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	TEAM-NB position on key areas of debate on MDD and IVDD



TEAM-NB has closely followed the development of the review of the commission proposal on new regulations on medical devices and in vitro diagnostics both in Parliament as well as in Council Workgroup debates.

We are pleased to see a number of our key concerns resonated in detail, such as the qualification requirements for competent authority inspectors supervising notified body work, the need for fast borderline and delineation decisions, streamlining of relevant data from Eudamed to Notified bodies, as well as increased transparency with respect to suspension and de-designation. 

We appreciate the efforts of Parliament to include parts of our association’s Code of Conduct towards the qualification for auditors, for (intermediate risk technical file) product reviewers, for (design dossier) technical expert and for certification decision makers in rephrased form, as well as some of the details on audit requirements. 

At the same time, a number of TEAM-NB’s concerns remain at this stage as listed on the next pages.

1 – INVOLVEMENT EMA IN DESIGNATION PROCESS IS NOT NEEDED ON TOP OF EFFECTIVE JOINT AUDITS UNDER CONTROL OF COMMISSION

The involvement of EMA in an unclear selection process of designating so-called ‘special notified bodies’ gives great concern among our members. Involving EMA does not bring any additional safety insurances, as they do not have the needed expertise. The new Commission implementing regulation EU 920/2013 on the designation and the supervision of notified bodies under AIMD and MDD as published on 25 September 2013 provides a better solution to address the difference in quality between Notified Bodies and will already apply from 2014 onwards. 

The ‘joint audits’ performed in 2013 in a voluntary and later as of Sep 2013 also mandatory phase mirror this new system deliver very serious in-depth critical assessments.  They have effectively resulted in de-designations, reductions in scope and further suspensions, and triggered essential improvement processes in notified bodies. Also some voluntary withdrawals are related to the increased supervision. This mechanism will drive essential improvement processes within notified bodies.  TEAM-NB supports this strong increase in supervision as we see that it greatly enhances the performance of notified bodies. It is clear and transparent, and it shows that the competent authorities are able to increase their level of control in a concerted manner.

The establishment of so-called “Special Notified Bodies“ stands in contradiction to the basic principles of the New Legislation Framework (NLF) (consisting of Regulation (EC) 765/2008 and Decision 768/2008/EC) as a new centralized notification system would be introduced. If one sector ‘goes it alone’, there will be inconsistencies regarding standardised placing on the market of products within the European internal market. Both national and European notification would lead to duplicated structures, higher costs and additional bureaucracy. Notified bodies must always be “100% competent”, no matter for what product. A “two-class system” for notified bodies would lead to further uncertainty on the part of consumers.  The EMA has neither the necessary competence nor the necessary experience.

Therefore, remain with the actual system and improve it.

2- REPROCESSING INNOVATIVE SINGLE USE DEVICES

Of greatest concern to patient safety remains the risk of re-using devices unless manufacturer can prove they cannot be reprocessed. This is in direct conflict with key established risk management principles currently applied in the sector. A list of "devices/types of devices" that are unsuitable for reprocessing will be hard to maintain and keep up to date, because of the relatively fast development of new devices and technology, line extensions, device and technology changes. As a consequence such a list will be misleading, or confusing at minimum, as it assumes that all devices in the field and not listed will be suitable for reprocessing and will therefore be extremely dangerous to the healthcare field.  Furthermore, lists in regulations do not work, as List A and B in the current IVDD show clearly.

As it has been proven the last 20 years that the EN or ISO standards development will at least take a minimum of 4 years to be developed and published, any device that is intended to be reprocessed, might after its CE approval not be available in the market for another 4 years, since the reprocessing EU standards are not available for that specific device. If the reprocessing methodology is part of the technical file for review and approval by qualified notified bodies, it will avoid unnecessary delay in patient access to these devices.

It is unsound scientifically to use the difficulty in demonstrating reprocessing cannot be done to justify the acceptance of the risk of cross infection between patients. In reviewing reprocessing of medical devices, one will find several publications showing pros and cons of this process and the effect on health care system. 

3 – REVISED REQUIREMENTS FOR CLINICAL STUDIES  AND THEIR EVALUATION

TEAM-NB suggests to define ‘performance’ as the ability of a medical device to achieve its intended purpose as claimed by the manufacturer and "safety" as freedom from unacceptable risk. This would be in line with MEDDEV 2.7.1 GUIDELINES ON MEDICAL DEVICES - CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES’, ‘IEC 60601-1, Amendment 1, Medical electrical equipment - Part 1, and ‘ISO 14971, Medical devices - Application of risk. Introducing the concept of efficacy in comparative trial should be done carefully, e.g. restricting to innovative high and intermediate risk devices, where clear definitions on “efficacy” and on “innovative” will be essential for harmonised implementation.

TEAM-NB further believes that the involvement of ACMD in the conformity assessment procedure will not be an improvement.  The additional double assessment of high risk products, that are already assessed by qualified special notified bodies with sufficient expertise that are designated and monitored by the same member states, will not improve patient safety and even worse will delay time to market of new life saving technologies. The experience of additional clinicians might be better utilised in supervision of notified bodies, as currently is done by some member states that will take several clinicians along in their supervisory audits on notified bodies to inspect a number of design dossiers that form the basis of CE certificates that these notified bodies have issued as part of the supervisory audit. 

