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2010 has been another eventful
year at both a European and

national level. This year we saw
revisions to MEDDEV 2.4/1 Rev 9;
Medical Devices: Guidance Docu-
ment – Classification of medical
devices, MEDDEV 2.7/1 Rev 3; Clin-
ical Evaluation: A Guide for Manu-
facturers and Notified Bodies and
MEDDEV 2.12/1 Rev 6; Guidelines
on a Medical Devices Vigilance Sys-
tem come into effect.

This year also saw a public con-
sultation on the proposed recast of
the In vitro Diagnostic Medical
Devices (IVD) Directive (98/79/EC)
and a public consultation by the
Department of Health and Children
(DoHC) on the proposed legislation
for distributors of medical devices.

In this edition we are pleased to
feature an article kindly provided by
Mr. Ronnie McDermott of the

National Medical Devices Equip-
ment Management Committee. This
article provides an overview of the
National Medical Devices/Equip-
ment Management Policy and Guid-
ance.

We also feature an article on the
traceability of medical devices and
an overview of the revision of med-
ical device manufacturer post mar-
ket surveillance audit fees.

Updates on European meetings
attended by the IMB are also provid-
ed.

As always, readers are encour-
aged to provide feedback particular-
ly in relation to articles that may be
of interest by contacting us at
mmeeddiiccaallddeevviicceess@@iimmbb..iiee.

Finally, we would like to wish all
our readers a very happy and peace-
ful Christmas.

Letter from the Editor
Welcome to the third and final edition of the medical devices 

newsletter for 2010. 
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Effective Traceability of Medical Devices
As Competent Authority for medical devices in Ireland, the IMB receives notification of field safety corrective actions

(FSCAs) carried out on the Irish market through the medical device vigilance system. 

FSCAs are carried out to reduce the
risk associated with the use of

medical devices on the market. The
effectiveness of FSCAs can be ham-
pered by poor traceability of devices.
The IMB distributed safety notice
SN2010(09) “Effective traceability of
medical devices” in August 2010 to
highlight the importance of and to
provide recommendations on the
implementation of effective trace-
ability measures by all groups
involved in the manufacture, distri-
bution, prescription, servicing, re-
processing and use of medical
devices in Ireland.  Manufacturers are
obliged to have a traceability system
in place throughout the manufactur-
ing process to meet the requirements
of the Medical Devices Directive
MDD 93/42/EC, Active Implantable
Medical Devices Directive AIMD
90/385/EC and the In Vitro diagnos-
tic Medical Devices Directive IVDD
98/79/EC. Medical devices must con-
tinue to be traceable once placed on
the market to allow them to be locat-
ed and accounted for at all times and
all groups involved in the lifecycle of
the device have a role in achieving
this. 

An understanding of the intend-
ed use and the lifecycle of any med-
ical device in use is essential in estab-
lishing an effective traceability sys-
tem. A risk-based approach should be
used for determining the level of
traceability applicable to different
medical devices. 

The safety notice issued by the
IMB includes some general recom-
mendations for ensuring good trace-
ability of medical devices as well as
specific recommendations for
devices in a hospital or community
setting and for device distributors
and users.  The IMB recommends:-

• The implementation of a compre-
hensive medical device and equip-
ment management system (e.g.
computerised database) in all hos-
pitals to capture all aspects per-
taining to the device lifecycle.
There are a number of policies and

• Healthcare staff, prescribers and
patients should: 
– complete and return all warran-
ty and/or registration cards sup-
plied with medical devices 

– inform the relevant contact of
any changes to patient/device
information

– participate in any device regis-
tration scheme/asset register in
place for the medical device

• A procedure should be in place to
provide guidance on the informa-
tion that should be recorded when
an incident involving a medical
device occurs.  This is essential to
allow a timely and thorough
investigation to be carried out.  

• All ‘Acknowledgment Forms’ are
returned to the manufacturer or
distributor when field safety cor-
rective actions are being carried
out.

• All medical devices should carry a
CE mark* and should be pur-
chased from a reputable supplier
who can provide the relevant sup-
port and traceability. 

* Per Article 4 of Medical Devices
Directive MDD 93/42/EC and Active
Implantable Medical Devices Direc-
tive AIMD 90/385/EC, medical
devices intended for clinical investi-
gation and custom-made devices are
not required to bear the CE marking.
Similarly, per Article 16 of the In
Vitro diagnostic Medical Devices
directive IVDD 98/79/EC, devices
other than devices for performance
evaluation must bear the CE mark-
ing of conformity.  

