
In this edition, we feature an article on
Ireland’s Presidency of the Council of

the European Union, and report on the
discussions which took place at the 31st
CAMD meeting earlier this year in
January.

We also take an introductory look at
the Scientific Committee on Emerging
and Newly Identified Health Risks
(SCENIHR) established by the European
Commission to provide opinions on
emerging or newly-identified health
and environmental risks. The
Committee also discuss broad, complex
or multidisciplinary issues requiring a
comprehensive assessment of risks to
consumer safety or public health and
related issues not covered by other
Community risk assessment bodies.

Another aspect of the regulatory
system which we cover in this edition is
that of ‘Harmonised Standards’.
Harmonised standards are standards
recognised by the European Commis-
sion as providing ‘presumption of
conformity’ with specific legislative
requirements, such as particular
essential requirements.

In January of this year, the
Commission also published revision 8

of medical device vigilance guidance,
Guidelines on a medical devices vigilance
system, MEDDEV 2.12-1. This revision
includes in-vitro fertilisation/assisted
reproductive technology (IVF/ART)
devices within the scope of the
vigilance system and provides further
guidance in relation to devices that are
not intended to act directly on the
individual. Two new report forms for
manufacturers have also been
published in this revision to assist with
manufacturer periodic summary
reporting and trend reporting.

We also provide an update on some
of the key European working group
meetings which have taken place since
our last update in the newsletter,
namely, the Compliance and
Enforcement Network, Medical Device
Expert Group, MDEG Vigilance, In-vitro
Diagnostic Technical Group, and the
Classification and Borderline Working
Group.

As always, the IMB welcomes
feedback on the content of our
newsletter and encourages readers to
submit suggestions for articles that
would be of interest by contacting us at
medicaldevices@imb.ie. 
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Letter from the Editor
As we go to print with the first publication of the Medical Devices Newsletter for

2013, preparations are being finalised by the IMB for the second meeting of 

the Competent Authorities for Medical Devices (CAMD) being hosted as part 

of Ireland’s Presidency of the Council of the European Union.

(BELOW) European Union delegates at the
31st meeting of Competent Authorities for
Medical Devices (CAMD) in Dublin Castle.
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Irish Presidency of the Council of the European Union and the
Impact on Medical Devices Regulation

The Presidency of the Council of the European Union (EU) rotates among the 27 Member States every six months. 

Ireland currently holds the Presidency for the seventh time. During this time, Ireland will work to advance the Unions 

ongoing work agenda and has an opportunity to shape and influence EU policy and legislation.

Ireland will plan and chair most
meetings of the Council of the EU,

setting out work programmes and
priorities for its six month term. 

The priorities of the Irish Presidency
of the Council of the European Union
are ‘stability, jobs and growth’. 

The Irish presidency is committed
to making progress on Commission
proposals on medical devices and in-
vitro diagnostic medical devices, which
were published in late 2012 (see
December 2012 medical devices
newsletter). The aim of the two
proposals is to provide a legislative
framework for the manufacture and
placing on the market of medical
devices and in-vitro diagnostic devices
to ensure a high level of protection for
patients and healthcare professionals. 

The regulatory system for medical
devices in Europe oversees a vast range

of health products, ranging from
simple plasters and prescription glasses
through to radiotherapy devices and
artificial heart valves, and also the tests
used for analysis of different patient
specimens such as pregnancy tests. The
regulatory framework for medical
devices in Europe seeks to ensure that
medical devices in Europe are safe and
perform as intended but also that new
medical device technologies can be
innovated so that European patients
can benefit from timely access to new,
safe and effective diagnostic and
therapeutic options. 

As part of the Irish presidency, the
Irish Medicines Board (IMB) hosted the
31st meeting of Competent Authorities
for Medical Devices (CAMD) in
January. Delegates from over 42
regulatory authorities across 31
different European countries were in

attendance at the meeting, which was
held at Dublin Castle. 

