
Firstly, apologies that this edition of
the newsletter has been published

a little later than usual. We decided
to defer its publication a little because
of emerging European developments.
Further editions of the newsletter will
be published during September and
December 2012.
This edition overviews the new Eu-

ropean Regulation on Electronic Instruc-
tions For Use of Medical Devices. The
European Commission, working with
the European regulatory authorities,
has overseen the revision of many
medical device MEDDEV guidance
documents in recent months. These
updated guidance documents are iden-
tified for our readers and include revi-
sions to vigilance, post-market clinical
follow-up and classification MEDDEV
guidance documents. In addition, a
number of new MEDDEV guidance
documents have been introduced, in-

cluding one on Authorised Represen-
tatives and one on Variant Creutzfeldt-
Jakob Disease Assays (vCJD).
The first six months of 2012 has

been a busy and dynamic period for
the European medical device regula-
tory system, both in respect of the
anticipated major revision of the
medical devices legislation and also
as a result of significant, high profile
issues relating to medical devices,
such as with breast implants manu-
factured by the PIP company in
France. These issues resulted in the
publication of a Joint Plan for Imme-
diate Actions by the European Com-
missioner with responsibility for
Health, Mr. John Dalli. An overview
of Commissioner Dalli’s Joint Plan is
presented.
Comments and feedback on the

newsletter are also welcome and may
be directed to medicaldevices@imb.ie.
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Letter from the Editor
Welcome to the first edition of the IMB
medical devices newsletter for 2012.
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In February 2012, the European
Health and Consumer Policy

Commissioner John Dalli out-
lined proposals for a Joint Plan
for immediate measures for Mem-
ber States, Notified Bodies and
the European Commission to
strengthen the existing regula-
tory framework for medical de-
vices. The joint plan was outlined
in a letter written to the Minister
for Health in each European
country, asking for their full co-
operation in beginning this work
without delay. This Commission
initiative comes following the is-
sues identified relating to breast
implants manufactured by the Poly
Implant Prothèse (PIP) Company in
France. The Commissioner, identify-
ing that the ongoing legislative revi-
sion would take several years to put in
place, calls on Member States and the
Commission to act together to tighten
controls, in order to restore patient
confidence in the legal framework.

At the public announcement of
the plan, Commissioner Dalli said
“Patients’ health is the priority in this situ-
ation. I have proposed to the Health
Ministers a set of the most urgent and
important actions which should be imple-
mented under the current legislative frame-
work in the course of this year. At the same
time we are taking on board the lessons
learned from the PIP case in the upcoming
revision of the Medical Devices legislation
to be tabled before the summer. In partic-
ular, we will strengthen the legislation in
relation to market surveillance, vigilance
and functioning of notified bodies.”

The plan identifies four broad areas:
1. Functioning on notified bodies

• Member states are required to
verify the designations of notified
bodies to ensure that they are
designated only for the assess-
ment of medical devices and
technologies that correspond to

their proven expertise and
competence.

• Member States and the Commis-
sion are to ensure that all notified
bodies when conducting their
assessment activitiesmake full use
of their powers given to them
under the current legislation
which includes the powers to
conduct unannounced inspec-
tions.

• Member State authorities will
engage in a programme of joint
assessments for future designa-
tion and oversight of notified
bodies.

• Increased exchange of informa-
tion with notified bodies on
information arising from the
medical devices vigilance system

2. Market surveillance

• Member States are called upon to
reinforce their market surveil-
lance activities formedical devices
with an increased need to
perform inspections and checks
on specific types of medical
devices.

3. Coordination – the plan calls for:

• Increased coordination in the
analysis of vigilance reports
between authorities.

• Increased coordination on
market surveillance and
inspection activities between
authorities.

4. Communication & trans-
parency

• Increase traceability of
medical devices.

• Further input from
healthcare professionals in
relation to vigilance/safety
reporting and implant
registers and from users in
relation to reporting of
vigilance/safety issues.

The Commission has indicated that
they will, in parallel to implemen-
tation of this plan, continue with the
preparation of the revision of the
medical devices legislation and will
take account of the results of a ‘stress
test’ that was conducted to test the
draft proposals for the new legislation
against the PIP case. Since February, a
series of meetings have been held
between the Commission and
Member States to discuss the
implementation of the joint plan.