The safety notice also includes a
number of case studies, which pro-
vide examples of issues the IMB has
observed with different types of
medical devices as a result of poor
traceability. SN2010(09) “Effective
traceability of medical devices” can
be found on the IMB website
wwwwww..iimmbb..iiee. 

guidance documents available
that provide recommendations
for medical equipment manage-
ment such as the Health Service
Executives’ “Medical Devices/Eq-
uipment Management Policy”
document (Document Reference
Number OQR030 and  “Medical
Devices/Equipment Management,
Compliance with the HSE’s Med-
ical Devices Equipment Manage-
ment Standard, Guidance for
Service Areas” document (Docu-
ment Reference Number OQR031)

• The implementation of a comput-
erised system for tracking of all
medical devices in use in a com-
munity setting.  This should also
include devices used for Point of
Care Testing in Primary and Com-
munity Care settings. A similar
system should be implemented by
distributors. 

• All relevant information relating
to the patient and the specific
devices should be added to the
database system including:
– device specific information
including individual identifica-
tion number, lot number, man-
ufacturer contact details,
instructions for use, mainte-
nance log and schedule 

– user/patient/customer informa-
tion including contact details

• Individuals should be identified
who have overall responsibility
for keeping device related infor-
mation in the computerised sys-
tem up to date. 
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This post-market surveillance
activity forms part of the review

of manufacturer’s compliance to the
EU Directives and related Irish legis-
lation by the IMB. The IMB has an
obligation to ensure that the med-
ical device legislation in Ireland is
complied with by manufacturers of
medical devices in Ireland and that
those medical devices placed on the
Irish market comply. One of the
ways that the IMB has met this obli-
gation since becoming the Compe-
tent Authority is by conducting post
market surveillance audits of Irish
medical device manufacturers.  The
aim of the audit is to ensure that the
medical device manufacturer is
complying with the essential
requirements and schedules of the
medical device legislation and relat-
ed statutory instruments.

An audit by the IMB does not
mean that there has been a breach
of the legislation. It may be part of a
proactive programme of surveillance
deemed necessary by the IMB. Post-
market surveillance audits can be
initiated from a number of sources: 

• IMB Post market surveillance/
compliance plan

• Concerns raised in relation to
specific medical device vigilance
issues

• Changes in legislation
• Complaints received about CE
marked products

• Post-market surveillance sam-
pling across a specific technology
/ sector

• Receipt of information from
internal / external sources

• Requests from other Competent
Authorities

• The IMB register of medical
devices

• Any other source that may arise
from time to time

Post-market surveillance audits are
carried out by either:

• Proactive surveillance audits
• ‘For cause’ audits 

In relation to “for cause” audits, an
audit fee plus associated auditor
expenses and subsistence was intro-
duced in January 2009. In relation
to all other medical device manu-
facturer audits, this audit fee plus
associated expenses and subsistence
was introduced in January 2010.
However, it should be noted that a
recent update has been made to the
fee structure for IMB audits of med-
ical device manufacturers. With
immediate effect a fee exemption
has been introduced for manufac-
turers with 20 or less employees. For
manufacturers who employ over 20
employees the audit fee will be
charged, however there will be no

additional charge for the associated
expenses and subsistence. There has
been no change to the fee structure
in relation to “for cause” audits.
This fee structure is summarised in
the table below.

For further information in rela-
tion to the IMB medical device audit
process please consult the “Guide
for Medical Device Manufacturers
on Auditing by the Irish Medicines
Board to the Medical Device Regula-
tions”. Further information in rela-
tion to fees for medical device audits
may be found in the IMB’s “Guide
to Fees”. Both of these documents
may be downloaded from the IMB
website at wwwwww..iimmbb..iiee. Please note
that the Guide to Fees is updated
annually and revised versions are
uploaded in January of each year.  

Revision of Medical Device Manufacturer Post Market
Surveillance Audit Fees

As the Competent Authority for medical devices in Ireland, the Irish Medicines Board (IMB) conducts post-market 

surveillance in relation to products manufactured by Irish based manufacturers and products placed on the Irish market.

