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This Committee was appointed
by the Minister for Health &

Children and aims at providing
guidance and assistance to the
IMB on matters pertaining to the
safety and quality of medical
devices. It is a significant land-
mark in the development of the
Medical Devices Department at
the IMB.

Also included in this issue is an
article on tissue engineering prod-

ucts, which outlines the current
state of play and gives an insight
into what the future holds from a
regulatory perspective. This issue
also includes topics relating to
device classification, performance
evaluation and intended purpose
for medical devices.

Again, if you feel you have an
article you wish to contribute to
the newsletter, please contact us at
medicaldevices@imb.ie.

E D I T O R I A L

Letter from the Editor
In this issue, we are pleased to formally announce the establishment of a 

Scientific Committee known as the Advisory Committee for 

Medical Devices (ACMD). 
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It has been brought to our
attention by medical pro-

fessionals that they have
concerns about the use of
some medical devices by
non-professionals in Ire-
land. For example, patients
who have been treated for medical
conditions such as, for example, acne
with lasers or pulsed light therapy have
subsequently consulted medical pro-
fessionals for treatment of burns which
may be attributed to the use of the
devices in question.

The safety and quality of medical
devices are regulated by the Medical
Devices Directive 93/42/EEC and the
related Irish regulation S.I. No. 252
of 1994 concerning medical devices.

Article 1, 2 (g) of the Directive
states “the intended purpose means

the use for which the device is
intended according to the data sup-
plied by the manufacturer on the
labelling, in the instructions and /or
in promotional materials”

Section 13.1 of Annex I of the
Essential Requirements outlines the
information, which is to be supplied
by the manufacturer. It states that
“each device must be accompanied
by the information needed to use it

Reporting of Adverse Incidents resulting from Use of Medical
Devices

safely and to identify the
manufacturer, taking
account of the training
and knowledge of the
potential users”

The IMB would like to
remind manufacturers

that:
• It is the responsibility of the man-

ufacturer to ensure that adequate
information and training must be
given to the user to ensure safe use
of the device.

• It is the responsibility of the man-
ufacturer to report all adverse inci-
dents related to use of the device in
Ireland to the Medical Devices
Department of the Irish Medicines
Board (IMB). 

• Although user reporting is not
mandatory, it is strongly encour-
aged by the IMB.

(MDEG) at the end of October, 2003. Ini-
tial discussions also took place at the IVD
Annex II Working Group in relation to
batch release for annex II products. Is is
expected that a new paper will be pre-
sented on this issue by the European
Diagnostic Manufacturers Association.
(EDMA) in due course.

As can be seen from the article on tis-
sue engineering, the initial discussions
on principle and scope for such a Direc-
tive are underway. Further details can be
found in the article on tissue engineering
in this issue.

A meeting took place of the Notified
Body’s Operations Group (NBOG). The
designating authorities handbook has
been completed by NBOG and the final
version will be presented to MDEG in
October 2003. The aim of the handbook
is to ensure that there is a consistent
approach to designation and monitoring
of Notified Bodies by the European Com-
petent Authorities.

Anumber of issues have made progress
in the last few months. The

EUDAMED databank development has
advanced at a significant pace with the
successful completion by Member States
of a pilot study to test for uploading of
registration data in relation to all med-
ical devices including in-vitro diagnostic
medical devices. This pilot also involved
the uploading of fictitious data in rela-
tion to inter Competent Authority
reports. It is expected that the system
will go live on the 1st January 2004. This
will have a significant impact on regis-
tration for IVD manufacturers and their
devices as the need to notify all Member
States if a product goes on the market
will cease and only the Member State
where the manufacturer resides will need
to be notified.

Significant progress was made at the
IVD Borderline Working Group in rela-
tion to the development of Med.dev
guidance on the borderline area between
IVD’s, medical devices and other legisla-
tion. The final draft of this was formally
presented to the Medical Expert Group

The Market Surveillance Operations
Group (MSOG) have made progress in
developing a number of guidance docu-
ments for class I medical devices, custom
made devices, miracle products and dis-
tributors and importers. It is envisaged
that these will be completed in Spring of
2004. 

