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… Council  
 

EMPLOYMENT, SOCIAL POLICY, HEALTH 
AND CONSUMER AFFAIRS COUNCIL 

June 6, 2011 
 
The 3095th session of the Council of the European Union - Employment, Social Policy, 

Health and Consumer Affairs - will be dedicated exclusively to Health issues under the 

presidency of Miklós Réthelyi, Hungarian Minister for national resources, and Miklós 

Szócska, Minister of state for health. 

 
Ministers will exchange views and adopt conclusions on: 

• childhood immunisation; and on  

• modern, responsive and sustainable health systems; 

• the European pact for mental health and well-being; and 

• innovation in the medical device sector. 

 

The Commission is expected to inform Ministers: 

• about its revised proposals on the provision of information on medicines subject to 

prescription to the general public; and on 

• the latest state of play concerning the E-coli disease outbreak. 

 

Ministers will also discuss the public health dimension of migration from the Southern 

neighbourhood. 

 
The European Pact for Mental Health and Well-Being 

According to estimations of the World Health Organisation, mental disorders affect one in 

every four citizens at least once during their life and can be found in more than 10% of the 

EU population during any given year. A Eurobarometer survey of October 2010 revealed 

that 15% of Europeans (i.e. one in seven) had sought professional help the year before 

because of psychological problems.
1
 

 

The Council is expected to adopt conclusions entitled "The European Pact for Mental Health 

and Well-being: results and future action".
2
  

 

Innovation in the Medical Device Sector 

The Council is due to adopt conclusions on innovation in the medical device sector. 

The draft conclusions call upon Member States and the Commission to take initiatives to 

promote innovation of medical devices that focus on improving the health of patients, their 

well being and that of their relatives. The Council has also discussed the forthcoming review 

of the legislative framework for medical devices and has against this background prepared a 

list of considerations that the Commission is invited to bear in mind when reviewing the 

three directives on medical devices. 

                                                           
1
 Eurobarometer on Mental Helath - http://ec.europa.eu/health/mental_health/docs/ebs_345_en.pdf  

2
 Proposed Council Conclusions: The European Pact for Mental Health and Well-being: results and future 

actions http://register.consilium.europa.eu/pdf/en/11/st10/st10384.en11.pdf  
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The draft Council conclusions were prepared as a follow-up to the high level health 

conference on innovation in medical technology held in Brussels on March 22, 2011.
 3

 

 

Childhood Immunisation 

Ministers will adopt conclusions on childhood immunisation
4
 and exchange views on the re-

emergence of measles in Europe. The discussion will be framed by questions submitted by 

the Hungarian Presidency
5
. 

 

The draft conclusions are based on the outcomes of the expert conference "For a Healthy 

Future of Our Children - Childhood Immunisation", held in Budapest on March 3-4, 2011. 

 

 
 

Council Directive on Falsified Medicines 
Council formally adopted a new Directive aimed at protecting patients against the rising 

threat of falsified medicines. Falsified Medicines are fake medicines that pass themselves 

off as real, authorised medicines. 

 

Falsified medicines may contain ingredients, including active ingredients, which are of low 

quality or in the wrong dosage. Since they have not passed through the necessary 

evaluation of quality, safety and efficacy as required by the EU authorisation procedure, 

they can result in major health threats.  

 

Falsified medicines are not to be confused with counterfeit medicines. The latter term refers 

to medicines that do not comply with EU law on intellectual and industrial property rights, 

such as registered trademarks or patent rights. The Directive on 'falsified medicines' does 

not deal with this aspect. 

 

The Directive aims to prevent falsified medicines from reaching the patients by introducing 

harmonised, pan-European safety and control measures. These measures will ensure easier 

identification of falsified medicines, and improved verifications and controls at EU borders 

and within the EU. New measures include:  

• An obligatory authenticity feature on the outer packaging of the medicines : this 

feature will be decided at a later stage via a delegated act;  

• Strengthened requirements for control and inspections of plants manufacturing active 

pharmaceutical ingredients; 

• Strengthened record-keeping requirements for wholesale distributors; 

• Strengthened rules on inspections; 

• The obligation for manufacturers and distributors to report any suspicion of falsified 

medicines. 

Online pharmacies 

                                                           
3
 Preparation of the EPSCO Council on 6 June 2011: Innovation in the medical device sector - Adoption of 

Council conclusions 

http://register.consilium.europa.eu/pdf/en/11/st10/st10391.en11.pdf  
4
 http://register.consilium.europa.eu/pdf/en/11/st10/st10390.en11.pdf  

5
 http://register.consilium.europa.eu/pdf/en/11/st10/st10386.en11.pdf  
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The Directive provides for an obligatory 'trust mark' on the websites of legally-operating 

online pharmacies. A click on the 'trust mark' links the user to an official national register 

with a list of all legally-operating pharmacies. If the user clicks again on the register, he is 

linked back to the website of the legally-operation pharmacy. However, the Directive does 

not harmonise the rules and regulations for online pharmacies in the EU. The question of 

whether and how medicines can be sold over the internet remains a decision for each 

Member State to take within the limits of the EU Treaty. 

 

The Directive must be transposed by the Member States within 18 months and is going to 

apply as of then. However, some measures, such as those related to the safety feature, have 

a longer implementation time – up to 5/6 years - in order to allow for the necessary 

technical adaptations. 