Company Size Type of Audit Audit Fee Charge Expenses Charge

Less than 20 employees Proactive No No
More than 20 employees Proactive Yes No
All companies “For Cause” Yes Yes
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defined and clear lines of account-
ability throughout the organisa-
tion should be established.

• A comprehensive organisation-
wide policy on the management
of medical devices should be in
place.

• A medical equipment manage-
ment system e.g. computerised
database for the purpose of Equip-
ment Asset Register/tracking and
record keeping.

• Acceptance checks should be car-
ried out on all newly delivered
medical devices/equipment.

• All new devices should be subject
to an ‘acceptance procedure’
before being put into use.

• All medical devices issued for
reuse are subjected to perform-
ance verification checks prior to
issue.

Additional safety notices relating to
medical devices/equipment manage-
ment  have been issued by the IMB
to address such aspects as the pro-
curement and commissioning of
medical equipment, the prescribing
of medical devices/equipment for
use in the community setting and
others such as point of care testing
guidelines all of which progress the
recommendation for effective med-
ical devices/equipment management
in the provision of healthcare servic-
es.

Further evidence of the need for
equipment management is support-
ed by the Commission on Patient
Safety and Quality Assurance (the
Commission). In the Commissions
report of 2008 Building a Culture of
Patient Safety the importance of a
‘quality and safety culture’ is recog-
nised. The Commission’s recom-
mendations, which were endorsed
by Government, provided direction
on how to build a patient safety cul-
ture and recognised the importance
of national standards for quality and
safety in this process. The manage-
ment of medical devices/equipment

is a necessary contributor in build-
ing a patient safety culture by way of
a standards based approach that will
encourage the attainment of a quali-
ty assured service delivery in the
provision of patient care.

The Health Information and
Quality Authority (HIQA) is the
independent authority which has
been established to drive continuous
improvement in Ireland’s health and
social care services. The authority
was established as part of the Gov-
ernment’s overall Health Service
Reform Programme and has the
national statutory role for develop-
ing standards for the quality and
safety of healthcare services (exclud-
ing mental health services). HIQA
has recently released for consulta-
tion proposed new national stan-
dards for the quality and safety of
healthcare services in Ireland titled
“National Standards for Safer Better
Healthcare”. These draft national
standards have been developed to
describe quality and safety require-
ments for healthcare service pro-
viders (except mental health servic-
es) and are centred on eight themes
that promote the progression to a
quality assured safe service. The
need for management of medical
devices/equipment is recognised
across a number of the themes with
particular emphasis included within
the theme “Safe Care” where there is
a requirement for service providers
to develop, implement and monitor
relevant programmes to maximise
the safety and quality of core care
processes for equipment and med-
ical devices management.

The National Policy Initiative

In response to various internal rec-
ommendations and taking account
of the range of external recommen-
dations and guidelines on the need

Background

Today’s healthcare sector has seen
an increase in the availability,

complexity and demands for the use
of new medical technology in the
provision of quality patient care. An
increasing amount of medical
devices/equipment are being used to
support the delivery of care in both
Hospital and Primary Care settings.
The availability of such devices
assists greatly in the ability of
healthcare organisations to effec-
tively monitor, treat and support the
care of service users in the manage-
ment of their medical conditions. It
also allows for the management of
care in a community setting and
facilitates self care for patients in
many instances. This provides many
benefits and new treatment options
but results in new types of risks and
challenges in ensuring medical
devices/equipment are managed and
used appropriately, effectively and
safely in the provision of quality
patient care. 

External Drivers

It is recognised that medical
devices/equipment should be sub-
jected to an effective management
process that provides a safe quality
assurance programme for the use of
medical devices/equipment through-
out healthcare institutions.

In recognition of this the Irish
Medicines Board who is the Compe-
tent Authority for medical devices in
Ireland issued  two medical device
Safety Notices (SN2003-08 and
SN2003-09) in December 2003  pro-
viding recommendations to address
equipment management in organi-
sations that use medical devices.  

Some of the principal recom-
mendations of these notices include:

• The responsibility for manage-
ment of medical devices within
an organisation should be clearly

HSE Launches National Medical Devices/Equipment Management Policy
and Guidance

Progressing compliance with standards and promoting best practice in the management of medical devices/ 

equipment together with enhancing the delivery of a quality assured patient centred care.

continued on following page
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continued on following page

for an organisation wide approach
for the management of medical
devices/equipment, the HSE in 2008
established a National multi-disci-
plinary project group under the
Office of Quality and Risk in the
Directorate of Quality and Clinical
Care (QCCD) to develop guidance
for institutions that would outline
best practice in relation to the man-
agement of medical devices/equip-
ment.