The meeting was opened by Ms.
Marita Kinsella, Head of Medicines Unit
at the Department of Health, and was
chaired by Ms. Ann O’Connor, Director
of Human Products Authorisation &
Registration at the IMB.

The European Commission was
represented by colleagues from the
Directorate General for Health and
Consumers (DG Sanco), the Joint
Research Centre (JRC), and the Food
and Veterinary Office (FVO), all of
which currently, or will in future, play
a role in the regulation of medical
devices.

Speaking at the meeting, Ms Ann
O’Connor, Irish Medicines Board, said

continued overleaf �

Irish Medicines Board delegates in discussion at the CAMD meeting in Dublin Castle. L-R: Mr. Pat O’Mahony (Chief Executive), Ms. Ann O’Connor
(Director of Human Products Authorisation & Registration) and Dr. Niall MacAleenan (Clinical Assessment Manager for Medical Devices).
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“This meeting comes at an important
time for the medical device regulatory
system in Europe with new proposals
published by the European
Commission for Regulations on
medical devices and in-vitro diagnostic
devices to revise the existing regulatory
framework. These are a priority for
Europe and it’s very welcome that these
will be progressed during the Irish
Presidency of the European Council.”

The CAMD meeting in Dublin
allowed for exploratory discussions
regarding a host of topics with the
overall objective of seeking to
strengthen and develop the existing
regulatory system for medical devices.
The CAMD agreed on the importance
of effective implementation across
Europe of the Joint Plan for Immediate
Actions proposed by the former
Commissioner Dalli during 2012.
Topics discussed by the CAMD

included the governance structures and
networks across regulatory authorities
in Europe and their relationships with
the Commission; mechanisms to
enhance inter-authority cooperation,
reinforcing market surveillance of
medical devices, the assessment of
clinical investigation and evaluation of
data and communication on medical
device issues. Further discussion
included how best to reinforce market
surveillance across Europe and to better
develop mechanisms for gathering
post-market clinical data on medical
devices from the market place.
Discussions included an update from
the European Commission’s Joint
Research Centre on their structures,
resources and potential role in future
market surveillance activities. 

Running concurrently with the
programme, CAMD also held the first
full joint session with the Heads of
Medicines Agencies (HMA) to discuss
developing a partnership between the
CAMD and HMA. The HMA is an inter-
authority structure comprised of the
chief executives of the competent
authorities for medicinal products

across Europe, which seeks to make
decisions on questions relating to the
implementation of the medicinal
product legislation, ensure that the
legislation is implemented consistently
and to further develop and enhance the
regulatory system. 

For the first time, a medical device
stakeholder session took place with the
HMA and CAMD. Discussions allowed
for feedback on strengthening the
existing regulatory system, making
competent authority activities more
efficient and effective, seeking methods
to optimise use of resources in the
regulatory authority system and how
these systems can be effectively
resourced in the future.

It is hoped that many of the
discussions and outputs from the
January meeting will lead to substantive
proposals which will aid the
development of the regulatory system
for medical devices operated by the
competent authorities in Europe. These
proposed enhancements will be
presented to the 32nd meeting of the
CAMD which will also be held in Dublin
on the 24th and 25th April 2013.

continued from previous page

Irish Presidency of the Council of the
European Union and the impact on

medical devices regulation

The Scientific Committee on Emerging and Newly Identified
Health Risks (SCENIHR)

The Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) is a scientific committee that is hosted

by the European Commission.

SCENIHR is one of three scientific
committees hosted by the European

Commission

• Scientific Committee on Consumer
Safety (SCCS) 

• Scientific Committee on Health and
Environmental Risks (SCHER) 

• Scientific Committee on Emerging
and Newly Identified Health Risks
(SCENIHR)

SCENIHR provides opinions on
emerging or newly-identified health and
environmental risks on various issues
requiring a comprehensive assessment
of the risks to consumer safety or public
health. The issues may be broad and
complex and the Committee will be
required to provide sound scientific
advice and draw attention to new and
emerging problems.  The Committee

also evaluate related issues not covered
by other Community risk assessment
bodies. The Committee can call on
additional expertise from a pool of
scientific advisors and a database of
experts.

