ORDINARY LEGISLATIVE procedure - First reading
European Parliament legislative resolution on the proposal for a Regulation of the European Parliament and of the Council on medical devices, and amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009

1.

Rapporteur: Dagmar ROTH-BEHRENDT (S&D/DE)

2.

EP reference number: A7-0324/2013 / P7_TA-PROV(2014)0266
3.

Date of adoption of the resolution: 2 April 2014

4.
Subject: Medical devices

5.

Interinstitutional reference number: 2012/0266(COD)

6.
Legal basis: Article 114 and Article 168(4)(c) of the Treaty on the Functioning of the European Union

7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

8.
Commission's position: The Commission accepts or rejects the amendments adopted by the European Parliament as follows:

The Commission accepts 85 amendments directly or in principle:
1, 7, 8, 26, 38, 46, 48, 50, 52, 53, 55, 65, 70, 71, 84, 86, 89, 92, 256, 94, 95, 102, 109, 112, 257, 258, 126, 261, 259, 139, 140, 144, 260, 151, 159, 262, 178, 179, 180, 182, 183, 194, 196, 263, 201 221, 222, 223, 225, 226, 227, 228, 229, 230, 231, 232, 233, 234, 235, 236, 237, 238, 240, 243, 244, 265, 277, 281, 282, 285, 288, 290, 291, 293, 298, 300, 303, 304, 308, 309, 328, 336, 337, 343, 347.

The Commission accepts 127 amendments partially or subject to rewriting:

2, 5, 6, 9, 14, 16, 18, 21, 22, 25, 27, 28, 29, 30, 34, 35, 363, 370, 39, 40, 43, 44, 45, 47, 49, 51, 56, 58, 59, 62, 64, 66, 77, 88, 97, 98, 103, 104, 106, 107, 110, 120, 129, 131, 132, 133, 134, 135, 136, 137, 138, 141, 143, 145, 148, 149, 160, 161, 157, 360, 371, 372, 361, 373, 165, 374/REV, 369, 167, 168, 172, 173, 177, 181, 184, 185, 186, 187, 188, 195, 198, 199, 200, 202, 203, 204, 205, 206, 207, 208, 209, 210, 212, 213, 214, 216, 217, 224, 264, 266, 367, 366, 368, 246, 247, 249, 251, 252, 253, 279, 280, 283, 294, 295, 296, 297, 299, 301, 302, 310, 314, 332, 333, 334, 335, 338, 339, 344.

The Commission rejects 131 amendments:

3, 4, 10, 11, 12, 13, 15, 17, 19, 20, 24, 31, 32, 33, 379, 364, 41, 54, 57, 60, 61, 63, 67, 68, 69, 72, 73, 357, 75, 354, 76, 78, 79, 80, 82, 83, 87, 90, 91, 93, 96, 99, 100, 101, 105, 108, 111, 113, 358, 359, 118, 377, 121, 122, 123, 124, 125, 127, 128, 130, 142, 146, 147, 150, 152, 153, 154, 155, 156, 158, 169, 170, 171, 174, 175, 189, 190, 191, 192, 193, 197, 211, 215, 218, 219, 220, 239, 245, 248, 250, 254, 255, 267, 378, 268, 355, 271, 272, 273, 274, 275, 276, 278, 284, 286, 287, 289, 292, 305, 306, 307, 311, 312, 313, 315, 316, 317, 318, 319, 320, 321, 322, 323, 324, 325, 326, 327, 329, 330, 331, 340.

Clarification of the Commission position on some amendments approved by the European Parliament in Plenary

· Scope: devices for aesthetic purposes (in particular, amendments 67 and 69)
The Parliament has proposed a definition of devices for aesthetic purposes, and the list in Annex XV has become non-exhaustive. These proposals do not appear appropriate and cannot be accepted. It would be difficult to have a definition broad enough to encompass all products that need to be covered in the future while avoiding borderline issues or legal uncertainty (e.g. with cosmetic products). The Parliament proposal to turn the list in Annex XV into a non‑exhaustive list is not acceptable either, as it would undermine legal certainty.

