Follow up to the European Parliament Resolution on defective silicone gel breast implants made by French company PIP, adopted by the Commission on 26 September 2012
1.
Political groups which tabled the Resolution pursuant to Rule 115(5) and 110(2) of the European Parliament's Rules of procedure: EPP, S&D, ALDE, Greens/EFA, ECR, GUE/NGL, EFD

2.
EP reference number: B7-0302/2012 / P7_TA(2012)0262
3.
Date of adoption of the Resolution: 14 June 2012

4.
Subject: Silicone gel breast implants made by French company PIP 

5.
Brief analysis/assessment of the Resolution and requests made in it:

The Resolution follows the PIP breast implants scandal. It calls for a reinforcement of the medical device legal framework (e.g. market surveillance, vigilance, designation, functioning and monitoring of notified bodies, inspections, traceability of medical devices and transparency) and for a shift to a system of pre-market authorisation for certain categories of medical devices.

6.
Responses to requests and overview of action taken, or intended to be taken, by the Commission:

· 'Calls on the Commission to develop an appropriate legal framework to guarantee the safety of breast implants and of medical technology in general' (paragraph 5)

The Commission intends to adopt proposals to substantially revise the medical device legislation in autumn 2012.

· 'Calls on the Commission and the Member States to strengthen their cooperation within the existing legal framework (…)' (paragraph 3) & 'Calls for the introduction and implementation of essential and immediate specific measures on the basis of the current legislation on medical devices (…)' (paragraph 6)

The Commission wrote in February 2012 to all Health Ministers detailing a list of actions to be taken within the existing legislation. They aim at:

· Improving the functioning of Notified Bodies

An implementing measure will be proposed by the Commission to ensure a consistent application of the criteria to be met for the designation of Notified Bodies by the Member States (expected timing: October 2012);

A check list of the items to be verified by the Notified Bodies during an audit will be developed as a part of a Commission Recommendation (expected timing: end of 2012);

Member States have been asked to revisit their list of designated Notified Bodies and to provide the Commission with an updated list of the Notified Bodies designated for Class III devices (expected timing: September 2012);

Notified Bodies responsible for Class III devices will be audited by a team involving national and Commission staff (expected timing: as from 2013);

Member States have been asked to require their designated Notified Bodies to perform unannounced audits of the manufacturers to which they have delivered certificates. The frequency of these unannounced audits will be defined by the Commission in a Commission Recommendation, based on the risk of the devices (expected timing: end of 2012);

Member States have been requested to ask their designated Notified Bodies to report back to their authority on the frequency and results of these unannounced audits (expected timing: end of 2012);

Member States have been asked to ensure that the communication of vigilance reports to the Notified Bodies is part of the contractual arrangement between the manufacturers and their Notified Bodies (discussion started in April 2012);

Possibility will be given to Notified Bodies to have access to vigilance reports contained in the EU database on medical devices (Eudamed), subject to confidentiality principles (discussions ongoing).

· Improving the market surveillance

Member States have been asked to reinforce their market surveillance in accordance with Directive 93/42/EEC and Regulation (EC) No 765/2008, in particular:

· to perform appropriate checks on the characteristics of products on an adequate scale, by means of documentary checks and, where appropriate, physical and laboratory checks on the basis of adequate samples;

· Where necessary and justified, market surveillance authorities have been requested to enter the premises of economic operators and take the necessary samples of products;

· to report back to the Commission on how they fulfil their information and organisation obligations laid down in Articles 17 and 18 of Regulation (EC) No 765/2008 (questionnaire sent to Member States in June 2012; answers expected by September 2012);
· to provide information on the powers, resources and knowledge they make available for their market surveillance activities (questionnaire sent to Member States in June 2012; answers expected by September 2012).

· Better coordination

Coordinated analysis will take place when an increased frequency of vigilance reports is identified by a Competent Authority and/or by the Commission for a certain device or a certain type of device (already in place);

Coordinated inspection on the market and in the premises of manufacturers / importers of such devices established on the European territory by the concerned Competent Authorities will be organized, when appropriate, followed by the adoption of the necessary corrective actions (ongoing);

Increased coordination, in particular in the field of audits and market surveillance, in the framework of the confidentiality arrangements signed with international partners (ongoing).

· Increased communication and transparency

The Commission will adopt a Recommendation providing general guidance to Member States regarding the establishment of a unique device identification system (expected timing: December 2012);

The Commission will engage a dialogue with healthcare professionals and Member States about implantation registers (ongoing);

Member States have been asked to request healthcare professionals and encourage patients to report adverse incidents involving medical devices to their Competent Authority (ongoing).

