
dren’s health from the presence of diantimony trioxide in toys. 
SCHER strongly recommends providing appropriate migra-
tion data for a risk assessment based on measured data and 
evaluation of maximum tolerable limits for antimony in toys. 
The presence of diantimony trioxide in toys does not pose a 
risk to the health of children if diantimony trioxide is present 
either in colouring pigments or in toys at concentrations of up 
to 15 mg/kg, which includes liquid or sticky materials.

The opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_125.pdf

Opinion on: Evaluation of the migration limits for 
chemical elements in toys
Adopted by the SCHER during its 8th plenary meeting on 
1 July 2010

The recently revised Toys Safety Directive (TSD) established 
migration limits of 19 elements from toys or components 
of toys. However, DG ENTR would like to have an additional 
opinion on the evaluation of the migration limits of elements, 
especially vis-à-vis the RIVM report of 2008 on chemicals in 
toys. Overall, except for some additional recommendations, 
SCHER agrees with the conclusions of the RIVM report. Some 
specific recommendations include: 
 
1.  Elements classified as categories 1A and 1B according to 

CLP regulation should not be present in toys as intention-
ally added components.

2.  Due to the skin-sensitising properties of certain elements 
[Ni, Cr (VI)], they should not be present in toys.

3.  Total contribution of elements from toys should not 
exceed 10% of the TDI.

4.  Relevant exposure scenarios for a particular toy should be 
determined on a case-by-case basis using the selection 
tree procedure.

5.  SCHER reiterates its recommendation that toy safety 
should be based on migration limits. However, the method 
to measure the migration of elements (EN 71-3) is not 
reliable, as indicated by recent inter-laboratory testing. 
Therefore, reliable methods should be developed and vali-
dated for all elements present in the Toy Directive.

The opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_126.pdf 

All opinions delivered by the Scientific Committees are without 
prejudice to personal ethical considerations of the experts.

Research strategy to address knowledge gaps on the 
antimicrobial resistance effects of biocides
 
While many biocides are in use, information on their effi-
cacy and their potential to induce bacterial resistance and 
cross-resistance is only available for a few of them. This opin-
ion aims to address knowledge gaps about bacterial resist-
ance and cross-resistance to biocides. It complements the 
2009 SCENIHR opinion on the antimicrobial resistance effect 
of biocides and the 2009 ECDC/EMEA/EFSA/SCENIHR joint 
opinion on antimicrobial resistance. It identifies the following 
six research topics as essential to address the current scien-
tific and technical gaps in knowledge for risk assessment:
•  Development of tools and standard protocols for measur-

ing resistance and cross-resistance in bacteria
•  Understanding the effect of sub-lethal concentrations of 

biocides on emerging biocide and antibiotic resistance
•  Detecting resistance and cross-resistance to antibiotics 

following use of biocides in practice 
•  Understanding the role of bacterial biofilms in conferring 

resistance to biocides and antibiotics 
•  Understanding gene transfer and maintenance following 

biocide exposure
•  Determination of exposure of bacteria to biocides and/or 

their metabolites in various matrices

While all these topics are important for risk assessment, two 
work packages (WP) should be considered a priority:
•  WP1: Characterisation of mechanisms involved in cross-

resistance to biocides and antibiotics
•  WP2: Development of strategies to combat cross-resist-

ance mechanisms

The opinion was adopted by the SCENIHR during the 7th 
plenary meeting of 17 March 2010.
It is available at:
http://ec.europa.eu/health/scientific_committees/emerging/
docs/scenihr_o_028.pdf

The safety of reprocessed medical devices marketed 
for single-use
A single-use medical device (SUD) is a device intended to 
be used once only for a single patient. Examples of SUDs 
are single-use syringes and needles, catheters and breathing 
tubes. 

The Directive (93/42/EEC) regulating placement of medical 
devices on the EU-market distinguishes between devices 
intended for reuse and those intended for single-use only. 
However, the practice of reprocessing SUDs is not regulated 

The Scientifi c Committees

SCIENTIFIC COMMITTEE ON EMERGING AND NEWLY IDENTIFIED HEALTH RISKS 
(SCENIHR)

http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_125.pdf
http://ec.europa.eu/health/scientific_committees/environmental_risks/docs/scher_o_126.pdf
http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_028.pdf
http://ec.europa.eu/health/index_en.htm
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at an EU-level and legislation in Member States differs. A few 
countries allow the reprocessing of SUDs, others prohibit the 
practice, and some have no specific legislation.  

