
2009 has been an eventful year at
both a European and national level.

This year saw the launch of the Irish
Medicines Board’s new structure for
safety, licensing and registration of
human medicines and medical devices.
In this edition we feature an article

on the impact of Directive 93/42/EEC
as amended by 2007/47/EC on Class I
Medical Devices. We also provide an
overview of the ‘Guidelines for Safe and
Effective Management and Use of Point of
Care Testing in Primary and Community
Care’ which have recently been pub-

lished. These guidelines extend the
principles outlined in the Point of Care
Testing Guidelines for hospitals pub-
lished by the IMB in 2007. Updates on
European meetings attended by the
IMB are also provided and a number of
upcoming events are highlighted.
As always, readers are encouraged to

provide feedback particularly in relation
to articles that may be of interest by con-
tacting us at mmeeddiiccaallddeevviicceess@@iimmbb..iiee.
Finally, we would like to wish all our
readers a very happy and peaceful
Christmas.
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Letter from the Editor
Welcome to the third and final edition of the medical devices 

newsletter for 2009 
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Directive 2007/47/EC, which comes
into force on the 21st March 2010,

amends Directive 93/42/EEC on medical
devices.  A number of these changes
have an impact on Class I medical de-
vices; most notably, the technical docu-
mentation required for conformity
assessment under Annex VII.
The changes to the technical docu-

mentation required for Class I medical
devices under point 3 of Annex VII are
summarised below:

1. the general description of the prod-
uct, including any variants planned
must now include details of the
intended use(s) of the device(s);

2. devices placed on the market in a
sterile condition must now include,
in addition to the description of the
methods used the sterilisation vali-
dation report;

3. the solutions adopted as referred to
in Annex I, Chapter I, Section 2;

4. the pre-clinical evaluation;
5. the clinical evaluation in accordance

with Annex X.

Pre-clinical evaluation referred to in
point 4 above may, for example, be
composed of experimental data includ-
ing results of design calculations,
mechanical/electrical bench testing,
modelling, biocompatibility testing and
any performance tests carried out in ani-
mal models. The type of pre-clinical
evaluation chosen by the manufacturer,
while considering the risk and charac-
teristics of the device, must be sufficient
to fulfil the requirements of the Direc-
tive. Any relevant harmonised standards
may be used to demonstrate conformity. 
Class I devices are now required to

undergo a clinical evaluation in accor-
dance with Annex X of the Directive.
Annex X itself has undergone an exten-
sive revision under 2007/47/EC.  Con-
firmation of conformity with the
requirements concerning the character-
istics and performances referred to in
Sections 1 and 3 of Annex I, under the
normal conditions of use of the device,

and the evaluation of the side-effects
and of the acceptability of the bene-
fit/risk ratio referred to in Section 6 of
Annex I, must be based on clinical data.
The evaluation of this data is referred to
as clinical evaluation. There are three
routes by which the clinical evaluation
requirement may be met:

1. a critical evaluation of the relevant
scientific literature relating to the
safety, performance, design charac-
teristics and intended purpose of the
device;

2. a critical evaluation of the results of
a clinical investigation;

3. a critical evaluation of a combina-
tion of data generated from 1 and 2.

Generally, in the case of Class I medical
devices, a full clinical investigation may
not be necessary, provided that there is
sufficient data from equivalent devices
(following option 1 above) to complete
a clinical evaluation and demonstrate
conformity to the Essential Require-
ments. In this case equivalence must be
demonstrated between the device
under assessment and the device(s)
against which it is being compared.
Such devices must be equivalent with
regard to intended purpose, physical,
design, biological and technical charac-
teristics. The data provided from equiv-
alent device(s) must also be sufficient to
fully demonstrate compliance with
each relevant Essential Requirement. If
it is considered that clinical data is not
required to demonstrate conformity
this must be adequately justified and
based on the output of the risk man-
agement process (Annex X, 1.1d). In
these circumstances reliance on per-
formance evaluation, bench testing and
pre-clinical evaluation alone must be
duly substantiated.
In addition, the manufacturer is now