The second workshop for Accession
countries sponsored by the European
Commission will take place in December
2003. It will involve the provision of
training in relation to vigilance and post
market surveillance for medical devices.
It is intended that the programme will
cover areas like auditing and vigilance.
The aim is to provide training and assis-
tance to Accession countries before the
Accession date of May 2004.

A meeting for European Competent
Authorities and Accession countries took
place in Rome at the end of October. This
forum is used to allow Competent
Authorities to discuss areas of potential
concern amongst themselves. During
Ireland’s Presidency of the EU, the IMB
will host a meeting in Dublin on the
12th and 13th January 2004.

Regulatory Update
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The function of the committee is to
assist in providing advice and guid-

ance to the IMB on matters pertaining
to the safety and quality of medical
devices. 

Chosen from a number of different
sectors including Clinical Engineering,
in-vitro Diagnostics, Dentistry, Nursing
and Tissue Engineering, the committee
comprises of 12 independent experts
who have been appointed by the Min-
ister for Health & Children for a five
year term. Mr. Wilfrid Higgins has been
appointed Chair of the Committee. 

Pat O’Mahony, CEO of the IMB wel-
comed the new Committee and
expressed his gratitude to its members
for their participation. “Thirteen of the
world's top 25 medical devices and
diagnostics companies have manufac-
turing plants in Ireland. This sector is
expected to directly employ over
22,000 people by the end of 2003
equating to 9% of the countries’ manu-
facturing workforce. It is against this
background that I particularly welcome
the establishment of the ACMD which
brings together some of Ireland’s most
well respected and expert practitioners
in their fields. I welcome and am grate-
ful to the committee members for
agreeing to contribute to the work of
the IMB.”

The ACMD will meet on a quarterly
basis, with special meetings convened
at the request of the Chairman or the
IMB. The ACMD is accountable to the
Board of the IMB. The IMB became the
competent authority for active
implantable, general and in-vitro diag-
nostic medical devices in 2001. Ms.
Ann O’Connor is Director of the Med-
ical Devices Department at the IMB. 

The term medical device covers a
wide range of products, not including
medicines, used in healthcare for the

PRESS RELEASE: PRESS RELEASE: PRESS RELEASE: 24th September 2003 PRESS RELEASE: PRESS RELEASE: PRESS RELEASE:

Inaugural Meeting of Government Appointed Advisory
Committee for Medical Devices

The newly appointed Advisory Committee for Medical Devices (ACMD) of the Irish Medicines Board (IMB) 

held its inaugural meeting today, 24th September 2003.

diagnosis, prevention, monitoring or
treatment of illness or handicap. The
term also covers in-vitro diagnostics
test kits, reagents, calibrators and relat-
ed software. Medical devices manufac-
tured in Ireland include pacemakers,
microelectronic devices, orthopaedic
implants, contact lenses and stents.

For further information: 
Kerryann Conway / Jackie Hender-

son Weber Shandwick FCC. Tel: 01
6760168

performance evaluation studies in lab-
oratories for medical analyses or in
other appropriate environments out-
side his own premises.”

The definition of “Performance Eval-
uation” as per EN 13612, the European
standard on performance evaluation is:

“an investigation of the performance
of an in-vitro diagnostic medical device
based upon data already available, sci-
entific literature and / or performance
evaluation studies.”

Q1: Why is there an Expiry Date on a Cer-
tificate of Free Sale?

The reason for having an expiry date on
the Certificate of Free Sale is purely for
administrative purposes and is a method
of controlling these documents. There-
fore, the manufacturer must use the Cer-
tificate of Free Sale within this timeframe.
At the end of December 2002, the IMB
decided to extend the expiry date on Cer-
tificates of Free Sale for medical devices

by one year. This means all Certificates of
Free Sale issued by the IMB Medical
Devices Department will have a two-year
expiry date.