In preparation of a report from the Commission to the Euro-
pean Parliament and to the Council on the issue of reprocess-
ing medical devices in the Community, the Commission asked 
the SCENIHR to assess whether reprocessing SUDs may con-
stitute a hazard to human health.

Although clinical data is limited, the SCENIHR has identified 
several potential hazards of reusing SUDs that may lead to 
a risk for patients. The opinion concludes that certain de-
sign features make an SUD unsuitable for reprocessing. Ma-
jor hazards can arise from inadequate cleaning, disinfection, 
and/or sterilization, resulting in contamination and possibly 
causing toxic reactions or infections. Chemicals used for 
disinfection may also affect the performance of the device. 
Areas of particular concern are the potential contamination 
with agents that cause transmissible spongiform encepha-
lopathies (TSEs) and the risk of using reprocessed SUDs in 
invasive medical procedures. Other hazards mentioned in the 
opinion include poor traceability of a reprocessed SUD and 
loss of documentation, such as the instructions for use.

The SCENIHR has adopted the opinion on 15 April by written 
procedure. 
It is available at:
http://ec.europa.eu/health/scientific_committees/emerging/
docs/scenihr_o_027.pdf

All opinions delivered by the Scientific Committees are without 
prejudice to personal ethical considerations of the experts.

You may find all information about the work of the Commit-
tees, on the opinions and the mandates (requests) via the 
following webpage:  
http://ec.europa.eu/health/scientific_committees/policy/
index_en.htm 

The following mandates are currently under evaluation:

Hair dyes 
To ensure the safety of hair dye products, a complete review 
of all hair dye substances on the European market has been 
initiated by the European Commission. Under this framework, 
full safety evaluations of 33 hair dyes remain to be performed. 
In addition, supplementary data on 9 substances that were ini-
tially evaluated have been received and await assessment. 

Preservatives 
Triclosan (review of general toxicology)
Parabens 
Methenamine 3-chloroallylochloride2-chloroacetamide 

UV-filters
Titanium dioxide (nano-form)
ETH-50 
HAA299 / C-1332 

Fragrances
Review of fragrance substances that need to be labelled when 
present in cosmetic products

Other cosmetic ingredients
Arbutin / desoxyarbutin
Diethylene glycol monoethyl ether (DEGEE)
Dihydroxyacetone
Zinc pyrithione

Consumer products    
Potential health risks posed by of food imitating and chemical 
consumer products that appeal to children

Methodologies
The use of the Threshold of Toxicological Concern (TTC) 
approach for the safety assessment of chemicals

The Scientifi c Committees

ONGOING WORK

SCIENTIFIC COMMITTEE ON CONSUMER SAFETY – SCCS 

http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_027.pdf
http://ec.europa.eu/health/scientific_committees/policy/index_en.htm
http://ec.europa.eu/health/index_en.htm
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Preservatives

Chloroacetamide
2-Chloroacetamide is used as a preservative in cosmetic 
products. It is classified as a CMR substance, toxic to re-
production category 3. For this reason, the SCCS is asked to 
re-evaluate the safety of its use in cosmetic products up to a 
concentration of 0.3%.

UV-filters

Bis(butylbenzoate)diaminotriazine aminopropyltrisi-
loxane 
The SCCS is requested to evaluate the safety of this new UV-
filter when used in a concentration up to maximum 10.0% in 
cosmetic products. 

Fragrances

Methyl-N-methylanthranilate 
In an earlier opinion, the SCCS had stated concerns in relation 
to phototoxicity and advised against the use of this fragrance 
ingredient in leave-on products. Following the submission of 
additional data, the SCCS is asked to reassess the safety of 
the use of Methyl-N-methylanthranilate in concentrations up 
0.1% in leave-on products, including deodorants and antiper-
spirants, and up to 0.2% in rinse-off products.

3 and 4-(4-Hydroxy-4- methylpentyl)-3-cyclohexene-
1-carboxaldehyde (HMPCC) 
In previous opinions on this fragrance ingredient, the SCCS 
expressed concerns regarding the sensitising potential and, 
due to its widespread use, requested toxicological data to 
enable a full risk assessment. Following the submission of 
these data, the SCCS is requested to evaluate the safety of 
HMPCC when used up to 0.02% in lip products, deodorants, 
and antiperspirants, and up to 0.2% in other cosmetic prod-
ucts, excluding oral products.