Commissioner Dalli’s Joint Plan

Commissioner Dalli's Joint Plan to strengthen control of medical devices in order to

increase the protection of patients
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The vigilance system enables a
process of evaluating significant

medical device incidents and ensures
safety related information is circulated
to device users and patients in a timely
manner.
The vigilance system achieves its ob-

jectives in several ways:

• through manufacturers and users
submitting vigilance reports to the
relevant competent authorities (the
IMB in Ireland);

• through the evaluation of reported
incidents by the competent author-
ities;

• through the dissemination of infor-
mation, which may be used to pre-
vent recurrence of the incident, or
to alleviate the consequences of
such incidents, in cases when it’s
necessary to do so;

• by the device being updated, modi-
fied or taken off the market in cases
when it’s necessary to do so.

There is a mandatory requirement for
manufacturers to report vigilance
issues in line with the European
Guidelines on a medical devices
vigilance system (MEDDEV 2.12-1)
available at the following link
http://ec.europa.eu/health/medical-
devices/documents/guidelines/index_
en.htm.

In relation to user reporting, the
IMB currently operates a vvoolluunnttaarryy
system whereby a user, healthcare
professional or any other person who
identifies a medical device safety issue
can report it to the IMB. 

The IMB strongly encourages health
care professionals and members of the
public who have encountered a safety
issue with a medical device that they
have used to report the issue to us. In
this way, we can ensure that it is
followed up by the manufacturer and
if an issue with the device is identified
then further action is taken by the
manufacturer, if required. Increased
levels of reporting from healthcare

professionals and other device users
may help in the early detection of
adverse trends or safety issues.

When the IMB receives reports of
safety issues from users or the public,
we are obliged by the medical devices
directives to ensure that the
manufacturer of the device concerned,
or his authorised representative, is also
informed of the report. The source of
the report will not be disclosed without
prior permission.  

The IMB’s role is to ensure that
devices perform safely and afford
clinical benefit to patients. The IMB
ensures that the manufacturer of the
medical device assesses a reported
safety issue, as appropriate, and takes
any corrective measures to prevent
recurrence, if deemed necessary. The
IMB monitors the progress of the
manufacturer’s investigation to ensure
that medical devices can continue to
be used safely without posing
unnecessary risk to patient or user
health.  It is extremely useful for us to

get additional information relating to
device safety concerns or issues from
the user.  This ensures that we address
concerns or safety issues regarding the
device with the manufacturer and can
facilitate full investigation of the
device in question.  

Reports relating to safety issues or
concerns about medical devices can be
made by healthcare professionals or
by members of the public by
completing a ‘Medical Device Incident
User Report form’ or by submitting a
report through the IMB’s online
reporting system, both of which are
available on the IMB website
www.imb.ie.

Users may also report medical
devices safety issues to the IMB by post
(Medical Devices section, Human
Products Monitoring Department,
Irish Medicines Board, Kevin O’Malley
House, Earlsfort Centre, Earlsfort
Terrace, Dublin 2), by email
(vigilance@imb.ie) or by telephone (01
6764971).

User Reporting of medical device incidents 

The medical device vigilance system was set up under the medical device directives to minimise risks to

the safety of patients, users and others.  

The Joint Plan for Immediate Actions
(covered in this edition) has called on

the European Commission to issue a
recommendation on UDI later this year. It
is likely that this will accelerate the need
for national implementation in Ireland of
UDI in healthcare settings. Specific guid-
ance on UDI was published at the end of
2011 by the international medical device
regulatory network, the Global Harmon-
isation Task Force (www.ghtf.org). It is
anticipated that this guidance will form the
basis for the European Commission’s
recommendation. 

Individual healthcare institutions and
systems should now consider the impli-
cations and the practicalities of imple-
mentation of UDI at national level. The

National implementation of Unique Device Identification 

IMB are happy to discuss and provide
further information on the European/inter-
national regulatory discussions on UDI if
required. A more detailed article to outline
UDI will be contained in the next edition
of the IMB medical device newsletter.
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Aregulatory update meeting
and networking event was

co-hosted by the IMB and The
Organisation for Professionals
in Regulatory Affairs (TOPRA)
at the offices of the IMB on the
evening of Wednesday 7th
March 2012. The event saw
the launch of the TOPRA an-
nual symposium which is
being organised in conjunc-
tion with IMB this year and is
due to take place in Dublin in
October 2012. The event also
provided an excellent oppor-
tunity to network with col-
leagues from the health
product regulatory environment in
Ireland. 