The outcome of the project was
the publication of a policy document
titled HSE Medical Devices/Equipment
Management Policy (incorporating the
Medical Device/Equipment Manage-
ment Standard) for the management
of Medical Devices/Equipment with-
in the HSE. The policy was signed off
by the HSE board in November 2009
and launched by the Minister for
Health and Children, Mary Harney
TD in April 2010. The policy pro-
gresses compliance with require-
ments of legislation and guidance
from the European Union (EU), the
Health Information and Quality
Authority (HIQA), the Irish Medi-
cines Board (IMB), the Health and
Safety Authority (HSA), the National
Standards Authority of Ireland
(NSAI) and the Electro-Technical
Council of Ireland (ETCI), including
the Technical Committee 10 (TC10)
of ETCI in matters related to the
management of medical devices/
equipment. 

The Implementation Structure

The policy is led nationally by Mr.
Brian Gilroy, Director of Corporate
Services and the implementation is
being led by Ms. Marie Kehoe, Lead
for Quality Function, Office of Qual-
ity and Risk, Mr. Stephen Lynch,
Assistant Director of Logistics and
Inventory Management; and Mr.
Ger Flynn, Head of Clinical Engi-
neering, Cork University Hospital.

A national committee is estab-
lished together with four regional
“Medical Devices Equipment Man-
agement Committees” that are rep-
resentative of the new HSE regional
structures. The committees are pop-
ulated with representatives from a
senior management level of various
professions / disciplines from across
the acute and community service to

ensure that the policy is implement-
ed in an effective coordinated man-
ner. 

The chairpersons of the respec-
tive committees are:-

National Committee – Mr Ger Flynn. 
HSE Dublin Mid Leinster – Mr Peter  
Grainger.

HSE South – Mr Seamus Guiry.
HSE West – Mr Paddy McGowan.
HSE Dublin North East – Mr Ronnie 
McDermott.

The corner stones for the successful
implementation of the policy are the
establishment of “Local Medical
Devices Equipment Management
Committees” at institution level.
The local committee will work close-
ly with their relevant regional com-
mittee which in turn will report into
the national committee that will
have responsibility for formulating
the planning, delivery and perform-
ance management of the policy.  

The overall objective is to pro-
vide a HSE organisation wide frame-
work for the management of Med-
ical Devices/Equipment and that the
highest standards of device safety,
risk management and financial effi-
ciency are realised in the manage-
ment of the device. The policy aims
to minimize related hazards, to
ensure that employees are properly
trained and competent in the use of
Medical Devices/Equipment, that
devices are maintained in a safe and
reliable condition, are quality
assured and subjected to asset man-
agement that is inclusive of device
history and tracking. 

Policy Statement 

It is the policy of the HSE to ensure
that a formal system to manage
medical devices is established in the
HSE. The HSE is committed to ensur-
ing that uniform policy, standards
and procedural guidance are imple-
mented to support the development
of a system which assures a designat-
ed coordinated approach for the
management of Medical Devices/
Equipment throughout the organi-
sation. This is essential to ensure
patient safety through clinical and
social care governance, risk manage-
ment and quality assurance of Med-

ical Devices/Equipment and in
achieving Value For Money (VFM)
by way of effective use of resources. 

The policy promotes the use of a
standards based approach which will
instil a safer, more efficient, and
high quality management of all
medical devices/equipment. Good
management will involve all aspects
of the lifecycle of medical
devices/equipment inclusive of qual-
ity assurance programmes. 

Statement Of Standard

“There is a system in place which
ensures that all risks associated with
acquisition and use of Medical Devices
and Equipment are minimized.”

The policy provides a framework
for an integrated medical devices
and equipment management sys-
tem, comprising a statement of over-
all standard together with support-
ing criteria.

The standards are made up of 7
elements with 26 supporting criteria
that reflect the elements of a higher
level management model describing
a ‘system of internal control’. 

The main elements of the model
are:

• Communication and Consulta-
tion.

• Accountability.
• Core Processes and Programmes.
• Capability.
• Outcomes.
• Monitoring and Review.
• Independent Assurance.