Q2: What is a Performance Evaluation?
As per the Article 1 (e) of the Directive,
98/79/EC a device for performance evalu-
ation means: 

“any device intended by the manu-
facturer to be subject to one or more

Frequently Asked Questions
Q U E S T I O N S  R E L AT I N G  T O  C E R T I F I C AT E  O F  F R E E  S A L E / P E R F O R M A N C E  E VA L U AT I O N

A list of Members of the Advisory Committee for Medical Devices is printed on the following page
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Back Row:

Tissue Engineering:
Dr. Tim McGloughlin, Assistant Dean, Health Sciences
B.E.(Mech), M.Eng.Sc.(NUI), Research
Ph.D.(Dublin), CEng, FIEI. Senior Lecturer, Biomedical Engi

neering, University of Limerick
Fellow, Royal Academy of Medicine
of Ireland
Member, European Society of Bio
mechanics

Physicist:
Professor Wil van der Putten, Chief Physicist, Western Health
MSc, PhD, FIPEM, FCCPM Board

Adjunct Professor, Department of 
Physics, UCG

Nursing:
Maureen Darcy Theatre Manager, AMNCH

Biomaterial Engineering:
Dr. Brendan McCormack, BE Head of School of Engineering, 

Sligo Institute of Technology
Secretary, Section of Bioengineeri
ng, Royal Academy of Medicines in
Ireland

In-vitro Diagnostics:
John O’Mullane, BSC, MSc, Consultant Clinical Biochemist,
PhD, FRCPath., EurClinChem., Cork University Hospital
SRCS

Dental:
Professor Robert J. McConnell, Head, University Dental School &
BDS, FFDRCSI, MA, PhD Hospital, Cork University Hospital

Surgery:
Professor Arthur Tanner, BA., Consultant General Surgeon,
MD., FRCSI. AMNCH

Director of Surgical Affairs, RCSI
Secretary, The Irish Surgical Post
graduate Training Committee 
(ISPTC)

Front Row:

Medicine:
Dr. Geoffrey Chadwick, MD., Consultant General Internal & Res-
BSc., FRPI, MBA piratory Medicine, St. Columcille’s 

Hospital
Director, UCD Centre for Medical 
Education

Board Member:
Aideen Murphy, BSc(Pharm), Board Member, IMB
MPSI Member of the Council of the 

Pharmaceutical Society of Ireland

Department of Health & Children:
Mr. Wilfrid J. Higgins, B.E., Engineering Advisor, DOH&C
M.B.A., M.Sc. C.Eng. FIEI. Irish Member EC Medical Devices 

Expert Group
Irish Delegate Medical Device Reg
ulatory Committee
Chairman Medical Exposures Advi
sory Committee
Member Healthcare Standards 
Committee
Member Electro Technical Council 
of Ireland TC10

Clinical Engineering:
Maebh Smith, BA, BAI, MSc Principal Clinical Engineer

Department of Medical Physics 
and Clinical Engineering, Beau
mont Hospital
Chairperson, Biomedical Division, 
IEI
Secretary, IPEM Clinical Engineer
ing Group

Anaesthetist:
Dr. John Keogh Consultant Anaesthetist, Cork Uni

versity Hospital

Advisory Committee for Medical Devices (ACMD) Members

The Medical Devices Department of
the IMB will be launching the On-

Line Vigilance Reporting System for
Manufacturers of Medical Devices this
month.  A pilot study of the system will
run until 31st December 2003. This
pilot will involve:

• the set up of the system at manufac-
turing sites

• training in the use of the system 
• the submission of fictitious Initial

Vigilance, Final Vigilance Reports

and Recall Reports by the manufac-
turers

In January 2004, following the feed-
back from the users of the system, all
test data will be deleted before the
online reporting system  "goes live" in
February 2004.