Over 80 delegates attended the
event, representing pharmaceutical
and medical device manufacturers,
regulators, industry bodies and
research organisations. The
networking event included an update
by the IMB on activities in the areas
of both human and veterinary
medicines and medical devices.

TOPRA attendees spoke about its
specific activities, the focus of TOPRA
in Ireland and about the benefits of
TOPRA membership. The ‘TOPRA
Symposium 2012’ will be held in
University College Dublin from the
1-3rd October 2012.  The main
symposium, which focuses on
human medicines and medical
devices, will commence at 1:00 pm
on Monday the 1st, as will parallel

symposia on medical device
regulatory affairs and
veterinary medicines regu-
latory affairs.  There will also
be a Small and Medium-sized
Enterprises day, covering the
pharmaceutical, medical
device and veterinary sectors,
which is being organised in
conjunction with Enterprise
Ireland.  In addition, there
will be an exhibition area and
a symposium networking
dinner on Tuesday 2nd
October.   

While the agenda for the
medical devices sessions is
not yet finalised, it is

envisaged that the agenda will
encompass issues which are topical in
medical devices regulatory affairs,
including the expected revision of
the regulatory framework for medical
devices.  Updates will also be
provided on IMB activities.  Further
information on ‘TOPRA Symposium
2012’ is available on TOPRA’s website
(http://www.topra.org/sym2012).

Launch of TOPRA Symposium 2012

Pictured is Pat O’Mahony, Chief Executive, Irish Medicines
Board (IMB) and Craig McCarthy, Chair of the 2012 Sympo-
sium Working Party, TOPRA at the launch of the ‘Annual
Symposium 2012’.

Pictured is Ann O’Connor, Director of Human Products Authorisation
and Registration, Irish Medicines Board (IMB), addressing delegates at
the launch of TOPRA’s ‘Annual Symposium 2012’.
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In March 2012, the European Com-
mission published Commission Regu-

lation (EU) No 207/2012 on electronic
Instructions For Use (eIFU) of medical
devices was published. This is com-
monly referred to as the e-labeling Reg-
ulation. The Regulation will apply from
1st March 2013, after which time med-
ical device manufacturers can choose
to provide IFUs by electronic means for
certain general and active implantable
medical devices.

DDeevviicceess  PPeerrmmiitttteedd  ttoo  hhaavvee  aann  eeIIFFUU
The Regulation establishes the
conditions under which IFUs for
certain categories of medical devices
may be provided in electronic format,
instead of a paper IFU as is currently
required by the legislation governing
general medical devices and active
implantable medical devices.  The
Regulation covers electronic IFUs
which are: (1) displayed in electronic
form by the device, (2) contained in

portable electronic storage media
supplied by the manufacturer with the
device, and (3) IFUs provided through
a website.

Article 3 of the Regulation outlines
the types of medical devices for which
manufacturers may supply the IFU
electronically. However, the devices
and accessories must be intended for
use only by professional users, and the
manufacturer must be confident that
the use of such devices by other
persons is not reasonably forseeable.
The devices for which eIFUs are
permitted are shown in Table 1.

RReeqquuiirreemmeenntt  ttoo  CCoonndduucctt  aa  RRiisskk
AAsssseessssmmeenntt
Manufacturers who wish to provide
IFU in electronic form instead of a
paper IFU are required under Article 4
of the Regulation to undertake a
documented risk assessment to
demonstrate that providing instruct-
ions for use in electronic form
maintains or improves the level of
safety obtained by providing the
instructions for use as a paper IFU. The
main elements that the risk
assessment should address are
outlined in the Regulation.

OOtthheerr  RReeqquuiirreemmeennttss  iinn  tthhee  eeIIFFUU
RReegguullaattiioonn
In addition, the Regulation outlines
that:
• the manufacturer must provide a

copy of the paper IFU if requested
by the user. The paper form must
be provided within seven calendar
days (or sooner if required by the
risk assessment) of receiving a

request from the user or at the time
of delivery of the device if
requested at the time of the order.