Guidance in relation to the criteria is
available to support the achieve-
ment of the standard. Each of the 26
criteria reflects the elements of a
higher level management model
describing a ‘system of internal con-
trol’ for a healthcare organisation.

Assessment Of Compliance With The
Standard.

A self assessment tool will accompa-
ny this standard. All service areas are
required to conduct a self assessment
against the standard on an annual
basis. The outcome of this self assess-
ment will determine the areas
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requiring improvement. These areas
will be the focus of quality improve-
ment plan development and the
implementation of such plans will
be the subject of monitoring and
review.

Summary

With the need for fully integrated
health services across the hospital
and community setting together
with the growth in the PCCC infra-
structure, it has become increasingly
apparent and is now imperative,
both from a risk perspective and
ensuring the delivery of safe quality
patient care, to have in place a clear-
ly defined policy for the manage-
ment of medical devices throughout
the Health Service. 

The strategic objectives are to
provide a more accountable, safe,
quality assured effective service with
respect to the use of medical devices
in the health service and to ensure
that medical technology is appropri-
ate to the existing environment,
contributes to standardisation where
applicable and facilitates the med-
ical technology integration between
primary and secondary care.

Medical devices represent a sub-
stantial asset in the health service
and it is essential to progress assur-
ance that all medical devices are
maintained in a safe and reliable
manner, are suitable for the intend-
ed purpose and that staff are appro-
priately trained in their use.  Inade-
quate decontamination, faulty eq-
uipment, inappropriate use and
poorly trained staff can have major
repercussions for patients. This
national policy creates and strength-
ens the importance of the integra-
tion of medical equipment technol-
ogy utilised throughout the health
service and will contribute to
enhancing the delivery of safe quali-
ty patient care.

The policy applies to all HSE
services and services funded by the
HSE. It also applies to companies
who are contracted by the HSE to
provide services in relation to any

aspect of the management of med-
ical devices. The policy documents
can be accessed using the links
below:

HSE Medical Devices Equipment
Management; Policy and Standard:

hhttttpp::////wwwwww..hhssee..iiee//eenngg//sseerrvviicceess//PPuu
bblliiccaatt iioonnss// ccoorrppoorraattee//MMeeddiiccaallddeevvii
cceesseeqquuiippmmeenntt..ppddff

HSE Medical Devices Equipment
Management; Best Practice Guid-
ance:
hhttttpp::////wwwwww..hhssee..iiee//eenngg//sseerrvviicceess//PPuu
bblliiccaattiioonnss//ccoorrppoorraattee//HHSSEE%%2200MMeeddii
ccaall%%2200DDeevviicceess%%2200EEqquuiippmmeenntt%%2200
MMaannaaggeemmeenntt%%2200BBeesstt%%2200PPrraaccttiiccee
%%2200GGuuiiddaannccee..ppddff

References:

1. Irish Medicines Board, IMB Safety
Notice: SN2003(09) Equipment Manage-
ment- Some Basic Principles of Equip-
ment Management December 2003

2. Irish Medicines Board, IMB Safety
Notice: SN2003(08) Equipment Man-
agement- Guidance for the Maintenance
and Timely Replacement of Medical
Equipment December 2003

3. HSE Medical Devices/Equipment Man-
agement Policy (Incorporating the Med-
ical Devices Management Standard),
OQRO30 2009.

4. Health Information and Quality
Authority (HIQA), Draft National
Standards for Safer Better Healthcare,
Consultation Document September
2010.

5. Commission on Patient Safety and
Quality Assurance (the Commission),
Building a Culture of Patient Safety,
2008

This article was written by Mr. Ronnie
McDermott, Chairperson DNE, on behalf of
the National Medical Devices Equipment
Management Committee.

continued from previous page

HSE Launches National Medical Devices/
Equipment Management Policy and
Guidance

Minister with members of the National Committee

Members of the National Committee pictured at the Launch of the HSE’s National Policy on
Medical Devices/Equipment Management: Left to Right Paddy Mc Gowan, Regional Chair,
West Committee, Marie Kehoe, Area Manager, Quality & Risk, HSE South, Peter Grainger,
Regional Chair, DML Committee, Michael Knowles, Hospital Manager, Naas General Hospi-
tal, Brian Gilroy, National Director for HSE Estates, Minister for Health, Ms Mary Harney, TD,
Stephen Lynch, Assistant Head of Logistics & Inventory Manager, Sandra Phelan, Occupa-
tional Therapist, Dublin North Central, Ger Flynn, Chair National Committee and Ronnie
McDermott, Regional Chair, DNE Committee. 