Other cosmetic ingredients

Peanut oil
Following concerns raised by Member States that food al-
lergy to peanuts in young children could be induced through 
the use of cosmetic products containing peanut oil, the SCCS 
is requested to assess the safety of use of peanut oil in cos-
metic products.

Hydrolysed wheat proteins
Hydrolysed wheat proteins have a widespread use in cos-
metic products. Member States have raised concerns in rela-
tion to possible adverse effects, particularly contact urticaria 
and anaphylactic shock, after the ingestion of food containing 
wheat proteins. The SCCS is asked to assess the safety of 
this ingredient.

Dichloromethane
Dichloromethane (methylene chloride) is used in cosmetic prod-
ucts in a concentration of up to 35%. The SCCS is requested 
to assess the risk of this use and provide clarification on the 
function and impurity specifications stated in the entry for this 
substance in the Cosmetics Directive 76/768/EEC.

Assessment of trisodium nitrilotriacetate and N-me-
thyl-2-pyrrolidone following classification according 
to the Commission Regulation 790/2009
Trisodium nitrilotriacetate has recently been classified as as 
carcinogenic, category 2, N-methyl-2-pyrrolidone as toxic 
to reproduction category 1B. Both classifications have been 
made with a specific concentration limit of 5%. The SCCS is 
asked to re-evaluate the safety of use of these ingredients in 
cosmetic products up to the specific concentration limit set 
out in the Commission Regulation 790/2009.

All mandates of the SCCS are available on: 
http://ec.europa.eu/health/scientific_committees/
consumer_safety/requests/index_en.htm 

Ongoing work: 

Risk-benefit assessment and the optimisation of risk 
assessment in relation to the need for risk managers
The work consists of (i) reviewing the current risk assess-
ment practices, (ii) exploring the needs of risk managers 
and other stakeholders, and (iii) identifying approaches that 
can provide results which are based on the best available 
science and which are informative, consistent, transparent, 
and easy to interpret and communicate. Since the issue is of 

general interest, experts from other EU bodies dealing with 
risk assessment and socio-economic issues are also involved. 
Moreover, the participation of risk managers and other stake-
holders is foreseen at different stages of the process. The 
mandate is available at: 

The mandate is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_q_090.pdf 
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Lead in drinking water
Following the reduction of the use of lead in car fuels and 
in the food processing industry, the Committee is asked to 
whether a change of the lead standard for drinking water, i.e. 
relaxing the standard from 10 μg/L to 15 or 20 μg/L, will not 
cause a potential risk for human health. 

Chemicals and the water framework directive: 
technical guidance for deriving environmental quality 
standards
Article 16 of the Water Framework Directive (WFD, 2000/60/
EC) requires the Commission to identify priority substances 
among those presenting a significant risk to or via the aquatic 
environment, and to set EU Environmental Quality Standards 
(EQSs) for those substances in water, sediment, and/or biota. 
The Technical Guidance has been developed to support the 
derivation of EQSs for priority substances and for river basin-
specific pollutants that need to be regulated by Member States 
according to the provisions of the WFD. The Commission asked 
SCHER to give its opinion on the overall scientific quality of the 
Technical Guidance for the derivation of Environmental Qual-
ity Standards (EQSs) and, considering that the purpose of the 

document is to provide practical guidance for practitioners in 
deriving EQSs, state whether it properly reflects the current 
state of technical and scientific knowledge.  

Risks when Tris(2-chloroethyl) phosphate (TCEP) TCEP 
is used in toys 
Recently SCHER gave its opinion on the risks stemming from 
organic CMR substances in toys, stating in particular that 
the presence of CMR category 2, when characterised by a 
threshold mechanism, can be accepted, pending a case-by-
case evaluation. With the present mandate, the Enterprise 
Directorate General of the Commission would like to seek 
the advice of the Scientific Committee on the expected risks 
when TCEP is used in toys (or parts of toys) intended for 
use by children or in other toys intended to be placed in the 
mouth in concentrations limited below those set up under 
the classification and labelling legislation and whether lower 
concentration limits should be set for TCEP.

Mandates for SCHER are available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/requests/index_en.htm

The following mandates are currently under evaluation:

Addictiveness and attractiveness of tobacco additives.

Today, tobacco additives hardly used before 1970 represent 
up to 10% of a cigarette’s weight. In response to a request 
from the European Parliament, the Commission has asked 
the SCENIHR to assess the role of additives and characteris-
tics of tobacco products in tobacco take-up and addiction.
 