• the manufacturer shall provide
either on the device or on an
accompanying leaflet, inform-
ation on foreseeable medical
emergency situations and, for
devices fitted with a built-in
system visually displaying the IFU,
information on how to start the
device must be provided.

• for medical devices fitted with a
built-in system visually displaying
the IFU, the manufacturer shall
ensure that displaying the
instructions for use does not
impede the safe use of the device,
in particular life-monitoring or life-
supporting functions.

• a system must be in place to clearly
indicate if the IFUs have been
revised and if the revision was
necessary for safety reasons.

• for devices with a defined expiry
date, except implantable devices,
they shall keep the IFU available
for the users in electronic form for
at least 2 years after the end of the
expiry date of the last produced
device.

• for devices without a defined
expiry date and for implantable
devices, they shall keep the IFU
available for the users in electronic
form for a period of 15 years after
the last device has been
manufactured.

• the manufacturer must provide
appropriate information about
how to access the e-IFU and about
the right to request the paper IFU.

• The e-IFU shall be available as text
which may contain symbols and
graphics with at least the same
information as the paper IFU.
Video or audio files may be offered
in addition to the text.

• the notified body certifying the
medical device should review the
e-IFU based on a specific sampling
method for all but Class I devices.

• manufacturers who provide e-IFU
must indicate on their website in
which EU languages those
instructions are available.

The full text of the e-IFU Regulation is
available at:
http://eurlex.europa.eu/LexUriServ/L
exUriServ.do?uri=OJ:L:2012:072:0028:
0031:EN:PDF

Electronic Instructions for Use (eIFUs) 

TTaabbllee  11:: Devices for which eIFUs are permitted, after 1st March 2013.

1. Active implantable medical devices and their accessories covered by Directive
90/385/EEC intended to be used exclusively for the implantation or
programming of a defined active implantable medical device

2. Implantable medical devices and their accessories covered by Directive
93/42/EEC intended to be used exclusively for the implantation of a defined
implantable medical device;

3. Fixed installed medical devices covered by Directive 93/42/EEC;

4. Medical devices and their accessories covered by Directives 90/385/EEC and
93/42/EEC fitted with a built-in system visually displaying the instructions for use;

5. Stand-alone software covered by Directive 93/42/EEC.
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involved in the conformity
assessment procedures. Please refer to
MEDDEV 2.2/4; Conformity
assessment of In Vitro Fertilisation (IVF)
and Assisted Reproduction Technologies
(ART) products on the EU
Commission website.

Post-market clinical follow up studies
The MEDDEV document 2.12/2 has
been revised to outline guidance on
post-market clinical follow up studies
and how these should be used as part
of a manufacturer’s post-market
surveillance to further address device
risks and demonstrate ongoing safety
and performance of a device. The
document provides examples of
when a post-market clinical follow
up study is likely to be required and

overviews what sorts of objectives
post-market studies may have. The
document also provides guidance to
notified bodies on their role in
relation to assessment of post-market
clinical follow up studies presented.
It is intended that this document will
be supplemented with additional
guidance documents on post-market
surveillance and clinical follow up
plans.  

Classification of Borderline Devices 
Finally, please note that version 1.12
of the “Manual on Borderline and
Classification in the Community
regulatory framework for Medical
Devices“ has now been published on
the EU Commission’s website
(http://ec.europa.eu/health/medical-
devices/files/wg_minutes_member_list
s/borderline_manual_ol_en.pdf).
This version includes a number of

new cases and classification decisions
on “Air purifiers / Air
decontamination units / Mobile air
decontamination units“, “Wigs and
head scarves” and the legal
clarification concerning the outcome
on “Urine Diverter / Funnel Element
for Mid-Stream Urine Collection”.

Several new and updated device
guidance documents have recently

been uploaded to the official website
of the EU Commission and are
available at http://ec.europa.eu/
health/medicaldevices/documents/gui
delines/index_en.htm.

Vigilance System
Revision 7 of MEDDEV 2.12-1
(Guidelines on a medical devices
vigilance system) has recently been
published.  This revision incorporates
two new Report Forms (Annex 6 -
Manufacturer’s Periodic Summary
Report and Annex 7 - Manufacturer’s
Trend Report Form) and updates two
existing Report Forms (Annex 3 and
Annex 4). The revised guidance is
applicable from 15 June 2012. 