· Other issues: pre-market assessment of high-risk medical devices (in particular, amendment 374/REV)

The Parliament proposes to subject high-risk devices to a case-by-case assessment focused on clinical aspects by the "Medical Device Coordination Group" (MDCG) assisted by a new committee of scientific experts called "Assessment Committee for Medical Devices" (ACMD). The procedure would cover implantable devices in class III, class IIb devices intended to administer and/ or remove a medicinal product; devices utilising tissues and cells of human or animal origin (class III). The assessment procedure could be extended to other classes of devices when necessary for the protection of patient safety and public health. According to the Parliament, the MDCG could invoke the novelty of the device, an adverse change of the risk-benefit profile, or an increased rate of serious incidents to trigger the assessment procedure. The Commission could amend or supplement these criteria by delegated act. However, the assessment procedure could not be triggered if Common Technical Specifications (CTS) or harmonised standards exist. The MDCG would have 60 days to deliver an opinion, during which it has to consult the ACMD. Where the Special Notified Body (SNB) concerned disagrees with the MDCG's opinion, it may request a re-examination. Where the final opinion of the MDCG is favourable, the SNB may proceed with the certification. Where it is unfavourable, the SNB shall not (yet) deliver the certificate for the device. At the request of the manufacturer, the Commission has to organise a hearing allowing scientific discussion and action which it can take to address the MDCG's concerns.

The Commission considers that the assessment should also include the summary of the preliminary conformity assessment of the notified body, not only the clinical aspects. Moreover, it is problematic that the amendments reduce the scope of the scrutiny compared to the Commission proposal, which foresees the procedure for all class III devices. It is also necessary to keep the existence of “significant discrepancies in the conformity assessments carried out by notified bodies” as one of the criteria to trigger the assessment procedure. The existence of Common Technical Specifications or harmonised standards should be taken into account but should not prevent the procedure to be triggered, when necessary. The outcome of the procedure after the hearing, as foreseen by the Parliament, is not clear.

· Other issues: notified bodies (in particular, amendments 360 and 371)
The Parliament's amendments aim at further strengthening the control, monitoring and functioning of Notified Bodies. In addition, a separate designation by the European Medicines Agency (EMA) of Special Notified Bodies is proposed for high-risk medical devices. The scope of devices on which those Special Notified Bodies should conduct conformity assessments is wider than the scope of scrutiny.

The Commission could support more stringent criteria for notified bodies which process the conformity assessment of high-risk devices. However, the added value of EMA involvement will need to be thoroughly analysed, in particular since the relevant resources and financing have not been foreseen. Furthermore, it is also necessary to analyse the issue of the legal basis for the involvement of EMA.

· Other issues: reprocessing of single-use devices (in particular, amendments 358 & 359)
The Parliament amendments introduce a system whereby all medical devices are considered as suitable for reprocessing and reusable unless placed on a list of single-use devices which is to be adopted by the Commission by delegated act and updated regularly. The reprocessor must provide scientific evidence that a single-use device could be safely reprocessed and is considered as the manufacturer, with the exception of the obligations related to the conformity assessment procedures. The proposed amendments require the Commission to adopt, by implementing acts, a set of high quality and safety standards for reprocessing of single-use devices to be complied with by the reprocessor. They foresee an opt-out clause for Member States as in the Commission proposal.

The starting principle that medical devices are reusable by default cannot be supported by the Commission. Moreover, the exoneration from the conformity assessment procedures significantly weakens the obligations of reprocessors: reprocessors must also be submitted to conformity assessment procedures, even if in a lighter form. The Commission approach via a definition of the single-use devices which may not be reprocessed (i.e. devices for critical use) is more appropriate than the proposed list. Also problematic is the obligation for the Commission to elaborate standards, since this is the role of European standardisation bodies CEN and CENELEC, also given the variety of devices and procedures used in the context of reprocessing. Guidance with illustrative and non-exhaustive examples could be produced.