Also the specified fields of clinical practice seem unrealistic. For example the orthopaedic surgeons of the AAOS (American Academy of Orthopaedic Surgeons) divide themselves up into 18 specialities: Similar specifications are there for cardiology, oncology, neurology, etc. If Notified Bodies have the detailed competence the regulation is looking for, then they understand the clinical specialisms to make decisions on who might qualify as a clinician to review a specific device. The increased scrutiny of Notified Bodies will check that appropriate expertise is used in conformity assessment.

A further expert body in the form of the ACMD is not necessary, as experts already exist in the MDCG who can call in further experts as required. An additional expert body would only give rise to duplicated structures and therefore unnecessary bureaucratic cost and effort, unnecessary interfaces, and, in particular for the European Commission, higher costs. On the other hand, no added benefit or value would result. Therefore it would be preferable to remain with the Commission Proposal (Scrutiny procedure) and to improve it. 

Also on assessing the post market clinical follow up plans, it is proposed that a 3rd party needs to get involved in evaluating the PMS plans for products. 

Who are the ‘third parties’ and the ‘independent bodies’ in Annex XIII – Part B – paragraphs 3 and 4 (the notified bodies)? What would be the requirements for these ‘third parties’ and ‘independent bodies’ as regards quality?  

If Notified Bodies are well equipped as is intended to be the result of the regulatory improvements, they should be able to review this on appropriateness.

We would rather see a system where the work of Notified Bodies is sufficiently scrutinized as part of the monitoring process of notified body combined with focussed market surveillance in such a way that groups of products will be reviewed at a certain time, looking back at the notified bodies’ reviews, at vigilance cases as well as using other market surveillance activities to learn from the joint evaluation and write guidance and more detailed expectations towards safety and performance based on the broad assessment by joint stakeholders.

An additional concern lies with the suggestion of Parliament to make information on all clinical reviewers publicly available. “Notified bodies may hire external experts on an “ad hoc and temporary” basis provided they make publicly available the list of these experts, as well as their declarations of interest and the specific tasks for which they are responsible.” Many experts will not make themselves available to serve notified bodies in questions related to specific technical or new developmental issues when names have to be made fully public, because they are afraid they will be either overflown with requests for assessments from all other notified bodies, or the public might make incorrect assumptions based on this list (for example, if a marketed device gets recalled for technical reasons, they might incorrectly blame the expert). This would lead to a lack of sufficient high level expertise to the reviewing side of the CE approval process in EU. 

The undefined legal concepts ‘ad hoc’ and ‘temporary’ do not guarantee standardized handling of the requirements in practice. It is rather the case that legal uncertainties will arise for the competent authorities and the notified bodies and different interpretations will mean the threat of legal fragmentation. 

We suggest to not add any words on the topic of transparency towards the staff and external (clinical) resources of notified bodies, but rather see that the details and lessons learned from the voluntary and mandatory phases of the joint audit program are fully integrated into the new text in order to achieve the goal of high level and high quality conformity assessments by all notified bodies. 
4 – RESTRICTION OF SOME HAZARDOUS SUBSTANCES

TEAM-NB believe there are inconsistencies in classifying as class III all products composed of substances or combinations of substances that are intended to be ingested, inhaled or administered rectally or vaginally and that are absorbed by or dispersed in the human body from the regulation of medical devices.  

This would exclude for example IVF Media for embryo storage, which is administered vaginally and is dispersed by the body.  This contradicts the proposal in the MDR to classify such products as class IIb.

Other products that fall under the definition of a medical device with a medical purpose include those that act physically, like obesity pills that expand in the stomach and leave the body unaltered, and a raft of material that sits on top of stomach fluids for some time to prevent stomach acids rise up into the oesophagus.  Post market surveillance for these products demonstrates good safety and efficacy. The Commission proposal states “Devices that are 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 shall comply, by analogy, with the relevant requirements laid down in Annex I to Directive 2001/83/EC”.  This requires that these devices involve consultations with drug agencies and ensures that inputs and recommendations from the drug agencies are included in the Notified Body product certification decisions; a burden sometimes useful, but in other cases too much for some products.

In addition we believe the scope “Products composed of substances or combinations of substances that are intended to be ingested, inhaled or administered rectally or vaginally and that are absorbed by or dispersed in the human body” could include products administered via the eye, ear or nose that act physically.  Although we believe it would be a mistake to exclude the products included in the MDR definition, it seems inconsistent to leave out these other body orifices from the definition.
5 – CONCERNS ON FEES

The amendments of the Parliament regarding standard fees for notified bodies are trying to achieve that the competition between the notified bodies should not be at the expense of the depth of the conformity assessment. This objective cannot be achieved through uniform fees for conformity assessment activities in Europe. Especially as there doesn’t exist a consistent wage level in Europe (and in the single member states), standard fees would result in distortions of competition. 

Secondly, the only way to ensure that standard fees would be sufficient to cover the expenses the notified bodies make for the most difficult and complex assessments, the fees of those assessments will have to be leading to ensure all products might be reviewed by the fees allowed. That would result in extraordinary price increases for many conformity assessment routes.

In our opinion, the fees should be left to the notified bodies to determine in a free market environment. Yet the quality of the work would need to be harmonized in a much stricter way, as well as the consistency of conformity assessment routes across the board. If quality and equality of conformity assessment is guaranteed among all notified bodies, then there can be free competition, whether that is based on price, location, customer-friendliness or any other aspect.
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