
In this edition of our newsletter we fea-ture an overview of Ireland’s Presi-
dency of the European Union, focusing
on activities and updates relating to
medical devices. The Irish Medicines
Board [IMB] organised a number of
meetings covering a range of topics,
which included proposed changes to the
current legislation governing medical
devices and in-vitro diagnostics regula-
tion in the EU.

In this issue we are also pleased to
include an article from Dr. Elaine Tyner,
Senior Medical Physicist at St Luke’s
Radiation Oncology Network,
describing an exciting radiotherapy
technique called Volumetric Arc
Therapy [VMAT]. The technique
enables more targeted tumour
treatments while also reducing patient
treatment times. To date VMAT has
been used to treat patients diagnosed
with prostate, head and neck, and
abdominal cancers and lymphomas.

We highlight again the importance
of storage, maintenance and
registration of Automated External
Defibrillators [AEDs]. Advice for users of
AEDs is provided, emphasising the
value of regular inspections to ensure

that devices are fit for purpose should
they be needed in a life-threatening
situation.

We also take an introductory look at
upcoming Regulations from the
European Commission in relation to
the designation and monitoring of
notified bodies. We look at
recommendations published by the
Commission in April of this year on a
common framework for Unique Device
Identifier systems. We also provide an
update on the key European working
group meetings which have taken place
over the past few months, namely,
Compliance and Enforcement
Network, Medical Devices Expert
Group, MDEG Vigilance, In-vitro
Diagnostic Technical Group, Clinical
Investigation and Evaluation Working
Group, Qualification and Classification
of Software Working Group, and
Notified Body Operations 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
Welcome to the second edition of the medical devices newsletter for 2013. 

IMB Medical Device Newsletters
Electronic Circulation only from 2014

To date, the IMB have been circulating hard
copies of the medical device newsletters by
post and electronic copies by email. It is
proposed that from 2014, the newsletter will
be circulated by email only.

This newsletter will also be available to
download from the IMB website at
www.imb.ie. If you would like to continue
receiving copies of the newsletter by email,
please send your contact details along with
your email address to vigilance@imb.ie or
you can register for medical device updates
on the IMB website at
www.imb.ie/subscribe.aspx.
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Introduction to Volumetric Arc Therapy in Ireland
Dr. Elaine Tyner, Senior Medical Physicist, SLRON at St. James’ Hospital.

In 2011 the St. Luke’s Radiation Oncology Network [SLRON] was established due to the substantial investment in 

public radiotherapy facilities in Ireland in recent years.  The network consists of the original radiotherapy facility 

in St Luke’s Hospital Rathgar and two new additional centres situated on the campus of St. James’ and 

Beaumont hospitals in Dublin.

Each of the new centres consists of
two Computed Tomography [CT]

scanners, an MRI scanner, four linear
accelerators and a networked
computerised treatment planning
system.  The additional equipment in
the new centres facilitated an increase
in capacity and also introduced more
advanced treatment techniques.
SLRON was the first facility in Ireland to
make Volumetric Arc Therapy [VMAT]
available to the Irish public.  The VMAT
technique was opened initially to
prostate cancer patients at the St. James’

and Beaumont centres in 2011.
VMAT uses a conventional linear

accelerator with on-board x-ray imaging
capabilities. The treatment unit is also
capable of delivering the radiation
treatment in a more conformal and
highly efficient method.  Unlike
standard treatment techniques, the
VMAT enabled treatment unit can rotate
in an arc of up to 360 degrees around
the patient with the radiation beam
remaining on.  A beam shaping device
consisting of sixty individual tungsten
leaves continuously moves to shape the

radiation beam in order to deliver a
maximum dose to the tumor while
minimising radiation to the
surrounding tissues and organs.

The benefit of VMAT to the patient
compared to standard treatment
techniques is twofold. Firstly, the
VMAT technique can sculpt the
radiation beam to conform more
closely to the tumour.  This results in
improved sparing of the normal
healthy tissue surrounding the tumor
site. In addition, since the radiation is
delivered in a shorter amount of time
the affect of internal organ motion
during treatment is less pronounced.
Secondly, as this is a highly efficient
delivery method the patient spends less
time in the treatment room.  Patients
typically receive a course of
radiotherapy daily over a span of three
to six weeks, therefore a reduction in
delivery time can reduce the overall
time the patient spends in the clinic
each day.  Treatment times have been
reduced by approximately one third for
patients receiving VMAT techniques.
This also enables more patients to be
treated per linear accelerator per day.
Since 2012 VMAT has been available to
all radiotherapy patients in SLRON
medically assessed to benefit from the
treatment technique.

