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In this edition we are providing infor-
mation in relation to the type of tech-

nical documentation that is required
to support medical devices that are
self-declared by manufacturers to be in
compliance with the medical devices
legislation. This should address some
of the deficiencies that are being noted
when data is presented to the IMB for
review.  We are also providing an out-
line of our recent safety notice on the
procurement and commissioning of
medical equipment in hospitals. A
series of recommendations are present-
ed for consideration. The safety notice

is available on our website at
www.medicaldevices.ie.

In the last number of months there
has been a deterioration in the quality
of applications submitted to the IMB
for certificates of free sale for medical
devices. A specific article is presented
which outlines how to complete the
application form and what type of
supporting documentation should
accompany the application.

As always readers are encouraged to
provide feedback particularly in rela-
tion to articles that may be of interest
by contacting us at medicalde-
vices@imb.ie.

Letter from the Editor
Welcome to the third edition of the medical devices newsletter of 2006. 
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RECOMMENDATIONS

Given that serious problems can arise
over the operational lifetime of med-
ical equipment the IMB recommend
that healthcare institutions consider
the implementation of a comprehen-
sive management system for the pur-
chase and commissioning of medical
equipment in order to ensure that all
aspects are considered at or before the
time of purchase of the device.  Such a
system should encompass the follow-
ing areas:

• An organisation wide policy for the
procurement and commissioning of
medical equipment

• A medical device procurement com-
mittee to manage the purchase of
medical equipment at an organisa-
tion level.  This should be a multi-
disciplinary committee with repre-
sentation from all relevant areas

• A mechanism for linking with other
hospital staff involved in the pur-
chase of consumables, e.g. purchas-
ing managers who independently
purchase consumables for use with
medical equipment

• A mechanism for linking with other
existing medical equipment to
ensure compatibility / consistency
in the type of equipment used
throughout the hospital.

• A mechanism for identifying med-
ical equipment needs and a method
of outlining the equipment require-
ment e.g. formal business case with
relevant supporting documentation

• A standard / transparent tender
process

• A contractual agreement with the
manufacturer / supplier

• A system to ensure that installation
and operational qualification are
addressed

• A medical device acceptance process
• A medical equipment management

system e.g. computerised database
• A training protocol
• A cleaning and / or decontamina-

tion protocol
• A maintenance protocol

The Procurement and Commissioning of
Medical Equipment for Hospitals

The Irish Medicines Board (IMB) has recently published a safety notice on the procurement and commissioning of 

medical equipment for hospitals, SN2006(03). This safety notice has been written as a guide for those people who 

are responsible for the procurement and commissioning of medical equipment for hospitals.

• A procedure for re-qualification
• A de-commissioning protocol

A schematic representation of the key
areas in the process is illustrated in the
flow chart below.

There are also a number of good
practice guidelines available that pro-
vide recommendations for the pur-
chase and commissioning of medical
equipment.  The implementation of
effective medical equipment manage-
ment systems, which include policies
and procedures for the purchase and
commissioning of medical devices, can
help to ensure the safety of profession-
al users, patients and third parties. 

This safety notice, SN2006(03) can be
obtained from the Medical Devices
Department of the IMB or may be
downloaded directly at www.med-
icaldevices.ie.

KEY AREAS FOR THE PURCHASE
AND COMMISSIONING FOR

MEDICAL EQUIPMENT

BACKGROUND

Medical equipment includes such
devices as diagnostic imaging equip-
ment, life support equipment, infusion
pumps, endoscopes, nebulisers, labora-
tory analysers and point of care IVDs,
which are used for the treatment, man-
agement and diagnosis of patients in
hospitals.  The way in which medical
equipment is purchased, managed and
used can have a significant impact on
the quality of care that is delivered to
patients.  It is important therefore that
hospitals have a clearly defined and
well-structured approach to the pur-
chase and commissioning of medical
equipment.  Inadequate attention to
detail at the purchasing and commis-
sioning stage can result in safety impli-
cations at a later date e.g.

• Poor, inadequate or unstable power
supplies can have an impact on the
results provided by diagnostic imag-
ing equipment

• Poor water supplies can compro-
mise sterilisation systems

• Lack of adequate or poor storage
facilities can result in inappropriate
storage of a device and / or device
damage prior to use

• Inadequate space provision in the-
atres or laboratories to accommo-
date one or more pieces of medical
equipment can result in equipment
not performing as intended due to
unsuitable environmental condi-
tions. 