Potential areas of activity for the
SCENIHR Committee include:

• antimicrobial resistance 
• new technologies (e.g.

nanotechnologies) 
• medical devices, including those

incorporating substances of
animal/human origin 

• physical hazards (e.g. noise,
electromagnetic fields) 

• tissue engineering 
• blood products 
• fertility reduction 
• cancer of endocrine organs 
• interaction of risk factors, synergic

effects, cumulative effects 
• methodologies for assessing new

risks 

The Committee may also be invited to
address risks related to public health
determinants and non-transmissible
diseases. 

Further details regarding the role of
the SCENIHR Committee are outlined
in the Commission decision (2008/721/
EC) “setting up an advisory structure of
scientific committees and experts in the
field of consumer safety, public health and
the environment and repealing Decision
2004/210/EC.” 

Also, more details regarding the
Committee membership, the
mandates, the adopted opinions and

continued overleaf �
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published statements can be found on
the European Commission website.
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/index_en.htm)

There are several topics currently
under review in the area of medical
devices; 

1. The safety of metal-on-metal joint
replacements

The Committee has been requested to
provide a scientific opinion on ‘The
safety of metal-on-metal joint
replacements with a particular focus on
hip implants’. In particular, the
Committee has been asked:

• To determine the short, medium
and long term local and systemic
health effects caused by metal
particles, metal ions, metallo-
organic compounds resulting from
the implanted medical device and,
if possible, to provide indications
on limit values for the metals in any
forms.

• To advise on the predictive value of
metal ions in body fluids, clinical
strategies and other aspects needed
to ensure the safety of implanted
patients. Criteria that should inform
the medical decision with respect to
the implanted patient should be
identified, where possible.

• To identify criteria regarding the
safety and safe use of metal-on-
metal (MoM) implants used in
arthroplasty, paying special
attention to design and patient
groups.

• Where relevant to identify needs for
further research.

The requesting document for a
scientific opinion on the safety of
metal-on-metal joint replacements
with a particular focus on hip implants
can has been published on the
Commission website
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
33.pdf).

2. Dental Amalgam

In the light of recent developments and
studies on dental amalgam, the
Committee has been asked to update, if
appropriate, the opinion adopted in
2008. In particular, the SCENIHR has
been asked the following questions:

• Is there any new scientific evidence
that justify reasons for concern
from the health point of view in the
use of dental amalgam as dental
restoration material?

• In view of the above, is the use of
dental amalgam safe for patients
and users, i.e. dental health
professionals? Are certain
populations particularly at risk, e.g.
pregnant women or children? Is it
possible to recommend certain
practices to minimize patient and
user exposure to dental amalgam?

• Is there new scientific evidence on
the safety and performance of
alternative materials?

• Is it possible to recommend
alternative materials and certain
practices related to these materials
to reduce potential risks for patients
and users?

• In case there is not enough
scientific data to answer these
questions, the SCENIHR is asked to
formulate recommendations for
research that could help to provide
the necessary data.

The requesting document for a
scientific opinion on the safety of
dental amalgam and alternative dental
restoration materials for patients and
users has been published on the
Commission website 
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
34.pdf).

3. The safety of medical devices
containing DEHP (di (2-ethylhexyl)
phthalate) plasticized PVC on
groups possibly at risk.

Taking into consideration recent
scientific developments, the SCENIHR
is requested to review and update, if
appropriate, the scientific opinion
adopted in February 2008 on ‘The
safety of medical devices containing
DEHP plasticized PVC or other
plasticizers on neonates and other
groups possibly at risk’. In particular,
the scientific committee is requested to
evaluate:

• If DEHP in PVC plasticized medical
devices is a cause for concern to
neonates and children in paediatric
care, in particular, in relation to
male fertility and tissue
development,

• If there are other patient groups at
risk, in particular, in view of clinical
procedures resulting in high
exposure,

• If it is possible to establish Tolerable
Intake Values of DEHP leaching
from soft PVC as a basis for risk
assessment for high risk patient
groups, taking into account the
route of exposure.