required, under Annex VII(4) referring
to Annex X, to actively update the clin-
ical evaluation documentation with
data generated from post-market sur-
veillance. If, however, a specific post

market clinical follow-up is not deemed
necessary, it must be duly justified and
documented by the manufacturer.
Under Annex VII(5) Class I devices

which are sterile and/or have a measur-
ing function now have the option to be
assessed under Annex II, full quality
assurance conformity assessment, as
well as Annexes IV, V or VI.
In relation to registration of Class I

medical devices; under Article 20 of
93/42/EEC as amended by 2007/47/EC,
information relating to the registration
of persons responsible for placing
devices on the market in accordance
with Article 14 shall no longer be treated
as confidential.  As such, from the 21st
March 2010, the fee charged for searches
of the human and veterinary medicine
databases will be extended to the med-
ical device database. 
Medical devices placed on the market

or put into service after the 21st March
2010 must be in conformity with the
new requirements of the revised direc-
tive. Before the 21st March 2010, manu-
facturers are not obliged to comply with
the new requirements introduced by
Directive 2007/47/EC, but they may do
so on a voluntary basis. Medical devices
which have been lawfully placed on the
market or put into service prior to the
21st March 2010 can continue to be
marketed and used after that date and
are subject to the general market sur-
veillance provisions. If manufacturers
place products on the market or put
products into service which comply
with the new requirements prior to the
21st March 2010, they should document
that their Declaration of Conformity
states compliance with Directive
93/42/EEC as amended by Directive
2007/47/EC. Declarations of Conform-
ity issued as of the 21st March 2010 are
automatically deemed to refer to the rel-
evant directive in its revised version.  As
of that date, manufacturers must be in a
position to provide proof of compliance
with all requirements of the revised
directives which are applicable to their
respective product.

Class I Medical Devices – Impact of Directive 93/42/EEC
as amended by 2007/47/EC

Manufacturers or the Authorised Representatives of Class I medical devices are required to follow the procedure referred 

to in Article 11.5 and Annex VII of Directive 93/42/EEC, meet the applicable Essential Requirements of Annex I 

and draw up an EC Declaration of Conformity prior to placing their devices on the market.    
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MEDICAL DEVICE EXPERT
GROUP ON BORDERLINE AND

CLASSIFICATION

The last meeting of the Borderline and
Classification group took place in

September. Several specific classification
cases were discussed, a number of which
are now included in the most recent ver-
sion of the Manual on Borderline and
Classification, version 1.5, which was
published on the Commission’s website
during November. A sub-group of the
working group is to be established to dis-
cuss the definition and classification of
software; both standalone and that used
in conjunction with medical devices.
The group will comprise a small number
of National Competent Authorities, in-
dustry representatives and the European
Commission; the group is to be chaired
by Sweden and a number of Member
States including Ireland have agreed to
participate in the discussion. The first
meeting is scheduled for early Decem-
ber. An update on the ongoing revision
to MEDDEV 2.4/1 on classification of
medical devices was also presented. The
next meeting of the Borderline and Clas-
sification Working Group is scheduled
for early 2010.

COMPLIANCE AND
ENFORCEMENT WORKING

GROUP (COEN)

The COEN meeting was held in Octo-
ber.  Updates were provided on spe-

cific market surveillance projects and
specific cases of concern for Member
States.    Further discussion was held on
the impact of the new approach legisla-
tion, draft guidance on the use of legal
tools for market surveillance, updates to
the guidance notes for manufacturers of
class I medical devices and to the guid-
ance note for manufacturers of custom-
made medical devices.  