If your organisation is interested in
reporting vigilance issues on-line and /
or is interested in taking part in the
pilot testing, we request that you com-
plete the “On Line Vigilance Registra-
tion Form” that can downloaded from

the news section of our website med-
icaldevices@imb.ie. 

Early completion and submission of
the "On Line Vigilance Registration
Form" will ensure that your organisa-
tion is set up for submitting vigilance
reports before the launch date of the
system.  The Medical Devices Depart-
ment will not be charging for this new
facility.  For further information, please
contact Sinead Carty at medicalde-
vices@imb.ie or Kevin Horan in our IT
Department at kevin.horan@imb.ie or
by telephone at 01-6764971.

On-Line Vigilance Reporting System for Medical Device Manufacturers
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The Irish Medicines Board (IMB) in
assocation with the Irish Medical

Devices Association (IMDA) held a suc-
cessful conference targeted at Ireland's
in-vitro diagnostic (IVD) medical device
manufacturing sector on Monday 08
September 2003 in the IBEC Offices,
Baggot Street, Dublin 2.

The event, attended by over 90% of
the countries in-vitro diagnostic manu-
facturing companies, focused on the
practical aspects of the implementation
of the IVD Directive and discussed
issues of mutual concern.

Presentations were made on the fol-
lowing topics:

• Introduction to In-vitro Diagnostic
Medical Devices Legislation

• Registration of all IVD’s and Key
Issues to Date.

• Outcome of IVD Visits and Key Issues
Arising

• The National Vigilance System for
IVD’s

Following the presentations, two work-
shops took place on “Vigilance Issues”
and “How to Handle Recalls”. These

M A N U F A C T U R E R S I S S U E S

In-vitro Diagnostic Medical Device Information Day

The method by which device classifi-
cation is determined is clearly out-

lined in Annex IX of Directive
93/42/EEC concerning general medical
devices and is further elaborated in the
MED.DEV guidance “MED.DEV 2.4/1
Rev 8 Guidelines for the Classification of
Medical Devices”. This does not address
in-vitro diagnostic medical devices.

The difference between each class is
based on perceived risk and the classifi-
cation also determines the correct choice
of conformity assessment to follow.

Classification is determined based on a
series of eighteen rules that lay down the
basic principles of classification.

The rules are outlined in Annex IX of
the Directive and related Irish Regula-
tion. The rules are further explained in
the MED.DEV 2.4-1 Rev 8. Annex IX and
the related guidance also outline five key
characteristics that must be considered
by a manufacturer in his determination
of the correct classification. They are as
follows:

• Duration of contact of the device with
the patient

• Degree of invasiveness
• Whether or not the device is re-usable
• Whether or not the device is active
• Part of the body affected by the device

or where the device will be used

It is the manufacturer’s responsibility to
determine the classification of his
devices. This allows the manufacturer to
either notify the relevant Competent
Authority regarding the register of Class
I devices or select a Notified Body with
the ability to carry out the appropriate
conformity assessment procedure.
Where required, the Notified Body then
confirms the classification before the
process of conformity assessment
begins.

In the event that the manufacturer
and the Irish Notified Body cannot agree
on the classification either party can
refer the matter to the IMB in its role as
Competent Authority. The IMB then, if
possible, determines the classification.

This is known as “arbitration”. Once the
classification of the product is defined by
the IMB, the Notified Body and the man-
ufacturer proceed with the conformity
assessment process.

Guidance may also be sought by a
manufacturer on the correct classifica-
tion of his device prior to submission of
an application for CE marking to a Noti-
fied Body or prior to notification regard-
ing the register of Class I devices.

In order to assist manufacturers and
the Irish Notified Body, the National
Standards Authority of Ireland (NSAI),
the IMB has prepared a form for submis-
sion of requests for classification of med-
ical devices or borderline products. The
relevant form is DSF-8-01-01/1. This
should ensure that the correct and
appropriate information is submitted
and it should also prevent requests for
additional information, which may
delay the process. DSF-8-01-01/1 can be
downloaded from the website at
www.medicaldevices.ie.

were found to be beneficial to those
who attended and dealt with the prac-
tical aspects of implementation of the
legislation.

