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Diary  of up coming events

This will affect a
number of Irish

manufacturers of
such products and
also the end user,
normally the health-
care professional.
We hope to target
this sector over the
coming months via
site visits to assist
where possible and
ensure that there are
no surprises at the
end of the year.  This
year also should see
the implementation
of the Directive on
medical devices con-
taining derivatives of
human blood and
plasma, which has
recently been trans-
posed into Irish law by way of S.I.
No. 576 of 2002 (see details inside). 

This edition covers a number of key
issues which we have found are aris-
ing in the day-to-day work of the
IMB, namely repair and maintenance
of equipment, how to handle recalls
and how to communicate them to
the IMB. We have also decided to
provide you with an overview of the
use of harmonised standards in asso-
ciation with the medical devices

Directives, which are
categorised as new
approach Directives. 

Our last informa-
tion day on 8th
November at the
Great Southern Hotel
at Dublin Airport
proved very success-
ful. We are including
in this edition some
of the issues that were
raised.  As before if
you wish to con-
tribute to the
newsletter or have
any suggestions,
which may improve
it, these are always
welcome.

Last years newslet-
ters have been
received well and we

have received numerous requests for
the electronic version.  May we
remind you that we intend only to
produce paper copy for a limited peri-
od of time and then move to supply-
ing our newsletter by electronic
means. You can access current and
back copies of all newsletters via the
medical devices website at
www.imb.ie.  Please ensure that you
send us your email details to ensure
you receive your copy.

E D I T O R I A L

Letter from the Editor
Welcome to the first Medical Devices Newsletter of 2003.  

Let us take this opportunity to wish all our readers a very happy and 

prosperous New Year. This year will see the implementation of the in-vitro 

diagnostics Directive on the 7th December 2003.  
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“placing on the market” in rela-
tion to a device as “The first mak-
ing available in return for payment
or free of charge, of a new or fully
refurbished device other than a
device intended for clinical investi-
gation, with a view to distribution,
use, or both in the Community”. 

It is the opinion of the Board
that a device made by one Insti-
tution (e.g. a healthcare estab-
lishment) for use by the patients
during their stay in the Institu-
tion then it is considered that
that there is no “placing on the
market” as the product stays
within the Institution. In this
case the Regulation does not
apply and this means that this
type of work is not classified as
manufacturing for the purpose
of the medical device legislation.

However, when a healthcare Institu-
tion or other body manufactures
devices with the intention of market-
ing them to another Institution, e.g.
another healthboard or hospital, or
providing them to patients who are
leaving the hospital with the device,
then the medical device would be
regarded as being “placed on the mar-
ket” and the producer falls within the
definition of “manufacturer”.
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According to Article 2 of S.I.
No. 252 of 1994, Manufac-

turer means “The person who is
responsible for the design, manu-
facture, packaging and labelling of
a device before it is placed on the
market under his own name,
regardless of whether these opera-
tions are carried out by that person
himself or on his behalf by a third
party.”

Modifying and refurbishing
existing devices counts as manu-
facture of a new device under
the Regulations and may have
safety implications.  If the device
is a Class I Medical Device, the
Modifier / Refurbisher must reg-
ister with the IMB as a Class I
Manufacturer. The key point is
that the device is put into use
again “as good as new”, under
the name of the Refurbisher.  Fully
refurbishing a device involves affixing a
new CE-marking under the Regula-
tions.

Under the Regulations manufactur-
ing also covers custom made devices.
“Custom Made” means in relation to a
device:
(a) that it is manufactured specifically in

accordance with a written prescription
of a registered medical practitioner or

a professional user which gives, under
his responsibility, specific characteristics
as to its design; and 

(b) that it is intended to be used only for a
particular named patient; but does not
include a mass-produced product
which needs to be adapted to meet the
specific requirements of the registered
medical practitioner or professional
user.

Article 2 of S.I. No. 252 of 1994 defines

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

Definition of a Manufacturer

The Board of the Irish Medi-
cines Board (IMB) is

pleased to announce the
appointment of Mr. Pat O’Ma-
hony, MVB, MVM, MBA,
MRCVS as Chief Executive
Officer of the IMB.  He took up
his new position on 9th
December 2002. As CEO, Mr.
O’Mahony will advise the
Board on policy and strategic
direction of the organisation.
He will be responsible for the manage-
ment of the day-to-day activities of the
IMB, with the assistance of the senior
executive team and expert committees
and sub-committees. He will also repre-
sent the IMB to industy, statutory bodies,

the EU and the general pub-
lic.