MEDICAL DEVICE VIGILANCE
EXPERT GROUP

Ameeting of the Medical Device Vigi-
lance Expert Group was held in Oc-

tober. Discussion at the meeting
included the recast of the medical de-
vices directive, the implementation of
the vigilance enquiry form, the imple-
mentation of MEDDEV 2.12-1 rev 5, Eu-
damed, GHTF Study group 2 and the
NCAR exchange process. The meeting
was held over two days, the first day was
attended by regulators only and the sec-
ond day included representatives from
other stakeholders.
Also in October a further meeting of

the EU Ad-Hoc task force that has been
set up to investigate the possible
improvement of the EU regulatory
frame-work concerning vigilance, was
held in Brussels. The discussion focused
on the identification of proposals for the
recast.

EUDAMED WORKING GROUP

Ameeting of the EUDAMED Working
Group took place in October. The

main topic under discussion was the de-
velopment and implementation of the
new version of the European Database
on Medical Devices, EUDAMED 2. The
EUDAMED system acts as a central
repository for information exchange be-
tween National Competent Authorities
and the Commission. Information on
the registration of manufacturers, au-
thorized representatives and devices;
certificates issued, modified, supple-
mented, suspended, withdrawn or re-

fused; and incidents/near incidents re-
ported through the vigilance National
Competent Authority Reporting system
may be captured by the system. The Eu-
ropean Commission recently redevel-
oped the system improving both the
user interface and functionality. A new
clinical investigation module has also
been implemented allowing Competent
Authorities to upload information relat-
ing to ongoing clinical investigations as
well as any decisions taken in relation to
these investigations. The European
Commission is currently running a
number of EUDAMED 2 training courses
for Competent Authorities. EUDAMED
2 went live in mid-November. A written
Committee procedure, under Article 7,
on the Commission Decision on the Eu-
ropean Databank on Medical Devices
(Eudamed) was passed at the end of Oc-
tober. This Decision Directive allows for
the establishment of the EUDAMED
databank for the purposes of maintain-
ing data relating to registration, inci-
dents, certificates and clinical
investigation of medical devices. Mem-
ber states are to apply this Decision from
1st May 2011.
The European Commission also gave

an update on the ongoing translations
of the GMDN coding system into the
official languages of the European
Union. The next meeting of the
EUDAMED Working Group is scheduled
for mid-April 2010.

Regulatory Update

continued on following page
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IVD TECHNICAL GROUP
MEETING

Ameeting of the IVD Technical Group
(IVDTG) took place in September.

An update was provided on the market
surveillance operation for blood glucose
meters.  The documentation review has
been completed by all three participat-
ing countries (UK, IE and FR).  A meet-
ing of representatives from each of the
three member states was held in Octo-
ber to review the findings.  A report of
the findings will be presented at the
next IVDTG meeting in February, 2010
and to the COEN group.
An update was also provided on the

progress of the new adoption of the
Common Technical Specifications
(CTS); Decision 2009/108/EC amending
Decision 2002/364/EC.  Due to an ad-
ministrative error, the draft Commission
Decision which later became Commis-
sion Decision 2009/108/EC was not
transmitted to the European Parliament
for its right of scrutiny. In order to rem-
edy the procedural mistake, the content
of Commission Decision 2009/108/EC
will be re-adopted in a new Commission
Decision. The currently adopted CTS
(2009/108/EC) remains valid and it is
hoped that the new adoption, will be in
place by the end of 2009.  
The CTS and guideline for vCJD were

also reviewed and discussed.  It was em-
phasised at the meeting that the CTS is
intended for blood screening assays
only, however to avoid self-certification,
all vCJD tests will be listed in Annex II
List A.  As such, only blood screening as-
says will have to comply with the CTS.

However, if other applications of these
tests are proposed e.g. confirmatory, di-
agnostic they shall be assessed with sim-
ilar rigour to screening tests and the
performance of these tests shall be
specifically adapted to the intended use.  
In the context of the revision of the

IVD Directive, a small ad-hoc group has
identified the technical points to be ad-
dressed (for example in house tests, ge-
netic testing, classification rules etc).
The technical group consists of repre-
sentatives from Member States, the Eu-
ropean Diagnostic Manufacturers Associ-
ation (EDMA) and European Commis-
sion (EC) services.  A draft document was
presented for comment at the meeting. 