For reference, a copy of the IMB pre-
sentations can be found at
www.ibec.ie/imda under the News Sec-
tion.

Classification of Medical Devices
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There have been many attempts to
define the term tissue engineering.

One such definition is as follows:
“Tissue engineering is the application

of knowledge and expertise from a mul-
tidisciplinary field to develop and man-
ufacturer therapeutic products that
utilise the combination of matrix scaf-
folds with viable human cell systems or
cell responsive bio molecules derived
from such cells for the repair, restora-
tion or regeneration of cells or tissues
damaged by injury or disease.”

Tissue engineering should not be
mixed up with cell therapy, which
involves the isolation of cells from some
appropriate donor and their delivery to
the site of treatment with the minimal
manipulation. 

Regarding the source of cells they may
be either autologous i.e. cells derived
from patients themselves or allogenic
i.e. cells derived from another source
and may be either fully differentiated or
progenitor / stem cells. Xenogenic cells
are currently disallowed i.e. cells of ani-
mal origin.

The process of tissue engineering may
take place in-vitro, in-vivo or by a combi-
nation of both processes. It involves the
following components:

• Human derived cells
• Material support
• In-vitro bio-reactor
• Gene transfection

• Biomolecules for cell signalling
• Tissue constructs for incorporation

into the host.

The incorporation into the host will
carry different risks when allogenic cells
are used compared to autologous cells. 

Currently at EU level there is no regu-
latory framework to control these prod-
ucts before they are placed on the EU
market. This is not unusual, as the FDA
have not yet put in place regulatory
controls. Over the past few years the EU
Commission sought and received an
opinion on 01 October 2001 from the
EU Scientific Committee on Medicinal
Products and Medical Devices on “The
State of the Art concerning Tissue Engi-
neering”. In July 2002, the EU Commis-
sion launched a public consultation
about “the need for a legislative frame-
work for human engineering and tissue
engineering products” so as to comple-
ment current rules in relation to medic-
inal products and medical devices and
donation an procurement of human tis-
sues and cells. There were 51 contribu-
tions from interested parties including
Government / Institutional Bodies in
the EU, industrial associations and
researchers / experts. Resulting from this
early work consideration is now under-
way to develop a regulatory framework
to review these products before they are
placed on the market.  

The general principles that will be
considered in the preparation of legisla-
tion will more than likely involve:

• An integrated quality management
system

• Risk management 
• Product performance

Consideration will also be given to
defining the pre-clinical and pre market
clinical studies. Early discussions are
also underway in relation to the proce-
dure for marketing authorisation. At
this stage a centralised procedure is
favoured involving the European Medi-
cines Evaluation Agency (EMEA). The
current view is that a new scientific
committee will be put in place at the
EMEA, which will specifically deal with
these new products. 

Further discussions will be held at the
EU Commission with relevant interest-
ed parties over the coming months to
assist with the development of a suit-
able regulatory framework, which will
take into consideration the innovative
nature of tissue engineered products. A
Regulation will more than likely be used
as the legal instrument. It is not expect-
ed that the first draft of such a Regula-
tion will be available before the end of
2003 as more detailed discussion is
required on many issues particularly the
scope and principles of such a regulato-
ry mechanism.

Guidance Note Issue Date

Guidance Note 11: Issue to consultation 

Introduction to the In-vitro Diagnostic Medical Devices (IVD) Legislation November 2003

Guidance Note 14:

Guidance Note for Custom-Made Medical Device Manufacturers regarding New Revision

Compliance with the Requirements as outlined in S.I. No. 252 of 1994 September 2003

European Communities (Medical Devices) Regulations, 1994

Guidance Note 15: New Publication

Classification of Medical Devices August 2003

G U I D A N C E N O T E S

Guidance Notes Update

Tissue Engineered Products
E D I C I N E

PAGE 6