(Absent National Committee Members, Dr John Keogh, Consultant Anaesthetist Cork Univer-
sity Hospital, Mr John Browner HSE Estates, Mr Seamus Guiry, HSE South and Mr James Gor-
man. HSE Finance DML)

http://www.hse.ie/eng/services/Publications/corporate/medicaldevicesequiptment.html
http://www.hse.ie/eng/services/Publications/corporate/HSE Medical Devices Equipment Management Best Practice Guidance.html
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Medical Devices Vigilance Expert
Group

A meeting of the Medical Device
Vigilance Expert Group was held in
November. The meeting was a one
day meeting including discussion
regarding the recast of the medical
devices directives, the implementa-
tion of MEDDEV 2.12-1 rev 6, the
Coordinating Competent Authori-
ty, the XML Electronic report form,
Field safety notices, trend reporting
and the NCAR exchange process.
Updates on the specific guidance on
high risk medical devices and GHTF
Study group 2 were also provided.

IVD Technical Group

A meeting of the IVD Technical
Group (IVDTG) took place in Sep-
tember.  An update was provided on
the public consultation for the revi-
sion of the IVD Directive
(98/79/EC).  It was noted that a large
number of responses had been
received (the deadline for submissions
was 15th September 2010).  A summa-
ry of responses will be published on
the European Commission website
by December 2010, in addition to all
individual responses, except those
marked as ‘confidential’.  It is antici-
pated that the legal proposal will be
available for the beginning of 2012,
to tie in with timelines for revisions
to the MDD and AIMDD.  

The current status of the addi-

tion of vCJD to Annex II List A was
also discussed. The publication date
for the CTS and the accompanying
guidance document is currently pro-
jected to be July 2011.  

An update was also provided on
the market surveillance operation
for blood glucose meters. The proj-
ect, which was lead by the French
Competent Authority Afssaps, is
now complete and a report of the
findings is available on the Afssaps
website.  Ireland and the UK part-
nered the French agency in the proj-
ect and the report can also be
accessed from the IMB website at
the following link  
hhttttpp::////wwwwww..iimmbb..iiee//EENN//NNeewwss//IIrriisshh--
MMeeddiicciinneess--BBooaarrdd--ppaarrtt iicciippaatteess--iinn--
ccoooorrddiinnaatteedd--PPoosstt--MMaarrkkeett--SSuurrvveeii ll
llaannccee--OOppeerraattiioonn--wwiitthh--FFrreenncchh--aanndd--
UUKK--CCoommppeetteenntt--AAuutthhoorr ii ttiieess..aassppxx??
ppaaggee==11&&yyeeaarr==00&&ccaatteeggoorryyiidd==..

EUDAMED 

The last meeting of the EUDAMED
working group took place in Octo-
ber. The main topic of discussion
concerned IT for Competent
Authorities with implications
regarding the upload of data,  ver-
sioning and ownership of data.
Information exchange between
Notified Bodies and Competent
Authorities and the alignment of
EUDAMED with NBOG document F
2010-1 on certificate notification
were also discussed. The European
Commission and NB-MED are to

continued on following page

prepare a proposal to realise this
exchange. 

E-Labelling

Two meetings of the E-labelling
group took place in Brussels during
September. The European Commis-
sion, various Member States and
industry representatives were present
at the first meeting on 8th Septem-
ber to discuss a draft directive on
electronic instructions for use. The
follow up meeting on 21st Septem-
ber was for European Commission
and Member States only, where the
text for discussion was presented in
the format of a regulation rather
than a directive. The European Com-
mission advised that following sub-
mission of final comments by Mem-
ber States, the document will pro-
ceed for internal consultation at the
Commission.