Variant Creutzfeldt-Jakob Disease
Assays (vCJD)
vCJD assays for blood screening,
diagnosis and confirmation have
been added to Annex II List A of the
IVD Directive (98/79/EC).  Common
Technical Specifications (CTS) for
vCJD blood screening assays and the
accompanying guidance document
(MEDDEV 2.14/4; Guideline for the CE
marking of blood based in vitro
diagnostic medical devices for vCJD
based on detection of abnormal PrP) are
available on the EU Commission
website.

In Vitro Fertilisation (IVF) and Assisted
Reproduction Technologies (ART)
products
The EU Commission has published a
guideline on media, substances or
mixture of substances used during
IVF and ART procedures which fall
under Directive 93/42/EEC. The
guideline excludes objects such as
receptacles, petri dishes, pipettes or
syringes. This guideline describes the
main requirements for affixing the
CE mark on IVF/ART products. The
guideline also promotes the safety
and performance of IVF/ART
products and a common approach
for manufacturers of IVF/ART
products and for Notified Bodies

Guidance Documents Recently Updated 

Document Name Number History

Qualification and Classification of stand MEDDEV 2.1/6 **New**
alone software

Conformity assessment of In Vitro Fertilisation MEDDEV 2.2/4 **New**
(IVF) and Assisted Reproduction Technologies 
(ART) products

Guideline for Authorised Representatives MEDDEV 2.5/10 **New**

Medical devices vigilance system MEDDEV 2.12/1 Rev.7

Post Market Clinical Follow-up studies MEDDEV 2.12/2 Rev.2

IVD medical device borderline and classification MEDDEV 2.14/1 Rev.2
issues – A guide for manufacturers and notified 
bodies

CE marking of blood based in vitro MEDDEV 2.14/4 **New**
diagnostic medical devices for vCJD based 
on detection of abnormal PrP

TTaabbllee  33:: Full listing of EU Commission guidance documents updated since January
2012.
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COMPLIANCE & ENFORCEMENT
WORKING GROUP                    

Ameeting of the Compliance and
Enforcement (COEN) Working

Group was held in Brussels on 24th
January 2012. Updates were provided
by a number of Member States on
specific market surveillance projects
and various issues of mutual interest.
Further discussion took place on
enhancing cooperation between
market surveillance authorities and
customs authorities in Member
States.  The issues relating to PIP
implants were also discussed.  

Discussion was held on some
procedural issues to enhance the
effectiveness of the COEN SOP which
governs the procedure for confi-
dential communication between
COEN group participants. 

The second meeting of COEN in
2012 took place on 6th June.  This
was the first meeting of the new chair
and co-chairs from Austria, United
Kingdom and Ireland. In March
2012, Ms. Orla Keane of the IMB was
formally endorsed as the co-chair of
the COEN working group. Discussion
continued on a number of
coordinated market surveillance
projects and issues raised at the
previous meeting in January 2012.
The Commission gave updates on the
progress of the revision to the
medical devices legislation and the
ongoing work to enhance
cooperation between market
surveillance authorities and customs
authorities in Member States. Ireland
and the UK are working together on
the COEN procedure governing con-
fidential communication between
COEN group participants. A
questionnaire will be circulated to
Member States over the summer
months and responses used as input
to a revised COEN procedure to be
presented at the next meeting in
October. 

EUROPEAN UNIQUE DEVICE
IDENTIFICATION (UDI) AD HOC

WORKING GROUP                      

The European UDI Ad Hoc Working
Group met in February 2012 in

Brussels. The goal of the group is to
review and discuss the development
of a European UDI System to improve
patient safety by enhancing the
identification of devices, especially in
the case of adverse events, and to
facilitate traceability of devices in the
event of a field safety corrective
action. During this meeting the new
concept paper from the European
Commission on a Unique Identifier
for Medicinal Products. It was noted
that the GHTF Ad Hoc Working
Group has accomplished its mission
of producing a GHTF UDI Guidance
document, which was approved by
the GHTF Steering Committee in
September 2011 and can be viewed at
http://www.ghtf.org/ahwg/ahwg-final.
html. 