Mr. O’Mahony joins the
IMB from the Food Safety
Authority of Ireland where he
was Director of Consumer
Protection. He has 12 years
experience in the food safety
sector and worked as a Tech-
nical Manager in the phar-
maceutical industry in Ire-
land and the UK. As a quali-

fied veterinary surgeon, he spent a num-
ber of years in private veterinary prac-
tice. Mr. O’Mahony also holds a Masters
Degree in Veterinary Medicine and an
MBA degree from the Michael Smurfit
Graduate School of Business, UCD.

A P P O I N T M E N T S

IMB Appoints New Chief Executive
Amendment to the

Transposition Date of
S.I. No. 304 of 2001,

European Communities
(In-Vitro Diagnostic Medical

Devices) Regulation, 2001

The Implementation date for the
in-vitro diagnostic medical device

legislation i.e. S.I. No. 304 of 2001
has been amended by way of S.I. No.
576 of 2002 from the 27th day of
October 2003 to the 7th day of
December 2003 for placing on the
market and from the 27th day of
October 2003 to the 7th day of
December 2005 for putting into serv-
ice of in-vitro diagnostic medical
devices. This now brings the Irish
Regulation in line with the European
Directive 98/79/EC on in-vitro diag-
nostic medical devices.
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Products that comply with national
standards transposing harmonised

standards, the reference numbers of
which have been published in the
Official Journal of the European Com-
munities, are presumed to comply
with the corresponding Essential
Requirements. Where the manufac-
turer has not applied, or has only
partially applied, such a standard,
the measures taken and their adequa-
cy must be documented in order to
comply with the Essential Require-
ments.

The following website is a compila-
tion of the references of standards
which have been published in the
Official Journal of the European Com-
munities:

http://europa.eu.int/comm/enter-
prise/newapproach/standardiza-
tion/harmstds/reflist/meddevic.html

The New Approach websites relat-
ed to the harmonised standards are: 

http://www.newapproach.org/
http://www.newapproach.org/dire

ctiveList.asp

The link for CEN the European
Committee for Standardisation for
the development and creation of
European Standards (EN’s) is:

http://www.cenorm.be/newap-
proach/dirlist.asp

European standards are available
from national standards bodies who
are responsible for selling European
Standards. The Irish National Stan-
dards Body is NSAI, the National
Standards Authority of Ireland,
http://www.nsai.ie.

In the European Union, the NSAI
represents Irish interests in the Euro-
pean Standards Bodies CEN and ETSI
that work towards the harmonisa-
tion of standards. (The NSAI is also
involved in the other European Stan-
dards Body CENELEC through the
Irish Member, the Electrotechnical
Council of Ireland). 

Worldwide standards bodies are
the International Organisation for
Standardisation (ISO) and the Inter-
national Electrotechnical Commis-
sion (IEC).

Increase in Fees for Certificates of Free Sale

From the 1st January 2003, an increase in fees for Certificates of Free Sale
will take effect.  This has been agreed with the Irish Medical Devices Asso-

ciation (IMDA).  The increase in fees is due to the time involved in preparing
certificates and it also brings the fee in line with other fees currently charged
for Certificates of Free Sale for other products.

Four certificates (48 hour turnaround) will now cost 100.00 Euro and four
certificates (24 hour turnaround) will now cost 190.00 Euro.  Additional cer-
tificates will now cost 20.00 Euro each.

Please refer to Guidance Note 9: Guide to Fees of Medical Devices, which is
available under the publications section of the medical devices website, for
further details.

S T A N D A R D S

Harmonised Standards and the
New Approach

The operation of the New Approach requires that "standards" offer a 

guaranteed level of protection with regard to the Essential Requirements 

established by the Directives, and that the national authorities carry out their

responsibilities for the protection of safety or other interests covered 

by the Directive. 

Regulatory
Update

The review of the Medical Devices
Directive 93/42/EEC is nearing com-

pletion with a final document expected
in late January 2003. This report will
then be circulated to the Council and
Parliament of the EU. It is expected that
changes to the Directive will then be
considered. The draft Directive on
upgrading the classification of breast
implants from class 11b to class 111 is
also advanced and is expected to be
adopted shortly. Regarding the draft
Directive on TSE this is also at an
advanced stage and is expected to be
submitted to the article 7 Committee for
endorsement in the Spring.

The issue of reclassification of hip
implants has been raised once again. It
is generally felt that in light of recent
vigilance issues that their reclassifica-
tion from class 11b to class 111 is like-
ly. 

