ORDINARY LEGISLATIVE procedure - First reading
European Parliament legislative resolution on the proposal for a Regulation of the European Parliament and of the Council on in vitro diagnostic medical devices

1.

Rapporteur: Peter LIESE (EPP/DE)
2.

EP reference number: A7-0327/2013 / P7_TA-PROV(2014)0267
3.

Date of adoption of the resolution: 2 April 2014

4.
Subject: In vitro diagnostic medical devices

5.

Interinstitutional reference number: 2012/0267(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 64 amendments directly or in principle:
3, 4, 5, 12, 15, 27, 28, 29, 41, 42, 43, 44, 46, 48, 49, 50, 60, 61, 65, 68, 71, 78, 79, 84, 85, 86, 89, 94, 97, 101, 105, 107, 116, 118, 119, 124, 128, 134, 135, 153, 160, 164, 165, 169, 177, 179, 183, 184, 194, 196, 198, 200, 201, 207, 210, 212, 223, 231, 232, 233, 235, 242, 263, 272.

The Commission accepts 116 amendments partially or subject to rewriting:
1, 2, 6, 7, 8, 10, 11, 13, 14, 16, 19, 22, 25, 30, 31, 32, 33, 34, 37, 39, 45, 52, 57, 63, 69, 70, 73, 74, 77, 80, 81, 82, 83, 87, 88, 90, 91, 103, 106, 108, 109, 110, 111, 112, 113, 114, 115, 120, 121, 122, 123, 125, 126, 127, 129, 132, 133, 140, 145, 146, 147, 148, 149, 150, 151, 162, 163, 166, 167, 168, 170, 171, 172, 180, 181, 182, 185, 186, 187, 188, 190, 191, 192, 193, 195, 209, 211, 213, 214, 218, 219, 220, 221, 222, 224, 226, 227, 228, 229, 236, 241, 245, 250, 252, 253, 254, 259, 260, 261, 262, 265, 267, 268, 269, 270, 271.

The Commission rejects 81 amendments:
9, 17, 18, 20, 23, 24, 26, 35, 36, 38, 47, 51, 53, 54, 55, 56, 58, 59, 62, 64, 66, 67, 75, 76, 92, 93, 95, 96, 98, 99, 100, 102, 104, 117, 130, 131, 136, 137, 138, 139, 141, 142, 143, 144, 152, 154, 155, 156, 157, 158, 159, 161, 173, 174, 175, 176, 178, 197, 199, 202, 203, 204, 206, 208, 215, 216, 217, 230, 237, 238, 239, 240, 243, 244, 246, 247, 248, 249, 251, 264, 266.

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

· Scope: in-house exemption (in particular, amendment 70)

The Parliament proposes a conditional exemption from the requirements of the Regulation (with the exception of reporting obligations and Annex I) for class D in-house tests, in particular, where the recipient patient or patient group’s specific needs cannot be met by an available CE-marked device. Where the exemption is invoked, the Commission would have to verify if the conditions are met and if the devices are eligible for exemption. The information on exempted devices would be made public. In addition, the Parliament proposes that Member States retain the right to impose stricter requirements on in-house devices and regulate aspects that are not covered by the Regulation. The Commission could agree on this amendment, except on the obligation for the Commission to systematically verify that the exempted devices were eligible for exemption.

· Other issues: pre-market assessment of high-risk in vitro diagnostic medical devices (in particular, amendments 259 and 269)

The Parliament proposes to subject class D 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 Commission would be empowered to extend the application of the assessment procedure to other classes of devices when necessary for the protection of patient safety and public health. 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. 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.

It should be noted that a previous version of this amendment (i.e. amendment 151) was also adopted by the Parliament, seemingly by mistake. The main difference is that it foresees the adoption of a decision by the Commission on the basis of the MDCG opinion, which makes the outcome of the assessment procedure more certain.

· Other issues: counselling and informed consent in the field of genetics (in particular, amendment 271)

The Parliament proposes that an in vitro diagnostic medical device (IVD) may only be used for the purpose of a genetic test if the indication is given by a person admitted to the medical profession, including a personal consultation and appropriate information, and if the subject of the testing has given free and informed consent. It includes specific provisions regarding genetic counselling in the case of predictive and prenatal testing, as well as where a genetic condition has been diagnosed. It limits the use of devices for the determination of sex in prenatal diagnosis. The Commission could agree with the introduction of the proposed provisions relating to the use of in vitro diagnostic medical devices for genetic testing, such as the information to be provided to the person concerned before using a device for the purpose of a genetic test and the provisions related to informed consent, subject to possible rewording.
· Other issues: prescription requirement (in particular, amendment 268)

The Parliament proposes that certain IVDs may only be supplied on a medical prescription (i.e. class D devices, class C devices for genetic testing, class C companion diagnostics). Direct-to-consumer advertising of devices classed as prescription would be prohibited. By derogation, to ensure a high level of public health protection, Member States may maintain or introduce national provisions allowing some class D tests to be available without a medical prescription. The Commission would be empowered to adopt delegated acts to decide that other class C tests may only be supplied on a medical prescription after consultation with stakeholders. The Commission could agree on the Parliament proposal to introduce provisions on prescription with regard to genetic tests. However, issues relating to advertising of devices and rules on prescription with regard to class D devices and companion diagnostics should be left to subsidiarity.

· Other issues: deletion of consultation of pharmaceutical authority for companion diagnostics (in particular, amendment 243)

The Parliament proposed the deletion of the obligation for the Notified Body to consult a pharmaceutical authority as part of the conformity assessment on companion diagnostics. These provisions are important as they were introduced to ensure that companion diagnostics under conformity assessment procedure are checked by pharmaceutical authorities to ensure that they are suitable for the medicinal products they are intended to be used with. In the light of this, the Parliament proposal cannot be accepted and the provisions should be maintained.

· Other issues: notified bodies (in particular, amendment 147)

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 in vitro diagnostic medical devices. 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: vigilance (in particular, amendment 180)
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 185)
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, amendment 167)

The Parliament's amendments introduce new provisions aiming at reinforcing the role of ethics committees in conducting clinical performance studies. 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, amendment 253)

The Parliament amendments aim at further protecting minors and incapacitated subjects participating in clinical performance studies, 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: transitional period (in particular, amendment 202)

The Parliament proposes the application of the IVD Regulation three years after entry into force, instead of five years, as foreseen in the Commission proposal. Three years cannot be accepted by the Commission as sufficient time to allow operators to adapt to the important changes that are introduced. Also, coherence should be kept between the other deadlines proposed for specific aspects of the proposal.

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.