There were significant challenges for
the medical physics department in
expanding an existing radiotherapy
service and also introducing more
advanced treatment techniques, such
as VMAT.  The same high quality of care
already established in St Luke’s Hospital
Rathgar needed to be maintained across
all three centres.  The network was re-
quired to accommodate both increasing
patient numbers and increasing treat-
ment plan complexity.  In addition, the
new services had to be rolled out si-
multaneously across two geographically
separate centres.

continued overleaf ‘
A treatment unit used for conventional radiotherapy treatments and also capable of delivering VMAT.
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The implementation of VMAT was
overseen by a multi-disciplinary group
consisting of representatives from all
departments within the radiotherapy
clinic.  The group included consultants,
medical physicists, radiation therapists,
treatment planners and nurses from
across the network. The task of com-
missioning the eight linear accelerators
and devising a treatment planning
protocol for each anatomical treatment
site was performed by a sub-group
within the medical physics department.
A comprehensive set of test patient
anatomical CT data, derived from
patients previously treated at the
Rathgar centre, was used to test both the
treatment equipment, the planning
system capabilities and to determine a

planning strategy.  A set of treatment
plans were generated using the test CT
data for each anatomical site starting
with cancers of the abdomen and
moving on to cancers situated in the
head and neck region.  Each of these
plans were reviewed by a consultant and
medical physicist. Once the plans were
approved a series of measurements were
performed to determine whether they
were deliverable clinically. The use of
this test patient data enabled detailed
knowledge to be built up on the
algorithm within the treatment
planning system and on the func-
tionality of the treatment unit.  The
final set of test plans for each treatment
site are used as a library of reference data
for training purposes.  Multiple staff
members within the medical physics
and treatment planning department are
capable of generating and evaluating the
clinical VMAT treatment plans.  As a
result, the highly complex treatment
technique has become part of the

routine work of the department and
patients can start treatment within ten
days of having their treatment planning
CT scan.

A large amount of additional work
per patient is required of the members
of the medical physics department to
ensure the quality and accuracy of
delivery for each patient’s treatment.
Additional quality assurance testing is
required to maintain a treatment unit
delivering this highly complex
treatment technique.

To date, SLRON at the St James’ and
Beaumont campuses have treated over
two hundred and fifty prostate
patients, fifty head and neck patients,
as well as numerous patients with
abdominal cancers and lymphomas
using VMAT.  At present SLRON is
equipped with eight VMAT enabled
machines, four in St James’ and four in
Beaumont. An additional two
treatment units will open in St Luke’s
Hospital Rathgar in 2014.

continued from previous page

Introduction to Volumetric Arc
Therapy in Ireland

Presidency of the Council of the European Union

In our April newsletter an article was included in relation to Ireland hosting the Presidency of the 

Council of the European Union from January to June 2013.  

The Irish Presidency was committed
to making progress on the

Commission proposals on medical
devices and in-vitro diagnostic medical
devices, which were published in late
2012 (see December 2012 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. Ireland
chaired the European Council’s
working party on pharmaceuticals and
medical devices. This working party
had a substantial work programme
during the Irish Presidency with the
two proposals for Regulations on
devices, the Regulation on clinical trials
of medicinal products, and the
transparency legislation before the
Council. 

A total of seven days of meetings of
the Council working party were held
specifically dedicated to discussions of
the medical device proposals. In

addition, the Irish Presidency, at the
request of the Council working party,
convened an additional seven days of
meetings of an ad hoc group of experts
in medical devices to discuss the
technical aspects of the Annexes to the
two medical device proposals. The IMB
provided expert support to the
Department of Health for its period as
chair of the Council Working Party, and
chaired the seven additional expert
group meetings. 

As part of the Irish Presidency the
IMB hosted the 31st and 32nd meeting of
the Competent Authorities for Medical
Devices [CAMD] in January and April
respectively.  Delegates from over 42
regulatory authorities across 31
different European countries and the

European Commission were in
attendance at the meetings. Key work
items initiated by the Irish Presidency
during these meetings were:

• to initiate a review of the structure
and mechanisms existing  in Europe
to promote cooperation, commun-
ication and coordination between
authorities and with the European
Commission working groups on
medical devices;

• to develop a common under-
standing of principles of market
surveillance for medical devices
between European authorities with a
view to enhancing market
surveillance and its coordination;

• to develop existing provisions for
clinical data and clinical evidence
for medical devices and related
guidance.