 

Further information:  

http://ec.europa.eu/health/human-use/quality/fake-medicines/index_en.htm 

 

Council Press Release 

http://www.consilium.europa.eu/uedocs/cms_Data/docs/pressdata/en/lsa/122248.pdf  

 

 

 …Commission 

EU ban on baby bottles enters into force 
As from June 1, baby bottles containing the substance Bisphenol A (BPA) have to be 

removed from the shelves in stores across the EU, as a ban on the placing on the market 

and import into the EU of such products entered into force. The ban is foreseen in an EU 

Directive (2011/8/EU) adopted in late January. The industry has been withdrawing 

voluntarily from the market baby bottles containing BPA. On March 1, the EU had banned 

the manufacture in the Union of baby bottles containing BPA. (See ESPH Update of March 

4, 2011) 
 

BPA is an organic molecule that is used in the manufacture of polycarbonate plastics, which 

–in turn– are used to manufacture plastic materials, such as baby bottles. Traces of BPA can 

be released from plastic containers into the food they carry –infant formula in the case of 

baby bottles– if these containers are heated at high temperatures.  
 

Health-EU Newsletter  
Issue 71 

World No Tobacco Day – 31 May 2011 

http://ec.europa.eu/health-eu/newsletter/71/newsletter_en.htm  
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During the first six months of the infants' lives, exposure to the substance is the highest, 

especially if infant formula is the only source of nutrition. Also, during this period the 

infants' system builds up and does not have the capacity to eliminate BPA.  
 

The provisions on BPA are now included in Regulation (EU) No 10/2011 on plastic food 

contact materials amended by Regulation (EU) No 321/2011. 
 

Directive 2011/8/EU 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:026:0011:0014:EN:PDF 

 

Regulation (EU) No 10/2011  
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2011R0010:20110422:EN:HTML#E0024 

 

 

 
World No Tobacco Day 

31 May 2011 
This year's World No Tobacco Day focused on the World Health Organisation (WHO) 

Framework Convention on Tobacco Control (FCTC), a comprehensive international treaty 

negotiated under the auspices of the WHO, adopted in May 2003 and in force since 

February 2005. Parties signing up to the FCTC – over 170 countries to date – agree to take 

effective measures to protect people from tobacco consumption. 
 

As with any other treaty, the WHO FCTC confers legal obligations on its Parties, that is, on 

the countries (and the European Union) that have formally acceded to it. Among these 

obligations, Parties are to: 

• Protect public health policies from commercial and other interests of the tobacco 

industry; 

• Adopt price and tax measures to reduce the demand for tobacco; 

• Protect people from exposure to tobacco smoke; 

• Regulate the contents of tobacco products; 

• Regulate tobacco product disclosures; 

• Regulate the packaging and labelling of tobacco products; 

• Warn people about the dangers of tobacco; 

• Ban tobacco advertising, promotion and sponsorship; 

• Offer people help to end their addiction to tobacco; 

• Control the illicit trade in tobacco products; 

• Ban sales to and by minors; 

• Support economically viable alternative to tobacco growing.  

 

On World No Tobacco Day 2011, and throughout the following year, WHO will urge 

countries to put the Treaty at the heart of their efforts to control the global epidemic of 

tobacco. By heeding WHO's call, countries will enhance their ability to significantly reduce 

the toll of tobacco-related diseases and deaths in line with their treaty obligations. 
 

During the fourth quarter of 2011, the European Commission will be launching the second 

stage consultation of the social partners about its initiative on “occupational exposure to 

environmental tobacco smoke”. The Occupational Safety and Health Agency is supporting 
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smoke-free workplaces by making available information to help employers, smoking and 

non-smoking workers to prevent and stop exposure to tobacco smoke at the workplace. 

 

Statement by John Dalli, European Commissioner for Health and Consumer Policy, on the 

occasion of World No Tobacco Day 

http://ec.europa.eu/health/tobacco/docs/statement_dalli_wntd_en.pdf  

 

 

…Eurostat 

Unemployment in the EU 
In April 2011, the Euro area unemployment rate was 9.9%, the same as in March. It was 

10.2% in April 2010. The EU27 unemployment rate was 9.4% in April, compared with 9.5% 

in March. It was 9.7% in April 2010. 

 

Among the Member States, the lowest unemployment rates were recorded in the 

Netherlands and Austria (both 4.2%) and Luxembourg, and the highest in Spain (20.7%), 

Lithuania and Latvia. 

 

Compared with a year ago, the unemployment rate fell in seventeen Member States, 

increased in nine and remained stable in Luxembourg. The largest falls were observed in 

Estonia, Latvia and Sweden. The highest increases were registered in Greece, Lithuania, 

Bulgaria and Ireland. 

 

Eurostat statistics show that in Malta the unemployment levels in April were the lowest 

recorded in the past 12 months and the fifth lowest among the 27 Member States. Malta's 

unemployment rate last April stood at 6.2 per cent, down 0.1 per cent over the previous 

month and a full one percentage point on April 2010. 

 

In April 2011, the youth unemployment rate (under-25s) was 19.6% in the Euro area and 

20.3% in the EU27. In April 2010 it was 21.1% and 21.2% respectively.  

The unemployment rate in the USA was 9.0% in April and in Japan it was 4.6% in Japan. 

 