In addition, the group discussed
how their involvement will end in
December 2012 and the IMDRF
(International Medical Devices
Regulators Forum) will take over the
implementation of the UDI system.
The new UDI working group, which
includes representatives from the
European UDI Ad Hoc Working Group,
will be expected to foster the
deployment and maintenance of a
Global UDI system and had their first
meeting in February 2012. The new
group will also include consultation
groups on specific medical device

types that may require additional
discussions, such as combination
products, IVD and convenience (non-
IVD) Kits.

NOTIFIED BODY OPERATIONS
GROUP                   

TSixteen Designating Authorities
(DAs), such as the IMB, attended

the Notified Body Operations Group
(NBOG) meeting on 2nd February
2012. The main discussion related to
notified body aspects arising from the
issue with PIP breast implants, and
the Member States present discussed
possible improvements to the way in
which European notified bodies
operate and are managed. It is hoped
that the revision of the medical
devices device directives will enhance

and further strengthen the regulatory
system for devices. 

Other progressed work items
included guidance on renewal of CE
certificates, 

• guidance on changes to an
approved design, 

• checklists  used during the audit
of a notified body by its
Designating Authority,  

• criteria for designating &
monitoring of Notified Bodies
and

• process for designation and
oversight of notified bodies by
authorities (including joint
assessments).

Regulatory Updates

continued overleaf �
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DAs were reminded of forthcoming
requirements that would require a re-
designation of notified body scopes:
when the new revised Regulation on
tissues of animal origin incorporated
into a medical device is published,
and from the inclusion of variant
CJD in Annex II list A.

MEDICAL DEVICE EXPERT
GROUP

The Medical Device Expert Group
met twice in February to discuss

extracts from the draft legislative
revisions of the medical devices
Directives. Both meetings were open
to stakeholders and allowed
opportunity for input for medical
device industry associations and from
notified bodies for medical devices.
The European Commission sought
specific comments in writing on the
draft legislative extracts, in order that
they can further develop and
elaborate their proposals.
The Medical Device Expert Group

met in June for a ‘regulators only’
session to discuss the imple-
mentation the Commissioner’s joint
plan for immediate actions. Several
draft documents were presented to
the meeting, including the
Commission’s draft implementing
measure which seeks to ensure
consistent application by authorities
of the designation criteria for notified
bodies across Europe.

CLINICAL INVESTIGATION &
EVALUATION WORKING GROUP

The clinical investigation and
evaluation working group met during
May. The main topic for discussion
was how links could be established
with clinical associations/societies to
provide opportunity for ongoing
communication and discussion on

medical device topics. Two repre-
sentatives from the European Society
of Cardiology attended the meeting.
Professor Stefan James made a
presentation on the experience and
data generated from a cardiac
implant register in Sweden. In
addition, discussions also took place
on the expected clinical aspects likely
to be covered in the revision of the
medical devices legislation and also
implementation of the clinical
modules of the European medical
device database EUDAMED.

COMPETENT AUTHORITY FOR
MEDICAL DEVICE MEETING

The 29th Competent Authority for
Medical Device (CAMD) meeting

has held in Copenhagen in March.
Key strategic issues discussed
included developing a formal
cooperation between the CAMD and
the Heads of Medicines Agencies
(HMA) network. In addition, updates
were provided on discussions being
led by IMB and MHRA on developing
funding mechanism for the medical
device regulatory system. The
European Commission provided
updates on the revision to the
legislation. The meeting also allowed
a valuable opportunity to discuss the
effective implementation of the joint
plan for immediate actions.

CENTRAL MANAGEMENT
COMMITTEE MEETING

The Central Management
Committee (CMC) met in March.

Discussions included developing the
process for oversight and designation
of notified bodies and developing
more specific criteria for these
purposes. In addition the Committee
discussed procedures for external/
stakeholder consultation of future
proposal/decisions from CMC. The
implementation of the CMC
Decision number 3 on the format for
manufacturer’s addresses was
discussed and it was agreed that the
principles outlined in the draft
guidance from the COEN group
should be followed by authorities for
implementation. This guidance
outlines a risk-based approach to
implementation. Manufacturers un-
able to implement any change to
labeling described in the CMC
decision should prepare a plan for
implementation with specific
justification for timelines involved.
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