Significant progress was made and this
work on medical device issues will
continue to progress under the
Lithuanian Presidency.   
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Automated External Defibrillators
[AEDs] are portable medical devices

that analyse heart rhythm and, where
needed, deliver an electrical shock. In
cases of sudden cardiac arrest, an AED
can be used to send an electric shock to
the heart to restore normal rhythm. 

Sudden cardiac arrest can result from
abnormal heart rhythms, such as
ventricular fibrillation (v-fib) and
ventricular tachycardia. Sudden cardiac
death is estimated to account for 51
deaths per 100,000 of the population
per year (www.irishhealth.com, April
2013). AEDs play an important role in
reducing the time to response when out
of hospital cardiac arrests occur. 

AEDs are used by healthcare
professionals and also by lay users.
AEDs are now commonly available at
locations such as sports facilities, hotels
and shopping centres. Members of the
public can be trained to use AEDs.

A defibrillator, like all medical
equipment, must be used and
maintained in accordance with the
guidance given by the manufacturer.
An AED can improve a person’s survival
chances following sudden cardiac
arrest, and must be ‘fit for use’ at all
times in the event that they are needed
for an emergency situation. The IMB
has received reports relating to safety
problems with AEDs. Some issues can
be corrected by the manufacturer (e.g.
software upgrades), whilst others can be
overcome with good maintenance and
servicing practice. 

Where AEDs are available for use, it

is crucial to ensure that devices are
regularly inspected and that users are
fully trained. It is essential to follow
guidance in relation to the proper
servicing of the device, as outlined by
the manufacturer in the user manual.

The IMB recommends the following:

• A copy of the manual should be
stored with the defibrillator.

• Make sure you understand all of the
information contained in the
manual and any servicing or
maintenance required. If in doubt,
contact the manufacturer or their
local distributor.

• A maintenance plan and schedule
should be in place, including a log to
record when the status of the
defibrillator is checked.

• Ensure that the names of trained
users and their contact details are
displayed near the defibrillator. 

• Ensure that all accessories are
compatible with the defibrillator
model.

• Make sure you have a clear
understanding of the service tests
performed by your defibrillator.

• Do not turn your defibrillator on
and off repeatedly to confirm it is
operating, as this can run down the
battery.

• Your defibrillator has a status
indicator that shows its current
status. This is usually a light on the
defibrillator, and there may also be a
voice prompt. This should be
checked regularly.

• If your defibrillator indicates it has
failed a test during maintenance
check the user manual immediately,
and contact your local distributor or
the manufacturer as soon as
possible.  

• Known conditions that affect the
performance of the defibrillator
should be detailed in the user
manual. Storage temperature,
exposure to moisture and damp
(environmental humidity), and
external factors including
electromagnetic interference can all
affect performance of the device and
should be taken into consideration.

• A defibrillator may need to be
updated (e.g. software) or changed
during its time in use. To make sure
that all necessary maintenance can
be carried out on your defibrillator,
it is important that it can be easily
accessed at all times.

• AEDs, like all medical devices, must
display a CE mark. A CE mark
demonstrates that the device is
deemed to meet the essential
requirements of the EU Medical
Devices Directive (93/42/EEC) and
generally implies that relevant
international standards have all
been met.

• Complete registration of the AED,
including contact details, with the
manufacturer or distributor of the
device. Keep this information up to
date to ensure you are contactable
should the manufacturer need to

continued overleaf ‘

Safe Use of Automated External Defibrillators
The AED is potentially a life-saving device as cardiac arrest can result in death if not treated immediately. 
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contact you regarding modifications
or information notices. 

• Register on the IMB website in order
to subscribe to our updates.

A number of Safety Notices have been
published on the IMB website in
relation to AEDs. In 2011, the IMB
produced a leaflet highlighting
important points to consider to ensure

AEDs are fit for use when needed. Issues
such as purchase, storage, training,
service and maintenance are covered.
The AED leaflet is available in
electronic format on the IMB website.