· Other issues: vigilance (in particular, amendment 198)
The Parliament amendments aim at extending reporting by manufacturers to all incidents – serious and non-serious. Inspired by the equivalent provision on pharmacovigilance of medicinal products, the Parliament additionally proposes that Periodic Safety Update Reports (PSURs) be drawn up by manufacturers. The Commission will have to evaluate the implications of enlarging the scope of reporting as there is a risk that it would render the rapid identification of serious incidents and their proper follow-up more difficult. With regard to PSURs, the Commission can support this proposal.

· Other issues: market surveillance (in particular, amendment 216)
The Parliament's amendments detail the provisions on market surveillance by competent authorities. Checks may also take place in the premises of economic operators located in third countries. The final inspection report should be made available in the electronic system on market surveillance. The Parliament proposes that Member States draw up strategic market surveillance plans, periodically review them, and that the Commission may make recommendations for adjustments of those plans. A summary of the results and the Commission recommendations shall be made accessible to the public. The Commission should provide an overview of the information received in the electronic system every six months, for the public and healthcare professionals. The Commission supports the proposed amendments for reinforced market surveillance by Member States’ competent authorities but does not consider necessary a systematic general reporting twice a year, as it would be too burdensome.

· Other issues: ethics committees (in particular, amendments 88 and 181)
The Parliament's amendments introduce new provisions aiming at reinforcing the role of ethics committees in conducting clinical investigations. The Commission could agree with the introduction of reinforced provisions on ethics committees, provided they are aligned with the provisions of the Regulation on clinical trials on medicinal products for human use.

· Other issues: minors and incapacitated (in particular, amendments 338 and 339)
The Parliament amendments aim at further protecting minors and incapacitated subjects participating in clinical investigations, in particular in terms of informed consent and adequate information to be provided. The Commission could agree, provided the provisions are aligned with the Regulation on clinical trials on medicinal products for human use.

· Other issues: risk classification of devices incorporating or consisting of nanomaterial in class III (amendment 304)
The Parliament amendments place such devices in class III only where nanomaterials are deliberately intended to be released into the body. The Commission can agree to this approach.

· Other issues: risk classification of devices composed of substances or combination of substances intended to be ingested, inhaled or administered rectally or vaginally and that are absorbed by or dispersed in the human body (amendment 306)

The Parliament proposes to delete the classification rule which places those devices in class III. The Commission cannot accept a full deletion of the rule as currently the risks presented by these products are not addressed by the Union's medical devices legislation. The Commission agrees however that some improvements to the text can be made to ensure that truly low-risk products are not covered or fall in a lower risk class (e.g. when not systemically absorbed).

· Other issues: CMR, substances having endocrine disrupting properties and endocrine disruptors (amendment 355)
The Parliament proposes that some medical devices shall not contain CMR (carcinogenic, mutagenic or toxic to reproduction) substances, certain substances having endocrine disrupting properties or endocrine disruptors in concentrations above 0.1 % by weight in homogeneous materials. By way of exception, it foresees that manufacturers may apply for derogation with the Commission under certain conditions. The approach proposed by the Parliament cannot be supported. Instead, the regime currently foreseen for phthalates classified as CMR 1A or 1B could be extended to all CMR, substances having endocrine disrupting properties and endocrine disruptors.

· Other issues: CE mark changed into "CE" accompanied by the term "Medical Device" (amendment 293)
The Parliament proposed a specific CE mark to distinguish medical devices. These provisions are acceptable as they contribute to better transparency and patient and consumer information.

9.
Outlook for amendment of the proposal: There is no need for a formal modified proposal, as currently there is no clear Council position on the proposal.

10.
Outlook for the adoption of Council's position: There is no calendar available yet for the adoption of Council's common position.

