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Health Care Without Harm Europe Position Paper

On the European Commission Proposal for a Medical Device Regulation COM (2012)542
Legislative procedure

Scope 
The amendment nr 355 of Annex I part II point 7.4 on the proposal of the regulation of the European Parliament and of the Council on medical Devices amending the Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation EC No 1223/2009 (COM(2012)0542-C7-0318/2012-2012/0266(COD)  was adopted on the 22nd of October 2013 and states that:

· Medical devices shall not contain substances that are carcinogenic, mutagenic, or toxic to reproduction (CMRs)
· Medical devices shall not contain substances having endocrine disrupting properties 

· A derogation may be allowed for a period of four years if substitutes are technically impractical, unreliable or the negative health and patient safety impact of the substitution is likely to outweigh the positive impact.
The complete text is as follows: 



The issue 
Medical devices can contain substances that are carcinogenic, mutagenic and reprotoxic (CMRs). Phthalates (such as DEHP, DBP, DIBP, BBP) and metals (such as cadmium, cobalt, chromium) are currently found in medical devices. For example diethyl hexyl phthalate (DEHP) is used as a plasticizer in PVC based medical devices such as blood bags, intravenous bags, tubes, catheters and disposable gloves. DEHP is classified as Toxic to Reproduction (category 1B) in Europe, and studies show DEHP may leach or leak from a medical device. Studies have detected some phthalates and their metabolites in the urine of adults and neonates, blood, naval cord blood, semen, breast milk, placental tissue and amniotic fluid. The use of DEHP in toys and childcare products is already prohibited according to Directive 1999/815/EC. In addition to having toxic behavior phthalates have also proven to have endocrine disrupting behaviour (1).
Medical devices can contain endocrine disrupting chemicals (EDCs). EDCs can interfere with humans’ endocrine system which regulates hormones essential to reproduction and metabolism. An example of an endocrine disrupting chemical is Bisphenol A (BPA) the building block of polycarbonate plastics used in tubing, catheters and cardiopulmonary bypass pumps. These medical devices can constitute a significant source of exposure for certain patients who are constantly exposed to the medical device.  A recent study has linked the use of tubes and other medical devices containing BPA in neonatology departments to traces of BPA in the urines of babies (2). Exposure to low doses of BPA causes a wide range of effects in animals and humans, including negative effects on the female reproductive system (3), altered hormone levels in men (4), and behavioural and cognitive problems in children (5). In general EDCs have been linked to increase in hormone-related cancers (particularly breast, prostate and testicular cancer (6) (7), diabetes (8), reproductive disorders(9), and impaired fertility (10) in wildlife and humans (11).
Safer alternatives are already available. It is not necessary to keep medical devices containing CMRs and EDCs on the market. Industry is already producing medical devices that can be substituted for medical devices containing CMRs and EDCs. Health Care Without Harm has developed a Database of safer medical devices.
Position
Health Care Without Harm together with European healthcare practitioners are concerned about patients being exposed to hazardous chemicals in medical devices during medical treatment. Patients such as children, pregnant and nursing women, dialysis patients and others whose immune system is already suppressed are most vulnerable. We sent a declaration on the 27th of June 2013 and a joint letter on the 13th of February 2014  together with European and International organizations representing healthcare professionals stating our vision:
· Phase out CMRs in medical devices if safer alternatives are available and reliable.
Substances that are can promote cancer, genetic mutations or impair the reproductive process should not be allowed in medical devices when safer alternatives are available 

· Phase out of known and presumed EDCs in medical devices if safer alternatives are available and reliable.
Substances that can interfere with the hormone system of humans should not be allowed in medical devices when safer alternatives are available

Call for action

Ahead of the meeting of the Working Party on Pharmaceuticals and Medical Devices scheduled for the 11th of September 2014 where amendment nr. 355 Annex I part II point 7.4. of the proposed medical devices regulation is expected to be discussed, Health Care Without Harm Europe calls on the Council to support the amendment phasing out CMRs and EDCs in medical devices if safer alternatives are available and foreseeing a derogation period for manufacturers if such alternatives are technically impractical, unreliable or present a negative health impact. 
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2007 - The European Commission (EC) started working on the proposal of the regulation on medical devices