• If it is possible to propose possible
alternative approaches that could
reduce potential risks either by
identifying alternative practices or
by identifying alternatives to the
use of DEHP in PVC plasticized in
medical devices. If no clear answer
can be provided on this point the
SCENIHR is asked to formulate
recommendations for research that
could help provide scientific
evidence to that end.

continued overleaf �
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The Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR)
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The requesting document on the safety
of medical devices containing DEHP (di
(2-ethylhexyl) phthalate) plasticized
PVC on groups possibly at risk has been
published on the Commission website
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
35.pdf).

4. Health effects of nanomaterials
used in Medical Devices

In light of the expected increase in the
application of nanotechnologies to
medical devices, the SCENIHR is
requested to provide a risk assessment
of medical devices containing
nanomaterials. 

This evaluation shall take into account
different categories of medical devices
such as:

• Non-invasive medical devices, e.g.
devices coming into contact with
the intact skin,

• Invasive devices (surgical or not),
e.g.:
— wound care materials,
— implantable medical devices,
— dental and bone fillings and

cements,
— injectable nanomaterials.

In this assessment, where relevant, the
SCENIHR is invited to differentiate
between free, fixed, and encapsulated
nanomaterials. 

The requesting document on the
health effects of nanomaterials used in
medical devices has been published on
the Commission website
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
32.pdf). 

5. The safety of Poly Implant Prothèse
(PIP) silicone breast implants

Following the rapid scientific opinion
adopted by SCENIHR on the 1st of
February 2012 covering ‘The safety of
PIP silicone breast implants’, it has
been recognised that an update of this
opinion would be necessary. This was
mainly due to the fact that the data
available on PIP silicone breast
implants was limited at the time of the
opinion. The Scientific Committee on
Emerging and Newly Identified Health
Risks is requested to provide an
updated scientific opinion on ‘The
safety of PIP silicone breast implants’.

In particular, the Committee has
been asked:

• To contribute to the creation of an
EU questionnaire to be used for the
collection of data on implanted
patients;

• To provide guidance on the testing
undertaken by the Member States in
terms of tests and studies to be
performed, test methodologies,
uniform data production;

• To collect, compile and analyse the
data collected;

• To update its scientific opinion on
the safety of the PIP silicone breast
implants.

The requesting document on the safety
of PIP silicone breast implants has been
published on the Commission website
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
31.pdf). 

6. The safety of the use of Bisphenol A
(BPA) in medical devices

On the basis of the available scientific
evidence and taking into account the
previous safety evaluations of BPA, the
Scientific Committee on Emerging and
Newly Identified Health Risks is
requested to provide a scientific
opinion on ‘The safety of the use of
Bisphenol A in medical devices’. 

In particular, the Committee has
been asked:

• To determine whether levels of
exposure to BPA from the use of the

various medical devices containing
BPA could give reasons for concern
from the health point of view and,
if possible, to provide indications
on limit values for BPA release from
medical devices.

• To identify whether any particular
medical devices containing BPA
could result in human exposures
which will give reasons for concern
under their normal use patterns or
other foreseeable circumstances
(e.g. high release of BPA due to the
nature of the material of the
medical device or to particular
contact conditions).

• To identify any patient group, e.g.
infants, pregnant and breastfeeding
women, who would be particularly
at risk in light of the answer to the
above questions.

• In case reasons for concern related
to BPA are identified, to propose
possible alternative approaches that
could reduce potential risks either
by identifying alternative practices
or by identifying alternatives to the
use of BPA in medical devices. If no
clear answer can be provided on this
point the SCENIHR is asked to
formulate recommendations for
research that could help provide
scientific evidence to that end.