• Incompatibility with other existing
medical devices, equipment or con-
sumables.

As part of the vigilance system, the
IMB has seen evidence of issues arising
for medical equipment in some of the
above areas.

The aim of the safety notice is to
highlight some of the key areas in this
process and to provide recommenda-
tions to ensure that best practice is
adopted for the acquisition of medical
equipment.

New Equipment
Business Case

 Including Addition to Stock and 
Loaned Medical Equipment

 Medical Device Procurement Committee

 Define Specifications

 Tender Process

 Tender Analysis

 Equipment Evaluation / Trial

 Equipment Selection

 Installation and Operational Qualification

 Acceptance Process

Commission

 Register on Medical Equipment Database

 Training and Maintenance Protocols

Decommissioning



Our legal obligation, as the Compe-
tent Authority, includes confirm-

ing that manufacturers are in compli-
ance with the requirements of S. I. No.
252 of 1994, European Communities
(Medical Device) Regulations, 1994.  To
fulfil this obligation the IMB periodi-
cally selects manufacturers / authorised
representatives of medical devices that
self-declare their devices to be in com-
pliance with the legislation as the basis
for CE marking. 

Should your medical device be cho-
sen for technical documentation
review by the IMB, the following is the
minimum data that should be provid-
ed:

CLASS I  MEDICAL DEVICES

• The EC declaration of conformity
• Product description, intended use

and rational for its classification
• Final product specifications
• Test results, e.g. static and fatigue

strength: BS EN ISO 11334-1:1997
• Examples of labelling used and any

instructions for use,
• A summary of risk analyses per-

formed
• Documents demonstrating compli-

ance with the essential require-
ments, including a list of any stan-
dards applied to the product,

• A summary of relevant clinical data,
where applicable

• Procedures in place for corrective
action, post-market surveillance and
vigilance notification

• For sterile and measuring products
evidence would also be required that
the functions necessary to retain
sterility or metrology aspects of pro-
duction have been verified by a
Notified Body, e.g. by providing a
copy of their certificate.

CUSTOM-MADE MEDICAL
DEVICES

The technical documentation review
for custom-made medical devices is

generally carried out at the site of man-
ufacture.  The following is the mini-
mum technical documentation that
should be available for review:

• Design verification and design vali-
dation data

• Information on manufacturing con-
trols, including a review of the pre-
scribed requirements and details on
calibration and maintenance of crit-
ical equipment

• Risk analysis performed
• A review of product performance
• Clinical data (in most cases a compi-

lation and review of existing clinical
experience would be sufficient to
cover this requirement provided
equivalence to existing medical
devices can be shown)

• Copies of labelling and any instruc-
tions for use

• A statement concerning devices for
special purposes as per schedule 8 of
S.I. No 252 of 1994

SYSTEMS AND PROCEDURE
PACKS

The technical documentation review
for system and procedure packs is gen-
erally carried out at the site of manu-
facture.  The following is the minimum
technical documentation that should
be present:
• The declaration for systems and pro-

cedure packs if all of the devices
included in the system or procedure
pack bear the CE marking

• If all of the individual medical
devices in the system or procedure
pack do not bear the CE marking,
supporting technical documenta-
tion for the system or procedure
pack as a device in its own right
including:
– Product description, intended use

and rational for its classification
– Final product specifications
– Examples of labelling used and

any instructions for use
– A summary of risk analyses per-

formed
– Documents demonstrating com-

pliance with the essential require-
ments including a list of any stan-
dards applied to the product

– A summary of relevant clinical
data, where applicable

• Procedures in place for corrective
action, post-market surveillance and
vigilance notification

• For sterile devices or devices with a
measuring function, evidence
would also be required that the
functions necessary to retain sterili-
ty or metrology aspects of produc-
tion have been verified by a Notified
Body, e.g. by providing a copy of
their certificate.