· 'Calls on the Commission to shift to a system of pre-market authorisation for certain categories of medical devices (…)' (paragraph 7)

The Commission will take a detailed position in the context of the upcoming revision in autumn 2012. However, it would like to point out that a system of pre-market authorisation would not have prevented the PIP breast implant scandal, nor would it have contributed to faster detecting the fraud or bringing it to an end. Instead, it could lead to staff which is needed for stricter market control to focus on the assessment of new product files, and could delay patients' access to innovative devices. An alternative possibility to strengthen the role of competent authorities in the conformity assessment procedure could be a 'scrutiny mechanism'. Under this mechanism, notified bodies would have to notify new applications for high risk devices and, if necessary, for other devices to the Commission and an expert committee composed of Member States experts. The expert committee could raise specific concerns and questions early in the process and request the notified body to submit a preliminary assessment of the device and any other information deemed necessary by the committee, e.g. samples, before the certificate is issued and the device is placed on the market. This mechanism would allow competent authorities to focus on those class III devices and, if necessary, on other devices where particular attention is justified. It would also allow Member States to be informed of innovative devices before they come on the market.

· 'Calls for the introduction of an implant recipient's passport (…)' (paragraph 8)

The upcoming revision could foresee that the manufacturer of implantable devices provide together with the device an implant card which shall be made available to the patient who has been implanted with the device. This card would contain information on the identification of the device, warnings, precautions or measures to be taken by the patient or a healthcare professional, information about the expected life cycle of the device and any indicated follow-up (e.g. regular check-up).

· 'Urgently recommends that details of breast implant operations be recorded in the EU in the form of a compulsory National Breast Implant Register in each Member State (…)' (paragraph 13)

The upcoming revision could foresee to encourage the establishment of registers to gather post-market experience related to the use of specific types of devices.

· 'Urgently recommends a revision of the Medical Devices Directive aiming at introducing a capacity to detect and minimise the risk of fraud, focusing in particular on provisions regarding market surveillance, vigilance, and the functioning and tasks of notified bodies, so as to avoid a repetition of the PIP case' (paragraph 14)

The improvement of vigilance, of market surveillance, of the designation and functioning of notified bodies are part of above-detailed list of immediate measures to be taken within the existing legislation. These will be considerably reinforced in the upcoming revision of the medical device legislation.

· 'Calls on the Commission to consider the possibility of establishing an efficient tracking system for medical devices (…)' (paragraph 15)

The upcoming revision could foresee to introduce a unique device identification system (starting with class III devices) that will greatly improve the traceability of medical devices.

· 'Calls on the Commission to consider the following aspects in the upcoming revision of the legislation on medical devices: the need for a marketing authorisation request for dangerous medical devices which complies with, or is similar to, the requirements for medicinal products; use of mandatory unannounced inspections; the need for increased traceability of implanted medical devices; the need for increased coordination between Member States when it comes to reporting on, and warning about, serious side effects or damage caused by medical devices; enhanced control of notified bodies; and additional sample testing of products already on the market' (paragraph 16)

Except for the pre-market authorisation related aspects, all elements the European Parliament calls for will be addressed in the upcoming revision of the medical device legislation. The position of notified bodies vis-à-vis manufacturers will be significantly strengthened, including their right and duty to carry out unannounced factory inspections and conduct physical or laboratory tests on devices. The proposals should reinforce the rights and obligations of the national competent authorities to ensure effective coordination of their market surveillance activities. The proposals could foresee also to introduce an EU portal where manufacturers must report serious incidents or corrective actions they have undertaken to reduce the risk of reoccurrence. The information would be automatically forwarded to the national authorities concerned. Where the same or similar incidents have occurred, or where a corrective action has to be undertaken in more than one Member State, it could be foreseen that a national authority takes the lead in coordinating the analysis of the case. Emphasis would be made on work- and expertise-sharing to avoid inefficient duplication of procedures. In the context of the market surveillance activities it could be foreseen that the competent authorities perform appropriate checks of the characteristics and performance of devices on an appropriate scale, by means of documentary checks and, where appropriate, physical or laboratory checks on the basis of adequate samples.

· 'Calls on the Commission also to consider, in the upcoming revision of the legislation on medical devices, the need for adequate human testing during clinical trials, particularly of implantable medical devices, before they are put on the market' (paragraph 17)

It is indeed foreseen that the upcoming revision of the medical device legislation will further detail the requirements in terms of clinical data needed to demonstrate the safety and performance of medical devices.

· 'Considers that this fraud provides further evidence of the need for a system of collective redress designed to help consumers and patients to obtain compensation, as stressed by its Resolution of 2 February 2012' (paragraph 20)

On the basis of the outcome of the public consultation launched in 2011 and following the European Parliament Resolution of 2 February 2012, the Commission will consider a follow-up initiative on an EU framework for collective redress
.

· 'Calls on the Commission to require adequate toxicological assessments of all medical devices, and to propose that the use of substances that are carcinogenic, mutagenic or toxic for reproduction (category 1A or 1B) be phased out, unless no substitutes are available' (paragraph 22)

It is foreseen that the upcoming revision requires that special attention is given to substances which are carcinogenic, mutagenic or toxic to reproduction (CMR), in accordance with Part 3 of Annex VI to Regulation (EC) No 1272/2008.
------------
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