The requesting document on the safety
of the use of Bisphenol A in medical
devices has been published on the
Commission website
(http://ec.europa.eu/health/scientific_c
ommittees/emerging/docs/scenihr_q_0
28.pdf).

continued from previous page

The Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR)

Devices Newsletter-April 13  23/04/2013  12:41  Page 5



PAGE 6

The European Committee for
Standardization (CEN, French:

Comité Européen de Normalisation) is one
of three European Standards
Organisations (ESOs) mandated by the
European Commission to plan, draft,
and adopt European Standards (EN).
The other two ESOs are the European
Committee for Electrotechnical
Standardisation (CENELEC) and the
European Telecommunications Stand-
ards Institute (ETSI). These “mandated”
standards are known as harmonised
standards.

Harmonised standards are recognised
by the European Commission as
providing ‘presumption of conformity’
with specific legislative requirements, for
example, Annex I essential requirements
of Medical Devices Directive 93/42/EEC.

The CEN may adopt standards such
as those published by the International
Standards Organisation (ISO), or 
the International Electrotechnical
Commission (IEC). 

A well known European standard for
medical devices, written by CEN is:
• EN 1041:2008 Information supplied

by the manufacturer of medical
devices. 

Examples of well known ISO standards
for medical devices adopted as European
standards (EN) are:
• EN ISO 10993-1:2009 Biological

evaluation of medical devices – Part
1: Evaluation and testing within a risk
management process

• EN ISO 14155:2011 Clinical
investigation of medical devices for
human subjects – Good clinical
practice

• EN ISO 14971:2012 Medical devices –
Application of risk management

A well known IEC standard for medical
devices adopted as an EN is:
• EN 60601-1:2006 Medical electrical

equipment – Part 1: General

requirements for basic safety and
essential performance.

As such, manufacturers, other economic
operators or notified bodies can use
harmonised standards to show that
products, services, or processes comply
with EU legislation. A listing of
harmonised standards is published by
the European Commission in the Official
Journal of the European Union and is
maintained up to date (See Table 1).

The use of harmonised standards by
manufacturers, other economic operators
and notified bodies, for example, is
voluntary; they are free to choose any
other technical solution that provides
compliance with legal requirements. It
should be noted that, manufacturers,
other economic operators and notified
bodies almost invariably choose to use
the harmonised standards available, and
not an alternative solution, to demon-
strate compliance with legislative require-
ments.

Harmonised Standards Recently
Updated

EN ISO 10993:122012 Biological
evaluation of medical devices – Part
12: Sample preparation and
reference materials
The European Commission harmonised
standards for medical devices currently
shows one ‘new’ harmonised standard.
The standard in question is EN ISO
10993:122012 Biological evaluation of
medical devices – Part 12: Sample
preparation and reference materials. This
4th edition replaces ISO 10993-12:2007,
which has undergone technical revision. 

In the latest edition, definitions and
uses of extraction conditions, such as
accelerated, exaggerated, simulated use,
exhaustive, have been clarified.
Extraction for materials that dissolve or
reabsorb under use conditions is further
detailed. A substantive addition to EN
ISO 10993:122012 is Annex D, which

provides information on exhaustive
extraction of polymeric materials for
biological evaluation. 

EN ISO 10993:122012 Sterilization of
health care products – Radiation – Part
2: Establishing the sterilization dose
The Commission’s harmonised
standards listing for in-vitro diagnostic
devices also shows one ‘new’
harmonised standard, namely EN ISO
11137-2:2012 Sterilization of health
care products – Radiation – Part 2:
Establishing the sterilization dose. This
standard also appears on the European
Commission’s listing of harmonised
standards for medical devices.

This new edition has been written to
correct a mistake in interpreting the
actions to take when a failure in a dose
audit happens. The requirements for
documenting the justification for
actions to be taken following a dose
audit failure requiring re-establishment
of dose are clarified. The provision of a
rationale for tolerances for ‘Method 2’
incremental doses and ‘Dose Delivered’
is introduced.