If your defibrillator poses a risk to
the health and safety of the patient,
please report the problem to the
manufacturer and the IMB. You can
report incidents by filling in the
Medical Device Adverse Incident User
Report form. This form can be
downloaded from the IMB website,
www.imb.ie.

Key points:
• The AED is potentially a life-saving

device.
• Make sure the AED can be easily

accessed at all times.
• Ensure users are fully trained.
• Ensure the device is regularly

inspected and fit for purpose.
• Understand the service tests

performed.
• Report any issues with the device.

continued from previous page

Safe Use of Automated External
Defibrillators

Over the past year and a half, the
European Commission consulted

with, received comments from, and held
discussions with key stakeholders on a
draft, “Commission implementing
regulation on the designation and the
supervision of notified bodies under
Directives 90/385/EEC on active
implantable medical devices and 93/42/EEC
on medical devices”. 

The new Implementing Regulation
will apply not only to notified bodies
seeking designation but also to those
seeking scope extensions and renewal of
designations. There are currently 77
notified bodies designated in Europe to
conformity assess medical devices; the
corresponding figure for active
implantable medical devices is 19.
Details of these notified bodies may be
found at the EU Commission’s NANDO
website:
http://ec.europa.eu/enterprise/newap
proach/nando/index.cfm?fuseaction=
directive.main

The Regulation is more detailed and
explicit in mandating the legal
requirements for notified bodies than
any other legislative text. For example,
Article 16 of Directive 93/42/EC, and the
relevant national legislation S.I. 252 of
1994, concerning notified bodies lists
seven key requirements for conformity
assessment bodies. There are 24 basic
legal requirements regarding notified
bodies in the Commission’s new

Implementing Regulation. 
Article 1 and Annex 1 of the new

Implementing Regulation aims to
provide a common interpretation of the
criteria for designation of notified bodies
set out in Directives 93/42/EEC and
90/385/EEC. It is hoped that the use of
this harmonised approach will highlight
any discrepancies in the methods used
by designating authorities in different
Member States to assess notified bodies.
Some of the other key requirements of
the new Implementing Regulation on
notified bodies are listed below:

Co-operation: It details the designation
responsibilities of the national
authorities and the need for greater co-
operation with the Commission and
between regulatory authorities in
matters relating to notified bodies. 

Application assessors: Designation appli-

cations by notified bodies may now be
reviewed by teams of assessors
representing the knowledge and
experience of different Member States
and of the EU Commission, not just by
assessors from the Member State where
the notified body is making its
application. These assessors review the
documentation related to the
designation assessment and to comment
on the intended designations.

Surveillance intervals: Minimum
requirements with regard to the
intervals of the surveillance and
monitoring of notified bodies, and
unannounced or short-notice on-site
assessments are established. Such audits
will focus on assessing an appropriate
number of the notified body’s reviews
of manufacturer’s clinical evaluations
and shall carry out an appropriate
number of file reviews, surveillance,
on-site assessments and observed
audits.

Competence: Where the competence of a
notified body is in doubt, the
Commission have the possibility to
investigate individual cases.

Resources: Notified bodies should be
found to have a minimum level of
available, independent and competent
personnel.

The new implementing Regulation is
expected to be published by the EU
Commission in the coming weeks.  

New EU Commission Implementing Regulation on the designation
and supervision of notified bodies on the way

Arising from the Poly Implant Prosthese (PIP) breast implant experience, the then EU Commissioner for Health 

and Consumer Policy, John Dalli, heralded the urgent introduction of enhanced control and monitoring of notified bodies
within the existing legislative framework in order to ensure safer medical devices. 
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On the 11th April 2013 the European
Commission adopted a Recom-

mendation on a common framework
for a Unique Device Identification [UDI]
system in the European Union. The Rec-
ommendation was implemented as an
interim measure to provide guidance to
member states that decide to implement
their own national UDI mechanisms
ahead of the implementation of the pro-
posed Regulations on medical devices
and in vitro diagnostic medical devices.
The proposed Regulations, when imple-
mented, should empower the Commis-
sion to adopt detailed traceability
requirements.

It is essential that any national UDI
mechanisms are compatible with each
other and with the future European UDI
system. However, the Recommendation
does not define all aspects of the UDI
system but is instead a “tool to facilitate
the compatibility of the traceability
mechanisms established at national
and/or regional level and to pave the
way to the mandatory implementation
of an internationally compatible UDI
system of the Union.”