CLINICAL INVESTIGATION &
EVALUATION WORKING GROUP

The Clinical Investigation & Evalua-
tion working group meeting took

place in September. The key items dis-
cussed included the revision of the
MEDDEV document on clinical evalua-
tion (MEDDEV 2.7/1) which is being up-
dated in line with the revised medical
devices directive and with the Global
Harmonisation Task Force (GHTF) doc-
ument on clinical evaluation. The clini-
cal module of the EUDAMED database,
which will centrally store information
on clinical investigations of medical de-
vices, has been finalised and is subject to
adoption by a comitology procedure be-
fore the end of 2010. An update was pro-
vided on the pilot programme for
reporting of adverse events which occur
during clinical investigations which is
being undertaken by a number of se-
lected Member States and device manu-
factures.

COMMITTEE FOR ADVANCED
THERAPIES (CAT)

The CAT at the European Medicines
Agency (EMEA) is currently develop-

ing a guidance document relating to ad-
vanced therapy medicinal products
(ATMP) containing chondrocytes. In re-
lation to combination ATMPs (i.e. a
medical device combined with an
ATMP), a meeting was held at the end of
November between members of the
CAT, the EMEA and representatives from
both the NB-MED group and the Noti-
fied Body Operations Group (NBOG).
The objective of this meeting was to dis-
cuss how the CAT will interact with
medical device notified bodies in rela-
tion to their assessment of medical de-
vice components in combination
ATMPs.

NOTIFIED BODY OPERATIONS
GROUP (NBOG)

The final meeting for 2009 of the No-
tified Body Operations Group

(NBOG) took place in November.  Fur-
ther work was done on draft guidance
for Notified Bodies on auditing suppli-
ers to medical device manufacturers.  In
addition, an advanced draft of the guid-
ance for notified bodies on audit report
content was presented. This document
is aligned with the GHTF document on
regulatory audit reports.  This document
is now to be sent to the notified body
representative groups for comment. It is
hoped that both documents will be fi-
nalised and published soon. The final
draft of the revised MEDDEV on clinical
evaluation was tabled for information.
This document now includes a section
outlining the role of the notified body
and a checklist for notified bodies when
conducting assessments of clinical eval-
uations. In addition, a checklist for
Member States when reviewing a noti-
fied body’s ability to assess clinical eval-
uation data is under preparation.
An update was provided on the ongo-

ing programme for peer review of Mem-
ber States during notified body
surveillance audit activities. In addition,
the group discussed the proposed future
recast of the medical devices directives
with regard to the process for notified
body designation. Finally, the potential
impact of the recast of the IVD Directive
on notified bodies was also discussed.

continued from previous page
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Point of care testing (POCT) involves
the performance of a test in the im-

mediate vicinity to a patient to provide
a rapid result outside the conventional
laboratory environment. Recent ad-
vances in diagnostic technology and the
delivery of healthcare services has re-
sulted in an increase in the demand for
and provision of POCT in Primary and
Community Care environments.  GP
surgeries, community pharmacies, com-
munity clinics, health centres, industrial
medical centres and anticoagulation
clinics all represent Primary and Com-
munity Care locations. While the con-
cept of POCT in Primary and
Community Care is not new, the com-
plexity and variety of tests and instru-
ments available and in use has evolved
significantly.
The capacity to provide a rapid test

result which can be acted upon directly
permits increased clinical effectiveness
and improved outcome for patients.
However this is only true if the result
delivered is accurate and reliable. 
There are three different aspects to

POCT; Diagnosis, Monitoring and
Screening.  Where POCT is being used
primarily for screening purposes as is
usually the case in a pharmacy setting,
then a robust system of patient consent,
follow-up and referral should be put in
place.   POCT is not a replacement for
conventional laboratory testing but
rather a supplement to it. Point of Care
(POC) test results which are used for
diagnosis or critical patient manage-
ment decisions, or which give unex-
pected results should be confirmed by
hospital laboratories to ensure accurate
diagnosis and to facilitate correct patient
management decisions.
The majority of tests used for POCT