As previously mentioned, the European
Commission considers that the
harmonised standards covered enable
demonstration of compliance with
specific legislative requirements, such as
particular essential requirements.
Having said that, manufacturers, other
economic operators, and notified
bodies should also be keenly aware that
certain harmonised standards “do not
necessarily cover the requirements
introduced by Directive 2007/47/EC”.
The affected harmonised standards are
indicated by the European Commission
on the listings of harmonised standards
for medical devices. As such,
manufacturers are advised to check
whether all relevant essential
requirements of the amended directive
are appropriately covered.

Harmonised Standards

Table 1: Listings of harmonised standards for medical devices

• Harmonised standards for medical devices, available at: 
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/medical-devices/

• Harmonised standards for active implantable medical devices, available at:
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/implantable-medical-devices/index_en.htm

• Harmonised standards for in-vitro medical devices, available at: 
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/iv-diagnostic-medical-devices/index_en.htm
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(Guidelines on a Medical devices
Vigilance System) was published by the
Commission in January 2013. This
revision explicitly includes IVF/ART
devices within the scope of the
vigilance system and provides further
guidance in relation to devices that are
not intended to act directly on the
individual.Revision 8 also incorporates
changes introduced in Revision 7
(published in March 2012). These
include two new Report Forms, (Annex

6 – Manufacturer’s Periodic Summary
Report, and Annex 7 – Manufacturer’s
Trend Report Form), and updated
versions of two existing Report Forms
(Annex 3 and Annex 4). The revised
guidance will be applicable from July
2013 and can be found on the
Commission website
http://ec.europa.eu/health/medical-
devices/documents/guidelines/

Further information on the
vigilance system for medical devices
may be obtained from the following
guides, which are available on the IMB
website (www.imb.ie):

• Guide to the vigilance system for
medical devices

• Guide to field safety corrective
actions for medical devices and in-
vitro diagnostic medical devices

• Guide to incident reporting for
general medical devices and active
implantable medical devices

• Guide to incident reporting for in-
vitro diagnostic medical devices

The medical devices vigilance system
was set up under the European

Medical Device Directives (93/42/ EEC,
90/385/EEC and 98/79/EC) and,
together with MEDDEV 2.12-1,
Guidelines on a Medical Devices Vigilance
System, details the reporting
requirements for medical device
manufacturers to national competent
authorities (in Ireland, the IMB).
MEDDEV 2.12-1 also outlines the
obligations on competent authorities to
share information reported to them,
with each other, and with the European
Commission. 

The vigilance system is the name
given to the process of notification and
evaluation of vigilance reports. The
IMB’s vigilance system for medical
devices is intended to protect the
health and safety of patients, users and
others by reducing the likelihood of the
same type of incident occurring
elsewhere and to correct product
problems.

Revision 8 of MEDDEV 2.12-1

The Medical Device Vigilance System and Revision of Vigilance
Guidelines MEDDEV Rev. 8

Post-market surveillance and vigilance are key elements in protecting the health and safety of those who use medical 

devices and are core functions of the IMB. The European Commission maintains that a well functioning vigilance system 

is the ‘backbone’ of a robust regulatory framework for medical devices.

continued overleaf �

Regulatory Updates 

Compliance and Enforcement Network

Ameeting of the Compliance and
Enforcement (COEN) Working

Group was held in Brussels in October
2012 and January 2013. Updates were

provided by a number of Member
States on specific market surveillance
projects and various issues of mutual
interest. Extensive discussions took
place on the use of the CE mark on
products for general laboratory use and
the recent legislative changes in
relation to tooth whiteners. Discussions
also took place between Member States
on market surveillance and market
surveillance activities. 

In-vitro Diagnostic Technical Group 

Two meetings of the IVD Technical
Group were held on 14th November
2012 and 6th March 2013 respectively.