The SCENIHR has approved the pre-consultation opinion for 
public consultation by written procedure on 6 July 2010. In 
this opinion, the SCENIHR concluded that tobacco has a high 
addictive potential according to the criteria for dependence 
established in humans, but it has been difficult to assess the 
addictiveness of individual additives. As of yet, no tobacco 
additive has been identified as being addictive in itself. How-
ever, it is thought that certain additives may enhance the ad-
dictiveness of nicotine indirectly by different pathways (fla-
vour of fruits and candy may attract young people, menthol 
certain ethnic groups, others decrease harshness or lingering 
odour, etc.). The attractiveness of tobacco products may also 
be influenced by other factors (e.g. marketing, price). 

Finally, several limitations of the methodologies currently 
used to assess these issues are addressed in the opinion. 

A public consultation on the pre-consultation opinion was 
held from 9 July to 5 September. The opinion will be finalised 
based on the comments received.

The pre-consultation opinion is available at:
http://ec.europa.eu/health/scientific_committees/emerging/
docs/scenihr_o_029.pdf

Scientific basis for the definition of the term “Nano-
material”

With the increasing use of nanotechnology, there is a need 
for a common basis to define the term “nanomaterial” in dif-
ferent EU legislative areas. To prepare a science-based defi-
nition of nanomaterials, the services of the European Com-
mission needed clarification on the size ranges and other 
relevant characteristics and corresponding metrics reported 
in scientific literature, the types of physical and chemical 
properties particular to nanomaterials, the relevant thresh-
olds, as well as the most appropriate metrics to express such 
thresholds.

The pre-consultation opinion, approved by the SCENIHR on 
6 July 2010 for public consultation, provides guidance on the 
interpretation and use of a definition for nanomaterials in a 
regulatory setting. To define an enforceable definition of “na-
nomaterial” for regulatory use, the SCENIHR proposes set-
ting an upper limit for nanomaterial size and adding additional 
guidance (requirements) specific to the intended regulation to 
the proposed limit. Crucial in this guidance is the extended de-
scription of the nanoscale, as single upper and lower limits are 
not sufficient as cut-off points in view of the size distributions 
of manufactured nanomaterials. Although many nanomateri-
als are produced for specific properties at the nanoscale, it is 
currently not possible to identify a specific size or a specific 
generic property that is suddenly introduced or changed with 
size. As a result, a tiered approach may be required, depend-
ing on the amount of information available for any specifically 
engineered nanomaterial and its proposed use.

A key issue addressed in the opinion is the arbitrary nature 
of the nanoscale, which is currently commonly assumed to 
range from 1 to 100 nanometres. SCENIHR points to the 
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absence of a scientific basis for the scale’s upper limit of 100 
nanometres. Since an increasing number of products contain 
components in this size range, a clear definition is important 
to avoid problems within a regulatory setting.

More information on the public consultation, open from 
12 July to 15 September is available at the following link:
http://ec.europa.eu/health/scientific_committees/
consultations/public_consultations/scenihr_cons_13_en.htm 

Health effects of artificial light

The European Commission has requested a scientific opin-
ion from the Scientific Committee on Emerging and Newly 
Identified Health Risks (SCENIHR) on the health effects of 
artificial light. This includes a wide range of commonly used 
lamps, for example halogen lamps, or normal incandescent 
lamps. The request is made within the context of promot-
ing the widespread use of energy saving lamps and phasing 
out incandescent lamps and follows the SCENIHR opinion on 
Light Sensitivity of 23 September 2008. Since the publica-
tion of the opinion and adoption of Commission Regulation 
244/2009 setting ecodesign requirements for non-directional 
lamps (in practice phasing out incandescent lamps by 2012), 
further claims and information relating to light sensitivity and 
potential health effects of artificial light have been brought to 

the attention of the Commission. Therefore, the SCENIHR is 
asked inter alia to update its earlier opinion and carry out an 
analysis of a wider range of lighting technologies and associ-
ated potential health risks. 
 
A consultation on the mandate, resulting in minor changes in 
wording and a call for information, has been carried out. 