(for example pregnancy tests and blood
glucose meters) fulfil the definition of
an in-vitro diagnostic medical device
(IVD).  IVDs are regulated by the in-vitro
diagnostic medical devices directive

98/79/EC and related Irish Regulations.
The IVD Directive has been mandatory
since December 2003 and has been

implemented in Ireland via the Statu-
tory Instrument S.I. No. 304 of 2001,
European Communities (in-vitro diag-
nostic medical devices) Regulations,
2001.
Other commonly used POCT devices

such as blood pressure monitors, pulse
oximeters and thermometers are
regarded as general medical devices
(GMDs).  General medical devices are
regulated by the medical devices direc-
tive 93/42/EEC and related Irish Regula-
tions.  The medical devices directive
(93/42/EEC) has been mandatory since
June 1998 and has been implemented in
Ireland via the Statutory Instrument S.I.
No. 252 of 1994, European Communi-
ties (Medical Devices) Regulations, 1994.
There is a wide variety of tests avail-

able and in use for POCT in Primary and
Community Care, examples of which
are outlined in Table 1. These include
test kits operated alone or with an
instrument which can provide either a
qualitative or quantitative result.

continued on following page

Point of Care Testing in Primary and Community Care
– A Co-Operative Movement

The Irish Medicines Board in association with the Pharmaceutical Society of Ireland (PSI), the Health Service Executive (HSE),

the Faculty of Pathology (RCPI), the Association of Clinical Biochemists in Ireland (ACBI) and the Academy of Medical 

Laboratory Science (AMLS) has produced ‘Guidelines for Safe and Effective Management and Use of Point of Care Testing in 

Primary and Community Care’.  These guidelines extend the principles outlined in the Point of Care testing guidelines 

published by the IMB in 2007, from hospital to community settings. These guidelines are also supported by the Health 

Information and Quality Authority (HIQA) 

Table 1: Examples of POC tests used in Primary and Community Care settings 
(not an exhaustive list)

Medical Device Medical Device category
Blood glucose (includes self-testing devices) IVD
Urinalysis (with or without a reader) IVD
Cholesterol, Triglyceride and HDL IVD
Anticoagulant therapy monitoring (includes self-testing devices) IVD
Pregnancy and ovulation tests (includes self-testing devices) IVD
Prostate Specific Antigen test IVD
Haemoglobin IVD
Chlamydia trachomatis kits IVD
Faecal occult blood tests IVD
Helicobacter pylori tests IVD
Blood Pressure Monitor GMD*
Pulse Oximeter GMD*
Thermometer GMD*

* GMDs (general medical devices) differ greatly from IVDs in relation to their mode of action, quality con-
trol procedures and quality assurance structures.  Advice relating to these devices should be sought from
a source with relevant expertise such as the manufacturer or their authorised representative.
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continued from previous page

KEY RECOMMENDATIONS
The following list summarises the key
recommendations in these guidelines,
which are necessary for the safe use and
management of POCT in Primary and
Community Care.

1. Where POCT services are provided, a
system for clinical and managerial
governance of the service should be
established including a person desig-
nated as responsible and account-
able for the service.

2. It is advisable that providers of POCT
are aware of other laboratory services
in their locality which can provide
specialist advice and expertise if
required and be cognisant of utilis-
ing them as appropriate. It is recom-
mended to consult the Guidelines
for Safe and Effective Management
and Use of Point of Care Testing
which recommends communication
between the hospital and Primary
and Community Care sectors.

3. Only trained and fully competent
staff should perform POCT. 

4. Standard operating procedures
should be developed and imple-
mented for all aspects of the POCT
service, including the performance
of the POC test, record keeping,
interpretation of results, patient
referral criteria, quality assurance,
patient and staff safety and health.