Should you seek further clarification,
please contact the IMB by email med-
icaldevices@imb.ie.
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Review of Technical Documentation for Self-Declared
General Medical Devices by the IMB

The IMB has the responsibility for overseeing the implementation of the Medical Devices Regulations 

(S.I. No. 252 of 1994), which transposed the Medical Device Directive 93/42/EEC in Ireland.  
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tal incorporating the National Chil-
dren's Hospital), Ger Flynn (Cork Uni-
versity Hospital), Jim Lefever (MHRA),
Mona Habib (Hammersmith Hospitals
NHS Trust), John Riddle (Medical
Devices Trainer at Queen’s Medical
Centre, Nottingham) and Paul Lee
(Medical Devices Training Manager for
Swansea NHS Trust) for giving up their
time to prepare and present such stim-
ulating presentations.  We would also

like to thank those manufacturers
who provided demonstrations of the
safety features of their infusion
devices and all those that attended
this event to help make the day such
a success.

A copy of the presentations are avail-
able on request.  If anyone would like
to suggest ideas for future information
days, please do so by emailing med-
icaldevices@imb.ie.

The IMB held an information day on
the ‘Safe Management of Infusion

Devices’, at the Education Theatre of
the Adelaide & Meath Hospital incor-
porating the National Children's Hos-
pital, Tallaght, Dublin 24 on Wednes-
day 14th June 2006.  

This event was well attended by
nursing staff, clinical engineers, risk
managers and other healthcare profes-
sionals involved in the use and man-
agement of infusion devices.  The over-
all attendance for the day reached
approximately 145 people.

Feedback from attendees indicated
that aims and objectives of the day
were successfully attained, where the
presentations and discussions provided
participants with a good understand-
ing of the safe management of infusion
devices.

The mix of presentations from the
Irish Medicines Board (IMB), the Medi-
cines and Healthcare products Regula-

tory Agency (MHRA) and representa-
tives from hospitals in Ireland and the
United Kingdom provided participants
with some key practical information
and advise that they could take away
with them. 

The IMB would like to thank, the
Adelaide & Meath Hospital incorpo-
rating the National Children's Hospi-
tal for hosting the event, the speakers,
Alan Glass (Adelaide & Meath Hospi-

IMB Medical Devices Information Day – Safe Management of Infusion Devices

Mr. Jim Lefever – Medicines and Healthcare products Regulatory Agency, Mr. Paul Lee –
Swansea NHS Trust, Ms. Ann O'Connor – Irish Medicines Board, Mr. Wilf Higgins – Depart-
ment of Health and Children, Mr. Alan Glass – Adelaide & Meath Hospital incorporating the
National Children's Hospital and Mr. Pat O'Mahony – Irish Medicines Board

Some manufacturers and distributors demonstrating the safety features of their medical devices



Quality of Applications Submitted to the IMB for
Certificates of Free Sale for Medical Devices

on the same application.

2.  Amendments to Previously Issued
Certificates

(a) If you wish to make amendments
to a previously issued certificate,
the application form must be com-
pleted. The application form
should include the details of the
previously issued certificate with
all the necessary amendments
made to it.  A list of the changes in
an email to the Medical Devices
Department will not suffice.

3.  Documentation accompanying
applications

(a) If you are applying for a certificate
for a CE marked device, you must
provide a copy of the Notified
Body certificate as proof of the CE
mark.  This certificate should have
a list of product codes or product
families manufactured by your
organisation.  If you do not have a
Notified Body certificate, please
supply the IMB device registration
number for each product. This
information is kept on file, so there
is no need to send it with every
application, just the first applica-
tion for that product.  If your Noti-
fied Body certificate expires, please
send updated certificate to the

The quality of the applications and
accompanying documentation is of

a poor standard. This is resulting in
many emails or telephone calls
between the IMB and medical device
organisations, which can lead to delays
in processing applications. It is the
responsibility of the medical device
organisation to ensure that they sub-
mit a complete application. Please note
that from Monday 26th June, incom-
plete applications and documentation
will be returned to the applicant for
completion.  The IMB will not be com-
pleting applications on behalf of the
applicant.

Below, please find a number of issues,
which need to be addressed when mak-
ing an application for certificates of
free sale:

1. Application Form

(a) The application form must be com-
pleted in full and emailed to the
Medical Devices Department for
processing.