Two new mandates to develop har-
monised standards have been discussed
at the medical devices expert group meet-
ing. One is in relation to flammability of
the medical devices mattresses the sec-
ond is in relation to electric beds. The
former mandate was accepted by the
Medical Devices expert group at its meet-
ing in December 2002 and will now be
passed to CEN for preparation. The text
of the latter is under review.

The first meeting took place of the
IVD borderline working group under the
chair of Dr Jarkko Ihalainen Finland.
Many of the issues raised were complex
and it has been decided that a guidance
note is to be developed to assist with
interpretation regarding the correct clas-
sification of products under 93/42/EC
and 98/79/EC respectively. A draft doc-
ument is now under preparation.

Regarding the MRA with Switzerland
as a matter of formality the list of noti-
fied bodies approved for the MRA with
Switzerland will be published in the
Official Journal of the European Com-
munities once they are notified. 

It should be noted by all manufactures
that the chair of the Global Harmonisa-
tion Task Force (GHTF) will pass to
Europe in January 2004 for a period of
two years. This will give an opportunity
to Europe to play a more active role in
the GHTF. 
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The term “recall” is defined in the
Standard EN 46001/2, paragraph

3.15 as follows:
• the return of a medical device to the

supplier

• its modification by the supplier at the
site of installation

• its exchange; or its destruction

in accordance with the instructions
contained in an Advisory Notice.

When a manufacturer or their autho-
rised representative decides to initiate a
recall he should notify the Competent
Authority (CA) of each Member State
in which the recall is to be conducted.
In addition for class I medical devices,
the CA of the country where the man-
ufacturer or authorised representative
resides should be informed. For class II,
class III and IVD’s listed in Annex II or
those for self-testing, the CA of the
country where the Notified Body
resides should also be informed.

The Recall Notification Form DSF-4-
02-01/1, which can be downloaded
from the IMB website or provided on
request from the IMB, should be com-
pleted in parallel with a recall initiation
and should be forwarded to the Regis-
tration & Compliance Coordinator in
the Medical Devices Department of the
IMB.  The notification should be made
before or when the recall letter for users
/ customers is being issued.  Where pos-
sible the IMB should be informed of a
recall prior to its initiation but urgent
recall should not be delayed pending
IMB notification.

Recall letters for users / customers
should include a factual statement of
the reasons for the recall of the device
together with specific details that will
allow the product to be easily identi-
fied.

The IMB must be provided with an
interim report.  This should provide an
update on progress of the reconcilia-
tion of returned / corrected stock,
together with confirmation, where
practicable that the customers have
received the recall letter.  It should also
give a progress report on the investiga-
tion to date and any corrective action
that is being considered.

A final report should be provided to
the IMB when the recall action is com-
plete. This should contain the follow-
ing information:

1. A copy of the initial recall report
including the recall letter and the
advisory letter. 

2. The circumstances leading to the
recall

3. The extent of Irish distribution of
the affected product

4. The outcome of reconciliation of
returned/corrected/dis-
posed of stock

5. The identity of other
EEA countries affected
by the recall

6. Where applicable the
method of destruction
or rework of the
recalled goods

7. The proposed action to
reduce the chance of
recurrence of the prob-
lem

8. Where applicable, instructions and
drawings where retrofit is taking
place.

When the IMB acts as the lead CA
according to the Meddev Vigilance
Guideline a CA report is prepared and
forwarded to all other EEA member
states and the Commission. The IMB
will inform manufacturers or their
authorised representative of actions
being taken to advise other EEA states.
When a CA report is being prepared the
manufacturer will be contacted and the
text verified for accuracy.

Once the IMB is satisfied
that the recall is adequately
completed, the file is closed
and the manufacturer notified.

Please refer to Guidance
Note 8: “Guideline on the
Recall of Medical Devices and
In-vitro Diagnostic Medical
Devices”, which may be or
provided on request or down-
loaded from the IMB website,
for further information on the
recall process.

The IMB programme of Observed
Audits of Notified Bodies to the

Active Implantable Medical Devices
Directive 90/485/EEC and the Medical
Devices Directive 93/42/EEC com-
menced in 2002.  The programme will
be expanded to include Observed Audits
of Notified Bodies to the IVD Directive
98/79/EC in 2003.

The Designating Authority (IMB) car-
ries out “observed audits” during a Noti-
fied Body Quality Assurance Assessment
of a manufacturer or where a design
dossier review or type testing is being
carried out by the Notified Body at the
manufacturer’s site.  Observed audits are
intended to cover specific operational
activities in order to check the Notified
Body’s compliance against the Directive
/ Regulations / Standards and the Noti-
fied Body’s own procedures. 