OVERVIEW OF THE EUROPEAN
COMMISSION

RECOMMENDATION:

Global approach to UDI
The Recommendation is aligned with
the international guidance for a UDI
system for medical devices issued by
the Global Harmonization Task Force
[GHTF] in September 2011. The GHTF
guidance document also formed the
basis of the proposed rule for a UDI
system that the US Food and Drug
Administration released in July 2012.
The International Medical Device
Regulators Forum [IMDRF] UDI work
team has taken over the
implementation of the UDI system
from the GHTF ad hoc working group.

Scope, objectives and definitions 
The Recommendation applies to

medical devices, active implantable
medical devices (other than devices
which are custom-made or intended
for clinical investigations) and in vitro
diagnostic medical devices (other than
those manufactured in health
institutions and for performance
evaluation), including their accessories. 

The primary objectives of a UDI sys-
tem, as defined in the Recommenda-
tion, are patient safety enhancement
and patient care optimization. These
objectives are achieved through (a) im-
proving incident reporting; (b) facili-
tating efficient recalls and other field
safety corrective actions [FSCA]; (c) fa-
cilitating efficient post market actions
by national competent authorities; (d)
enabling queries in numerous data sys-
tems; (e) reducing the likelihood of
medical errors linked to misuse of the
device. 

The Recommendation includes
definitions for terms, including those
for UDI (comprising of a device
identifier and a production identifier),
UDI carrier, UDI database and the
different economic operators affected
by the Recommendation. 

Risk-based approach
According to the Recommendation a
UDI system should follow a risk based
approach and should be implemented
gradually, starting from the highest risk
class devices. 

The UDI should comprise of two
parts, a device identifier and a
production identifier, where the device
identifier should contain static
information specific to a manufacturer
and a device model, while the
production identifier should contain
dynamic information identifying data
related to the unit of device production
and determine the level of traceability to
be achieved. The information provided
by the production identifier should vary
according to the product’s risk class.

The UDI should appear in both
human readable format and in a format
that can be read by an Automatic
Identification and Data Capture [AIDC]
technology and conveyed via a carrier.
If there are significant constraints
limiting the use of both formats on the
label, the AIDC format should be
favoured.

continued overleaf ‘

European Commission Recommendation on Unique Device
Identification of medical devices

The system, when implemented, would allow for the unambiguous identification of medical devices on the European 

and global markets. 
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database. In addition to this, the
different economic operators should
keep an electronic record of whom they
receive the product from and whom
they supply the product to.

The Recommendation identifies
additional responsibilities for importers
who should first verify that the
manufacturer has appropriately
allocated a UDI. If the UDI is not
appropriately allocated, the importer
should not place the device on the EU
market until it is brought into
conformity. The importers should not
remove or modify the UDI as doing so
would make traceability impossible.

The importer should also ascertain
whether the device has already been
registered in the UDI database of the
member state where the device has
been placed on the market. In case of
registered devices, importers should
verify that the device identifier on the
product corresponds to that in the UDI
database. In case of unregistered
devices, importers should align with
the conditions concerning the
registration of the information related
to the device identifier.

Next Step
A national UDI system has not been

implemented in Ireland to date.
Individual healthcare institutions and
systems should now consider the
implications and the practicalities of
implementation of UDI at national
level. 

The IMDRF UDI work team, which
has taken over the implementation of
the UDI system from the GHTF ad hoc
working group, is currently revising
their “IMDRF Guidance on a UDI
System for Medical Devices (Version
2.0)” document. 

The IMB are happy to discuss and
provide further information on the
European/international regulatory
discussions on UDI if required. Further
information on a national UDI system
may be included in a future edition of
the IMB medical device newsletter.

Also, the commission states that the
UDI carrier (i.e. AIDC and human
readable format of the UDI) should be
on the label of the device, its package,
or on the device itself (direct part
mark), and on all higher levels of
packaging.

Responsibilities of economic operators
The Recommendation outlines the
responsibilities of key economic
operators, health institutions and
professional users in supporting the
UDI system, where “economic
operators” implies manufacturers,
importers, authorized representatives
and distributors. 