A new chair (UK) was appointed to the
group in November 2012. The main
focus of the meetings was on the
revision of Directive 98/79/EC, in
particular, the proposed rules based risk
based classification system for IVDs,
new requirements for in-house tests
and the specific inclusion of
companion diagnostics within the
scope of the Regulation. Other items
discussed included the future of the
CTS in the proposed regulation of IVDs
and preparation for the designation of
reference laboratories.
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At the meeting in March 2013 again
the main focus was on the proposed
IVD regulations. A brief update was
given on the European Council and
European Parliament discussions.  The
proposed risk based classification
system for IVDs, reference laboratories,
companion diagnostics and new
requirements for in-house tests were
discussed. There was also an exchange
of views on interventional clinical
performance studies.

Medical Device Expert Group

The Medical Device Expert group was
convened at the end of October 2012 to
discuss the implementation of
Commissioner Dalli’s joint plan for
immediate actions. Topics discussed
included the review of notified bodies
for class III medical devices, notified
body unannounced inspections, and
market surveillance. 

A meeting was held on the 14th and
15th of January 2013 to update on the
implementation of the joint plan for
immediate actions. The Commission
also provided updates on the draft
implementing Regulation and
Recommendation on notified bodies
which are to be adopted in parallel and
it was announced that they would be
presented to the regulatory committee

in mid-March. The open sessions
discussed some of the above topics
along with harmonised standards, the
SCENIHR mandates, and mutual
recognition agreements (MRAs) with
Australia and New Zealand. Revision 8
of the vigilance MEDDEV as discussed
above was also adopted.

MDEG Vigilance

The final meeting of the Medical
Device Expert Group on vigilance for
2012 was held in Brussels on 15th and
16th November. Items discussed at the
meeting included Revision 8 of the
Vigilance MEDDEV, which specifically
includes IVF/ART devices within the
scope of the vigilance system, and
includes more detail regarding the
reporting requirements for devices
which do not generally come into
contact with patients. Also, the
publication of specific device guidance
and trend reporting were discussed.
Several specific vigilance issues were
also discussed in detail.

Presentations regarding the future
plans for the Eudamed system and the
aphersis connector project were
provided. An update on current work
items in the International Medical
Devices Regulators Forum (IMDRF)
program was given, with the review of
the National Competent Authority
Report (NCAR) exchange being one of
the main topics. 

Classification and Borderline Working
Group

The final meeting of the Classification
& Borderline Working Group for 2012
took place in October. The meeting
discussed and agreed a proposal to trial
a revision to the ‘Helsinki’ procedure,
which is used to circulate classification
enquiries on classification and
borderline issues for a number of
products, with their status subsequently
published in the borderline and
classification manual. In addition, text
was published in the manual on the
qualification of ‘tooth whitener

products’, which are considered as not
being medical devices. The Commission
are now asking member state authorities
to take action on this issue on their
national markets.

The Classification & Borderline
Working Group also met in February
2013. The Italian delegation presented
a proposal to modify the definition of
pharmacological, immunological and
metabolic means to the group. A
revised version will be circulated to
Member States who are invited to
submit comments on the proposed
definitions. Several texts were discussed
and agreed for inclusion in the next
version of the manual on borderline
and classification including; blood
irradiation indicators, injectable
substance for treatment of localized
adiposity, autologous platelet
preparation systems and antimicrobial
photodynamic therapy (APDT)
systems. Fluorescent ophthalmic strips,
Triamcinolone Acetonide and 5-
aminofluorescein (AFL)-human serum
albumin (HAS) were discussed with
participation from the European
Medicines Agency (EMA). The majority
of Member States considered such
products to be medicinal products as
they may be considered as being in vivo
diagnostics. There was, however, some
concern regarding the term
diagnosis/diagnostic which is not
defined. The German delegation
subsequently agreed to lead a small
working group to define these terms. 
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