Compliance and Enforcement Work-
ing Group (COEN)

A meeting of the COEN Working
Group was held in Brussels on Mon-
day 11th October 2010. Updates
were provided by a number of Mem-
ber States on specific market surveil-
lance projects and various issues of
mutual interest.  The COEN project
on glucometers that was led by

Regulatory Update

http://www.imb.ie/EN/News/Irish-Medicines-Board-participates-in-coordinated-Post-Market-Surveillance-Operation-with-French-and-UK-Competent-Authorities.aspx?page=1&year=0&categoryid
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France and involved the Irish and UK
regulatory agencies has now conclud-
ed and the report is available on the
Afssaps website. A link to the report
can also be found on the IMB web-
site.  A new version of the COEN2
form used for confidential communi-
cation between Member States was
agreed. The Commission also updat-
ed the group on the progress of the
legislation to cover electronic
instructions for use for general med-
ical devices, which is expected to be
introduced next year. Progress was
made on the market surveillance
FAQ guide that the group are work-
ing on to ensure consistent applica-
tion of legislation across Member
States. The next meeting of the
COEN group will be held in January
2011.

Working Group on Clinical
Investigation and Evaluation (CIEWG)

The clinical investigation & evalua-
tion working group have met on a
number of occasions in recent
months. There are two primary dis-
cussions at the group currently. First-
ly, the guidance document and sum-
mary template format for serious
adverse event reporting to fulfil the
new requirements of Annex X arising
from the revision to the MDD/AIMD.
In addition, the group is discussing
clinical aspects of the MDD/AIMD
which may be of benefit for the Euro-
pean Commission to consider when
compiling the recast of the
MDD/AIMD. It is expected that two
MEDDEV guidance documents one
on serious adverse event reporting
and the other on clinical investiga-
tions will be published shortly. In
addition, the group are currently
drafting a MEDDEV guidance docu-
ment on post-market clinical follow-
up.

EMA-CAT-NB Coordination Group

The EMA-CAT-NB coordination
group met in September. The objec-
tive of this group is to discuss and
develop guidance on the consulta-
tion of medical device notified bod-
ies during the assessment of device
components which are combined
with advanced therapy medicinal
products i.e. cell therapies, tissue
engineered products, gene thera-
pies. A procedural guidance docu-
ment is in draft and has completed
a public consultation period. It is
hoped that the document will be
finalised before the end of
2010/early 2011.

Competent Authority (CA) Meeting 

The most significant outcome from
the meeting of Competent Authori-
ties for Medical Devices (CAMD) in
Liege, Belgium was the establish-
ment of the European Central Man-
agement Committee for medical
devices. In addition, the European
Commission provided an interesting
update on the proposed recast of the
Directives relating to medical
devices. 

Further discussions were held on
the issues identified relating to the
recast of the IVD Directive, which
has been recently subject to a public
consultation process. Responses to
this consultation and a European
Commission (EC) summary are
expected to be published before the
end of 2010.
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The EC also provided an update
on its draft interpretive document
relating to placing on the market.

The IMB made presentations to
the meeting on best practices for the
CAMD, financing of competent
authorities and on the EMA-CAT-NB
coordination group relating to com-
bined advanced therapy medicinal
products.

Central Management Committee
(CMC)

A European Central Management
Committee for medical devices was
established. The CMC has been
formed to ensure the effectiveness
and continued development of the
regulatory system for medical devices
through achieving greater consisten-
cy in the interpretation and imple-
mentation of the legislation and by
improving decision making mecha-
nisms. The rules of procedure of the
CMC are available at
hhttttpp::////pprreessiiddeennccyy22001100..ffaammhhpp..bbee//gg
aalllleerryy//ddooccuummeennttss//ccaammdd//ccmmcc--rruulleess--
ooff--pprroocceedduurree--vv11--eennddoorrsseedd--iinn--lliiaaggee--
bbeellggiiuumm--sseepptteemmbbeerr--2222nndd--22001100..ppddff
The first formal meeting of the
CMC was  held in Brussels on the
1st December 2010.

Notified Body Operations Group
(NBOG)

The NBOG meeting took place in
November. Discussions were held
on which NBOG/MEDDEV guid-
ance documents relating to notified
bodies for medical devices would
require further update and revision.
The NBOG best practice guide on
issuance of certificates has just
undergone revision to align with
2007/47/EC but is now to undergo a
more substantial revision. Updates
were also provided on the review of
designation scopes of notified bod-
ies, updates to the NANDO database
and on the peer review programme
for designating authorities.

http://presidency2010.famhp.be/gallery/documents/camd/cmc-rules-of-procedure-v1-endorsed-in-liage-belgium-september-22nd-2010.pdf