As per MEDDEV 2.10/2 rev 1, the fre-
quency of the audits of the Notified Body
may be considered under the following
circumstances: 
• the first QA assessments following

designation;
• the number of certificates granted;
• an initial or surveillance audit

extension to scope;

• significant vigilance or regulatory
compliance cases for a manufactur-
er covered by the Notified Body; 

• complaints received on a Notified
Body;

• significant growth involving new
personnel, training methods or a
large volume of work. 

The IMB Auditor will accompany the
Notified Body Auditor during the assess-
ment of the medical device manufactur-
er. The IMB auditor does not partake in
the audit of the manufacturer. They
simply observe the performance of the
Notified Body auditor. 

In cases where problems have been
identified the Notified Body will be
asked to provide a proposed corrective
action plan, which will put into place
systems and procedures to minimise the
possibility of a similar situation arising
again. The manufacturer will not be
informed of the Notified Body auditor
performance. It is a confidential matter
between the Notified Body and the IMB.

Through this programme the IMB will
fulfil the role of Designating Authority
for the Medical Device Directives in the
Republic of Ireland.

V I G I L A N C E U P D A T E

The Recall Process

IMB Programme of Observed Audits of
Notified Bodies



training, knowledge and expe-
rience of the repair or mainte-
nance of the device.

• Have access to appropriate equip-
ment undertake the repair or
maintenance.

• Have a system in place to notify
the user organisation of any devia-
tion to the maintenance repair or
maintenance method.

• Take responsibility for the repair or
maintenance.

The user organisation must ensure
that:
• The repair and maintenance of a

device is considered at the pur-
chase stage.

• All the information necessary to
undertake a repair or to maintain a
device safely is made available.

• They have a system in place to
bring any changes to repair and
maintenance methods to the
attention of the repairer.

• The repairers are appropriately
trained and up-to-date with their
knowledge of repair and mainte-
nance methods.

• The instructions used should be as
specified by the manufacturer.

• The use of alternative instructions,
methods and parts should be
demonstrated to be equivalent and
take into account all risks to
patients and users and fully docu-
mented.

• All replacement spare parts and
critical components used in a
repair or maintenance are trace-
able.

• All associated repair and
test equipment is suitable
for its purpose and is appro-
priately maintained and cal-
ibrated.

• They have a system in
place to manage
device repair
and mainte-
nance activities.

• The device
itself remains
identifiable.

• All records
relating to the
repair and main-
tenance of any

device are accurate, detailed and
readily accessible.

• They undertake regular audit and
review and maintenance process,
taking any action necessary.

• The service provider reports to its
conditions that have the potential
to cause a device failure or other-
wise compromise the clinical out-
come.

• They report device adverse inci-
dents to the IMB.

• They always have a contract with
the repairer defining responsibili-
ties for repair and maintenance.

• They are aware of their legal
responsibilities in respect of device
repair and maintenance.

• All devices intended for repair or
maintenance are safe to handle
(equipment decontamination). 

The above article is based on some of the
information available in the MDA Device
Bulletin DB2000(02) Medical Devices and
Equipment Management: Repair and Mainte-
nance Provision. The IMB will be shortly
publishing a Safety Notice relating to this
matter.  It also has a further long-term goal,
to publish a comprehensive Guidance Note
towards the end of 2003 or early 2004. 
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The repair and maintenance
of medical devices has an

influence on their safety, quality
and performance.  It is therefore
important that any work is car-
ried out correctly such that the
devices will continue to meet
these criteria. 

The term repair and mainte-
nance is used to cover the activ-
ities of repair, maintenance,
servicing, reconditioning, modification
and refurbishment. 

The manufacturer is usually the pri-
mary source for repair and mainte-
nance for its devices. However not all
manufacturers carry out repair and
maintenance of their devices. Whoever
is carrying out repair or maintenance
activity, the service provider should
always use the written service docu-
mentation from the manufacturer.

If any organisation or individual
other than the manufacturer undertake
repair or maintenance work they
should ensure that it is done in accor-
dance with the manufacturer’s instruc-
tions. The user organisation should
ensure that its chosen service provider
has the capability to carry out the
work. It is the responsibility of the user
organisation to ensure as far as possible
that the equipment continues to oper-
ate in accordance with its original spec-
ification after repair.

When a device needs to be repaired
the user organisation should consider
whether the failure should be reported
to the IMB as an adverse incident.

Users should ensure that they carry
out both a risk-benefit as well as a cost-
benefit analysis in selecting a service
organisation for the repair and mainte-
nance of a specific device.  Account
should be made of expertise within the
user organisation in this process.