The final mandate is available at the following link:
http://ec.europa.eu/health/scientific_committees/emerging/
docs/scenihr_q_025.pdf 

Toxicity and combination effects of chemical mixtures 
(SCHER/SCCP/SCENIHR)

EU chemical legislation, similar to that in other parts of the 
world, is based predominantly on assessments carried out 
on individual substances. However, in reality humans are ex-
posed to a wide variety of chemicals throughout their lives 
as indeed are animals and plants. While current assessment 
methods incorporate safety factors to take account of a range 
of uncertainties, the Commission strives to ensure that EU 
chemical legislation takes proper account of the latest scien-
tific information on mixture toxicity.

In the light of the considerations named above, SCHER/
SCCP/SCENIHR are asked: (i) to evaluate the scientific evi-
dence of the combination effects of chemical mixtures when 
substances may act jointly in a way (addition, antagonism, 
potentiation, synergies, etc.) that affects the overall level of 
toxicity; (ii) to determine if the current assessment methods 
take proper account of these joint actions; (iii) to find the 
most effective way to target resources on those combina-
tions of chemicals that constitute the highest risk for humans 
and the environment; (iv) to determine the advantages and 
disadvantages of the different approaches for the assess-
ment of the mixture effects of chemicals and if there is any 
particular model that could be considered as sufficiently ro-
bust to be used as a default option; and (v) to identify the 
major knowledge gaps with regard to the assessment of the 
toxicity of chemical mixtures and estimate if current knowl-
edge constitutes a sufficiently solid foundation upon which 
to address the toxicity of chemical mixtures in a more sys-
tematic way within the context of EU legislation.

A call for information was launched on 7 July 2010:
http://ec.europa.eu/health/scientific_committees/
consultations/calls/call_info_03_en.htm

The deadline for submissions was 8 September 2010.

You may find all information about the work of the Commit-
tees, on the opinions and mandates (requests) via the follow-
ing webpage:  
http://ec.europa.eu/health/scientific_committees/policy/
index_en.htm 

Addressing the new challenges for risk assessment

Risk assessment must be based on the best available scien-
tific evidence. While the data base that supports risk assess-
ment continues to expand, and despite several challenges 
encountered, the general procedures have not changed sig-
nificantly over the last two decades. Some challenges high-
lighted in earlier opinions by the Scientific Steering Commit-
tee (SSC) in 2000 and 2003 include access to data, exposure 
assessment, and the explanation/expression of findings. Fur-
thermore, there are a number of anticipated changes con-
cerning both the nature and interpretation of data available 
for risk assessment in the near future.

Following discussions at the last Meeting of Chairs and Secre-
tariats of EU bodies involved in risk assessment, the SCENIHR, 
SCCS, and SCHER are requested to carry out a comprehensive 
review of risk assessment procedures and new challenges for 
RA, taking into account both fundamental and practical con-
siderations (sampling, instrumentation, cost, analysis, etc.) 
and to provide a scientific opinion on the issue.

More information can be found at the following webpage:
http://ec.europa.eu/health/scientific_committees/docs/
challenges_mandate_en.pdf 
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SPECIAL EUROBAROMETERS:
Two special Eurobarometers were published on the work in 
the field of electromagnetic fields. 

The reports are available at
http://ec.europa.eu/health/scientific_committees/
eurobarometers/index_en.htm

In accordance with the Rules of Procedure and stakehold-
er dialogue, on 14 June 2010, the Scientific Committee on 
Health and Environmental Risks (SCHER) initiated a public 
consultation on this preliminary opinion titled ‘Critical review 
of any new evidence on the hazard profile, health effects, 
and human exposure to fluoride and the fluoridating agents 
of drinking water’ (deadline for submission of comments: 
22 September 2010.
 
More information on the consultation is available on the 
following webpage:
http://ec.europa.eu/health/scientific_committees/
consultations/public_consultations/scher_cons_05_en.htm

Information on e-News:
http://ec.europa.eu/dgs/health_consumer/dyna/enews/
enews.cfm?al_id=1022 
In addition to the public consultation, on 17 September 2010, 
the SCHER of the European Commission organised a hear-
ing on this recently adopted pre-consultation opinion on the 
Fluoridation of Drinking Water to be held in Brussels. The 
participation of around 25 representatives of different stake-
holders (mostly from Ireland and the UK) is expected.

You may find more information at: 
http://ec.europa.eu/health/scientific_committees/events/
ev_20100917_en.htm

The pre-consultation opinion is available at:
http://ec.europa.eu/health/scientific_committees/
environmental_risks/docs/scher_o_122.pdf 

REPORTS
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