5. Quality assurance is key to assuring
the accuracy and reliability of a
POCT service and quality control
testing should be performed for POC
tests in accordance with manufac-
turer’s instructions.  It is further rec-
ommended that POCT providers
should participate in External Qual-
ity Assurance (EQA) schemes, where
available.

6. Patient results should only be inter-
preted and reviewed by appropri-
ately trained personnel.

7. All patient and quality control
results should be recorded appropri-
ately either via paper or electronic
format in accordance with defined
procedures and the Data Protection
Act. 

8. Appropriate referral criteria should
be in place to ensure that confirma-
tory testing is performed and
patients are referred for further med-
ical attention as necessary.

9. All adverse incidents that occur with
POCT devices must be reported to
the manufacturer and/or the Irish
Medicines Board (IMB) using the
appropriate form located on the IMB
website (wwwwww..iimmbb..iiee) and/or the
appropriate professional regulatory
body, if necessary.

10. POCT should be reviewed and mon-
itored on an ongoing basis and a test
should be withdrawn or suspended
in the event of a safety related issue
e.g. a recall.

11. POCT devices should be CE marked
as this is an indication that the
device meets the requirements of the
relevant legislation.

12. It is the responsibility of the service
provider to ensure that appropriate
occupational health advice is pro-
vided to staff performing POCT.

13. Records should be kept of staff who
have been trained in carrying out
and/or interpreting test results.

It is recommended that these guide-
lines be adopted by those responsible
for POCT in Primary and Community
Care settings in Ireland to ensure that
POCT is performed in a well structured
and controlled manner to minimise the
risk to public health and to ensure
patient safety.  These guidelines will be
reviewed and updated in light of fur-

ther developments in the area of POCT.
The implementation of these guide-

lines should facilitate a well-managed
and properly governed system for the
provision of POCT services in Primary
and Community Care settings, which in
turn will deliver considerable benefits to
the Irish health service and to patients.
These guidelines are available online at
www.imb.ie.  A hard copy version is
also available – please contact med
icaldevices@imb.ie

Aoife Higgins takes up the position of Vigilance and Compliance
Administrator for the Medical Devices Vigilance and Compliance
section.

Patrick Murphy takes up the position of Scientific Officer for gen-
eral medical devices. Patrick’s academic qualifications include a
degree in Engineering (Mechanical and Manufacturing) and a

M.Sc. in Bioengineering, both from University of Dublin, Trinity Col-
lege. Prior to joining the IMB, Patrick worked as an R&D Design
Assurance engineer in a medical device company.  

Orla Keane has recently been promoted to the position of Product
Manager – Class I / IIa products in the Medical Devices Vigilance
and Compliance section.

Staff Update
The Irish Medicines Board is delighted to announce that Patrick Murphy and Aoife Higgins have joined the Medical Devices Vigilance
and Compliance section of the Human Products Safety Monitoring Department of the IMB.  

Upcoming Events

PRINCIPLES OF EUROPEAN
MEDICAL TECHNOLOGY
REGULATORY AFFAIRS

Athree-day course and module 1
of M.Sc. Medical Technology

Regulatory Affairs will be held from
the 1st to 3rd March 2010, in the
Clayton Hotel, Galway, Ireland. The
aim is to develop a clear under-
standing of the regulatory path for
placing and maintaining medical
technology on the market in the
European Union and associated ter-
ritories.
For more information, please con-

tact TOPRA by email: mmssccaadd--
mmiinn@@ttoopprraa..oorrgg or telephone: +44
(0) 207 510 2560.  Further informa-
tion is available from: wwwwww..ttoopprraa..
oorrgg//mmttrraa11..iiee

IVD INFORMATION DAY

The IVD Information Day, which
was due to be held on 6th No-

vember 2009, has been postponed
until Q1 2010.  The event will be
advertised on the IMB website
www.imb.ie in due course.