2008 - First public consultation on the EC proposal of the regulation on medical devices


2010 - Second public consultation on the EC proposal of the regulation on medical devices


2012 - EC adopted a package of proposals consisting of a communication on medical devices COM(2012)540, a proposal 


            for a regulation on in vitro diagnostic medical devices COM(2012)541, a proposal for a regulation on medical 


            devices COM(2012)542


2013 - European Parliament (EP) adopted a number of amendments including amendment nr 355 Annex I part II point 


            7.4. to the proposal COM(2012)542


2014 - EP report adopted; The Council of the European Union first reading of the proposal of the regulation on medical        


            devices 








7.4. The devices shall be designed and manufactured in such a way as to reduce as far as possible and appropriate the risks posed by substances that may leach or leak from the device. Medical devices or parts thereof that are invasive or come into contact with the body of patients, or (re)administer medicines, body liquids or other substances, including gases, to/from the body, or transport or store such medicines, body fluids or substances , including gases, to be (re)administered to the body, shall not contain, in concentrations above 0,1% by weight in homogeneous materials, substances which are carcinogenic, mutagenic or toxic to reproduction, in accordance with Part 3 of Annex VI to Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006, or substances having endocrine disrupting properties for which there is scientific evidence of probable serious effects to human health or which are identified in accordance with the procedure set out in Article 59 of Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), or are endocrine disrupters pursuant to Commission Recommendation (.../.../EU) on criteria for the identification of endocrine disrupters.








The Commission shall be empowered to adopt delegated acts in accordance with Article 89 to allow the use of such substances for a period not exceeding four years where any of the following conditions is fulfilled:


- their elimination or substitution via design changes or materials and components which do not require any of these substances is technically impracticable,


- the reliability of substitutes is not ensured,


- the combined negative health or patient safety impact caused by substitution is likely to outweigh the combined health or patient safety benefits thereof.





The Commission shall be empowered to adopt delegated acts in accordance with Article 89 to renew the derogation if the criteria of the second subparagraph continue to be fulfilled.





Manufacturers wishing to apply for a derogation, a renewal of a derogation or the revoking of a derogation shall submit the following information to the Commission:





(a) the name, address and contact details of the applicant;


(b) information on the medical device and the specific uses of the substance in the material and components of the medical device for which an exemption, or its revocation, is requested and its particular characteristics;


(c) verifiable and referenced justification for an exemption, or its revocation, in line with the conditions established in the second subparagraph;


(d) an analysis of possible alternative substances, materials or designs, including, when available, information about independent research, peer-review studies and development activities by the applicant and an analysis of the availability of such alternatives;


(e) other relevant information;


(f) the proposed actions to develop, request the development and/or to apply possible alternatives including a timetable for such actions by the applicant;


(g) where appropriate, an indication of the information which should be regarded as proprietary accompanied by verifiable justification . 





If devices or parts thereof, as referred to in the first subparagraph,


contain, in a concentration of 0.1% by mass or above, in a homogeneous material, substances which are classified as carcinogenic, mutagenic or toxic to reproduction of category 1A or 1B in accordance with Part 3 of Annex VI to Regulation (EC) No 1272/2008, or substances identified as endocrine disrupters pursuant to the first subparagraph, and were granted a derogation pursuant to the second or third subparagraph, thedevices shall be labelled on the device itself and/or on the packaging for each unit or, where appropriate, on the sales packaging as devices containing such substances . The manufacturer shall provide a specific justification for the use of these substances with regard to compliance with the general safety and performance requirements, in particular of this paragraph, within the technical documentation and, within the instructions for use, information on residual risks for these patient groups and, if applicable, on appropriate precautionary measures. 