User organisations should only adopt
repair and maintenance organisations
(including in-house) which:
• Can demonstrate appropriate

H O S P I T A L I S S U E S

Repair and Maintenance of Medical Devices
The main objective of the Irish Medicines Board (IMB) is to take all reasonable steps to ensure 

that medical devices in Ireland are of safe design, of appropriate quality, perform 

as intended and are properly used. 



E D I C I N E S  B O A R

PAGE 6

I R I S H  M E D I C I N E S  B O A R D

Bulletin of the Medical Devices Department is designed by Ashfield Press Publishing Services for

I R I S H M E D I C I N E S B O A R D ,  E A R L S F O R T C E N T R E ,  E A R L S F O R T T E R R A C E ,  D U B L I N 2
tel: +353 1 6764971 fax: +353 1 6767836 email: medicaldevices@imb.ie: http://www.imb.ie

What are the recommendations and guide-
lines to be issued to patients for cleaning
and maintenance? 

Any information issued to patients
should be in line with the instruc-
tions for use provided by the manu-
facturer of the equipment.

Is there a level of maintenance we could
expect the patient to do themselves?

The level of maintenance expected
to be performed by the user should
be outlined in the instructions for
use and they should be user friendly
given that the equipment may be in
the community. However under the
Irish Regulations it is the responsibil-
ity of the manufacturer or supplier to
ensure that the ‘product’ is safe.

What is meant by clean, socially clean,
decontamination, disinfection, high level
disinfection and sterilization?

Clean can be defined as free from
dirt, marks or stains and socially clean
as being free from dirt but not neces-
sarily marks or stains. Cleaning is a
process which removes soil and a
high proportion of infectious agents
by washing with a solvent (usually
water and detergent) which may be
heated. Cleaning can be achieved by
either manual or automated means.

Decontamination is a process which
removes or destroys contamination
so that infectious agents or other
contaminants cannot reach a suscep-
tible site in sufficient quantities to
initiate infection or any other harm-
ful response.

Disinfection is a process used to
reduce the number of viable infec-
tious agents but which may not nec-
essarily inactivate certain viruses and
bacterial spores.

High Level Disinfection is a process
used to reduce the number of viable
infectious agents but will inactivate
bacterial spores under certain condi-
tions.

Sterilization is a process used to ren-
der an object free from viable infec-

tious agents including viruses and
bacterial spores (BS EN 556-1:2001).

When transporting equipment can we use
the same vehicle for dirty and clean equip-
ment if we bag up the dirty equipment? 

Yes – if the equipment is segregated.
The interior of the vehicle should be
frequently and regularly cleaned e.g.
weekly.

What equipment is best for cleaning – the
debate around a cloth and warm soapy
water, power washers, steam cleaners or
automatic washers continues? 

Ideally all cleaning should be per-
formed by mechanical means as
these are more readily controlled to
produce consistent results. The cho-
sen method of decontamination will
depend on the equipment involved
and the risks associated with it use. It
is not practical to recommend one
method for all types of equipment.

Note: A Decontamination Guide is avail-
able on the NHS web site.

Diary of
Upcoming Events

I E I  B IOMEDICAL ENGINEERING
LECTURERS

New Developments in Respira-
tory Therapy Technology 
Location: Galway
Jointly with the IEI West Region
and the IEE.

The Medical Devices Directive -
The National Vigilance System
Location: Lecture Theatre, 22
Clyde Road
Jointly with the Irish Medicines
Board.

Further details can be down loaded
from the IEI website:  www.iei.ie

Produced by Ashfield Press Publishing Services. Telephone: 01 288 9808

Frequently Asked Questions
Q U E S T I O N S  R E L AT I N G  T O  C L E A N I N G  A N D  M A I N T E N A N C E

S.I. No. 576 of 2002, European Communities
(Medical Devices) (Amendment) Regulations, 2002

This new Irish regulation amends the European Communities (Med-
ical Devices) Regulations, 1994 (S.I. No. 252 of 1994) to give effect

to Council Directives 2000/70/EC of 16th November 2000 and
2001/104/EC of 7th December 2001 respectively as regards medical
devices incorporating stable derivatives of human blood or human
plasma.  Additionally it has been used to amend Section 9 of the Irish
Medicines Board Act, 1995 to set up an Advisory Committee for Med-
ical Devices to assist and advise the Board in relation to any matters
pertaining to the safety, quality and efficacy of medical devices as are
referred to it by the Board. (Further details will be follow on this point
in a later edition)
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