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Medical devices (MD) are essential for the delivery of high quality healthcare to patients. Their procurement and management in the European hospital setting is often carried out under the authority of hospital pharmacists. To ensure that medical devices are secure for patients, the European regulatory regime for their assessment, use and vigilance was revised. This revision leads to the adoption of the two Medical Device Regulations in spring 2017(MDR). 
The European Association of Hospital Pharmacists (EAHP), as an impacted stakeholder, welcomed the new Medical Device Regulations about MD[footnoteRef:1]. [1: 745 ] 

 
In the strengths of this new regulation, the EAHP welcomes:
1. Renforcement of supervision third-party bodies, so-called notified bodies,
2. Renforcement of clinical evaluation,
3. Better market suveillance and vigilance system,
4. Creation of data base EUDAMED, 
5. Establishment of a Unique Device Identification system (UDI),
6. Traceability of MD, prioritized to Class III IMDs, up to the information to be given to the patient through an implant card.


1. Renforcement of supervision of notified bodies
A separate chapter is devoted (chapter IV), divided into sixteen articles (35 to 50) and supplemented by an annex (VII) which determine the requirements to be met by notified bodies. Annual monitoring is performed by authorities, and a peer review, every third year is planned. Basic requirements are skills and qualification of the expertise, independence, impartiality, confidentiality and quality management system. 
The designation and monitoring of notified bodies by the Member States are strengthened and be subject to controls at Union level. So clearance procedures are harmonized and designation by authorities responsible will be published. 
· EAHP welcomes this strengthening and hopes the most harmonized market access, regardless of the notified body.

2. Renforcement of clinical evaluation
The approach already undertaken with the Directive 2007/47 is strengthened on the one hand by what is meant by clinical evaluation and specifically how to conduct a clinical investigation, on the other hand through the establishment of an enhanced procedure.
	This enhanced procedure is applied for Class III and some Class IIb devices. So, the clinical evaluation assessment report of the notified body is submitted to the scientific opinion of panel experts, designed by The Commission with Medical Device Coordination Group (MDCG).
	Furthermore, MDCG, with panel experts, provide device standards and/or specific guidelines on clinical investigation of certain devices in particular implantable devices and Class III devices.
EAHP welcomes this strengthening and hopes that clinical evaluation guidelines for certain products will be made available quickly, particularly for frontier products and medicines-containing devices.

3. Better market surveillance and vigilance system
	Manufacturer is under an obligation to set up a planned post market follow up whatever class of its medical device. It shall be accessible at any times for control purposes. For Class IIa, IIb and Class III MD, manufacturer prepare a periodic safety update report (PSUR) resulting of post market surveillance.
	The vigilance system is the responsibility of the manufacturer: reporting requirements are defined, deadlines depending on the severity of the incident, and established imputability. 
· However, EAHP wants the provision for reporting by healthcare professionals, users and patients suspected serious incidents to be implemented in all member states. In the hospital context this could be supported by giving specific healthcare professionals vigilance responsibilities. 
· In many, but not all, countries in Europe, this area of responsibility might normally fit within the hospital pharmacy. EAHP would like to see these provisions extended to all Member States.

4. Creation of EUDAMED database 
The objectives of this database are described in Article 33 of MDR. Eudamed must enable the sharing of information for both economic operators and the public. It is planned to integrate seven modules: Registration MD, UDI data-base, Registration of economic operators, Registration NB of and certificates data, Vigilance and Post Market data, Market surveillance data, Clinical investigation data. Modalities of access remain to be specified.
· EAHP welcomes this approach and hopes that it will be implemented as quickly as possible and wants access to technical, clinical and vigilance data for hospital pharmacists. So all hospitals must use the EUDAMED database as the reference database.
Furthermore, the new regulation provides (Article 32) a summary of safety and clinical performances for some MD, implantable and Class III.
· EAHP would like this provision to be expanded to Class IIA and IIb MD.
Finally, the operation of database EUDAMED must be based on an international nomenclature. 
· EAHP would like this nomenclature should be used to harmonize information collections.

5. Establishment of a Unique Device Identification system (UDI)
Specified in article 27, the primary objective of UDI system are patient safety enhancement and patient care optimisation. It pursues these objectives by:
· improving incident reporting;
· facilitating efficient recalls and other field safety corrective actions;
· facilitating efficient post-market actions by national competent authorities;
· enabling queries in numerous data systems;
· reducing the likelihood of medical errors linked to misuse of the device.
It’s specified that Health institutions shall indeed be required to register and keep the UDI of Class III devices which they have supplied or with which they have been supplied. And so the Commission encourages them to do likewise for devices belonging to other classes, or may even demand it. 
· EAHP welcomes this system but wants its application in hospitals to be effective and all the hospitals should integrate the UDI system as the entry key to their information systems whenever possible.
· EAHP recommends that in hospital, traceability data must be based on the UDI system, excluding any other identification system. 
6. Traceability of MD. 
Hospitals must play a role in traceability of medical devices. 
Indeed MDR specified (article 18) that Manufacturer shall provide information of which on an implant card delivered with the device , but MDR also require hospitals to provide information device : article 18§2 they must make « the information to any patients who have been implanted with the device, together with the implant card, which shall bear their identity ».
And also in the article 27 §9, the hospitals « shall store and keep preferably by electronic means the UDI of the devices which they have supplied or with which they have been supplied, if those devices belong to Class III implantable devices ». In some countries in Europe, this area of responsibility might normally fit within the hospital pharmacy.
· EAHP point out that pharmacy should be involved in the selection, procurement and evaluation of medical devices in the hospital sector with other healthcare professionals. 
· [bookmark: _GoBack]EAHP wishes that, in the area of traceability, the pharmacy must be involved, in collaboration with the other actors, in the product circuit to guarantee the quality and security of the information delivered to the patient.
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