In order to achieve the objectives of
the UDI system, while developing their
own national UDI mechanisms, the
economic operators and health
institutions should store through the
distribution chain information related
to both the device identifier (static
information) and the production
identifier (dynamic information).
However, only the information related
to the device identifier will be collected
into the national and European

continued overleaf ‘

Regulatory Updates 

COMPLIANCE AND
ENFORCEMENT NETWORK

Ameeting of the Compliance and
Enforcement [COEN] Working

Group was held in Brussels in June

2013.  Updates were provided by a
number of Member States on specific
market surveillance projects and
various issues of mutual interest.
Discussions also took place between
Member States on market surveillance
and market surveillance activities.  The
next COEN meeting is scheduled for
October 2013.

MEDICAL DEVICE EXPERT
GROUP

The Medical Device Expert group was
convened on the 9th of July 2013.  An
update was given on discussions at the
Council of the European Union on

Commission proposals regarding
medical devices and in-vitro diagnostic
[IVD] medical devices.   The implemen-
tation of the joint plan for immediate
actions was also discussed.  

In the open session, the above was
discussed along with an update on the
progress of the SCENIHR opinions on
metal on metal hip replacements and
bisphenol A among others.  It is likely
that opinions will be published in
autumn 2013.  IMDRF initiatives and
UDI recommendations were also on the
agenda.  

continued from previous page

European Commission Recommendation
on Unique Device Identification of
medical devices
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MDEG VIGILANCE 

A meeting of the Medical Device Expert
Group on Vigilance was held in Brussels
on the 11th and 12th of April 2013. At
this meeting a number of device specific
vigilance issues were discussed in detail
amongst member states. Other items
discussed, in the open plenary session,
included signal detection and trend
reporting. Also, the initial work that has
been undertaken on device specific
guidance relating to cardiac ablation
catheters was presented and considered
with industry representatives. The
proposal for an interim EU portal for the
exchange of vigilance reports was
presented for consideration by industry
and potential funding mechanisms for
such an initiative were explored. A
mechanism to facilitate the direct
communication of vigilance and post
market surveillance concerns to notified
bodies was also discussed and a form was
endorsed. An industry representative
group presented a proposal regarding
post market surveillance plans, this was
similar to  a presentation that had been
previously discussed in 2010.   An update
on current work items in the IMDRF
program was given with a review of the
national competent authority report
[NCAR] exchange being one of the main
topics.

IN VITRO DIAGNOSTIC
TECHNICAL GROUP 

At the meeting in March 2013 the main
focus was on the proposed IVD
Regulations. A brief update was given on
the European Council and European
Parliament discussions. There was an
exchange of views on the proposed risk
based classification system for IVDs.
Proposals in the area of 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.  Another
area of interest was the requirements for
near patient testing.  

CLINICAL INVESTIGATION AND
EVALUATION WORKING GROUP 

The main items under discussion were
revisions to MEDDEVs 2.7.1, 2 and 3.
Taskforces comprising of volunteers
from Member States and stakeholder
representatives are to be set up to draw
up and oversee the revisions to these
MEDDEVs. It was proposed to
restructure the Working Group such
that there would be two smaller groups,
one each for pre-market and post-
market topics, which would report to
the plenary. It is hoped to have
MEDDEVs 2.7.2 and 2.7.3  ready for the
November MDEG meeting. A high level
overview was also provided on the state
of play of the revision to the medical
devices directives regarding the clinical
investigation and evaluation aspects.

QUALIFICATION AND
CLASSIFICATION OF SOFTWARE

WORKING GROUP 

The primary topic under discussion at
the April meeting of the Qualification
and Classification of Software Working
Group was the proposed revision to the
MEDDEV guidance and proposal to
bring more clarity to its applicability to
apps and further expanding upon the
qualification criteria for software as an
IVD medical device. The current

definition of stand alone software is to
be revised to bring more clarity to the
qualification of software that is not
incorporated in a medical device at the
time it is placed on the market but
subsequently is added. Such software
would not be seen as stand alone and
falls automatically in the same class of
the device which it drives or
influences.

NOTIFIED BODY OPERATIONS
GROUP

The Notified Body Operations Group
[NBOG] meeting was held on the 26th
of June 2013. Progressed work items
include guidance in relation to clinical
activities and resources, guidance in
relation to changes of an approved
design, requirements for a quality
system certificate, and revisions for
checklists and forms currently part of
the Designating Authority Handbook.
Discussions were also held in relation
to the Joint Assessments Pilot Program,
and action items required. The use of
external experts was also a topic. The
next meeting is scheduled for
November 2013.
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