(b) The site of manufacturer details
should be provided in Section B
and the authorised representative
details should be provided in Sec-
tion C.  If you wish to have the
legal manufacturer details included
on the certificate, please include
the legal manufacturer details in
your email.  Please note that the
Irish Medicines Board will only
issue certificates of free sale when
the site of manufacture, the autho-
rised representative or the legal
manufacturer are located in Ire-
land.

(c) Section F of the application form
regarding the device details must
be COMPLETED IN FULL.  This
section of the form expands and
will allow for a large number of
devices.  

(d) In section F, each product code
should have a product description.
One product description is insuffi-
cient for a large number of devices.

(e) CE marked devices and non-CE
marked devices cannot be placed
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Medical Devices Department.
(b) A notarised document must be

supplied for each device.  When an
organisation makes the first
request for a certificate of free sale,
proof of manufacture in the form
of a notarised document must
accompany the application.  The
original notarised document must
be sent to the IMB by post.  The
notarised document must include:

– Name and address of the manu-
facturer, authorised representative
(if applicable) and legal manufac-
turer (if applicable) 

– List of devices concerned by item
number / product code and
description produced, which
should appear as follows:
Product Code 1       Description 1
Product Code 2        Description 2
Product Code 3        Description 3
Product Code 4        Description 4

– A statement that the organisation
manufactures these devices.

Additions and withdrawals can be
made to this original notarised docu-
ment by submitting an update to your
notarised document to the IMB.  In
this case, a designated representative
within your organisation should notify
the IMB of any changes to this listing
such as the addition and withdrawal of
device(s).  It is not compulsory for
these changes to the product listing to
be "notarised" each time.  However, the
IMB must receive as hard copy of this
document.  A scanned copy submitted
by email will be accepted in order to
issue certificates but the original must
follow in the post.  The update to the
notarised document must be on your
organisation’s letterhead paper and
signed by the designated representa-
tive.  It is not sufficient to send an
email as it must be a signed letter.  

4.  Turnaround Time and Payment

(a) Four certificates, issued within two
working days, cost €100.00.  These

continued on following page

The IMB Medical Devices Department are currently experiencing a number of problems with the applications submitted 

for certificates of free sale for medical devices.  



PAGE 6

certificates will be issued within
two working days once the correct
documentation and payment have
been received.  Additional certifi-
cates cost €20.00 each.  

(b) Four certificates, issued within one
working day, cost €190.00.  These
certificates will be issued within
one working day once the correct
documentation and payment have
been received.  Additional certifi-
cates cost €20.00 each.  

(c) If you are using a credit on
account facility for your certifi-
cates of free sale, please include
your account number from which
the payment should be taken.

Please note that a fee increase for cer-
tificates of free sale will be implement-
ed in due course as the fees have
remained at the same level since early
2003.

5.  Who to Send your Application to?

From the 10th July 2006, Karen Lord
and Sinead Carty in the Medical
Devices Department will also be look-
ing after certificate of free sale applica-
tions.  Please forward your email to
either Karen at karen.lord@imb.ie or
Sinead at sinead.carty@imb.ie or the
general email address medicalde-
vices@imb.ie.

In summary, please ensure your cer-
tificate of free sale application form is
completed in full.  All incomplete
application forms will be returned to
you and your application will not be
processed.  Guidance Note 4: Guidance
Note for the Application for Certifi-
cates of Free Sale gives further details
on how to apply for a certificate of free
sale.  Guidance Note 9: Guide to Fees
for Medical Devices provides details of
payment and methods of payment for
certificates of free sale.  Both these
guidance documents and the certifi-
cate of free sale application can be
downloaded from the publications sec-

continued from previous page

Can mobiles phones affect medical devices?

Under certain circumstances, the electromagnetic interference from a mobile
phone can affect the performance of some devices.  Definite reports of mal-
function of infusions pumps have been reported due to the proximity of a
mobile phone.  In addition, alarm tones on medical equipment may be over-
looked because of confusion with telephone ring tones.

Are there any specific areas in hospitals where a ban on mobile phones is recom-
mended?

It will depend on hospital policy, however mobile phones may not be rec-
ommended for use in critical care areas such as intensive therapy units, spe-
cial care baby units or where patients are attached to complex devices, as any
effect on such equipment could be detrimental to patient care.

For more information, the MHRA have recently published guidance on "mobile
communications interference" on their website www.mhra.gov.uk.
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