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Welcome to this edition of the
newsletter that is the last one

for 2004. In this edition we are pro-
viding you with an article in relation
to evidence based medicine and drug
eluting stents. These highly innova-
tive and novel combination products
are now on the Irish market and this
article should provide some intro-
ductory information on the subject. 

On a continuing basis we are
receiving many queries from the
healthcare sector in relation to the
impact of medical device legislation
in the healthcare setting. An article
has been included which we hope

will provide some clarification on
issues that are frequently raised with
the medical devices department of
the IMB. This is a first step in ensur-
ing that relevant clarification is avail-
able. We hope in 2005 to publish a
more comprehensive guidance on
this topic for those concerned

There are a number of other articles
included which aim to address some
of the issues that we feel need to be
highlighted to the medical devices
sector. As always we welcome feed-
back or suggestions for specific topics
you would like to see addressed.

E D I T O R I A L

Letter from the Editor
Welcome to this edition of the newsletter. 
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Evidence-Based Medicine and Drug-Eluting Stents

tion, Agencies for Health Technology
Assessment, Clinical Practice Guide-
lines) and critical appraisal of scientif-
ic documents.  EBM emphasizes bene-
fit to the individual patient and its key
point is efficacy, since the principal
source of information are clinical tri-
als and meta-analyses in "ideal" clini-
cal practice.  Anecdotes as evidence
should never be tolerated within the
area of medical device regulatory
assessment for compliance with the
relevant medical devices directive.
EBM plays an ever-increasing part in
the evaluation of clinical trial data
and results for high-risk class IIb and
class III devices for compliance with
Annex X of the medical devices direc-
tive (93/42/EEC).

Factors affecting Clinical Data
Reviews

The guidelines for the evaluation of
clinical data for medical devices are
beneficial with respect to the regulato-
ry review of new innovative high-risk
medical devices.  However, there are
additional factors that, in addition to
EBM, may affect product develop-
ment and the accurate evaluation of
clinical data, for example;
• Venture capital, market potential

and the interest of shareholders
may dictate clinical research and
development (R&D) strategy.

• Hospital budgets and economic fac-
tors, as opposed to therapeutic and

Practising EBM

Evidence-based medicine (EBM) is the
conscientious, explicit, and judicious
use of the current best evidence in
making decisions about the care of
individual patients.  The practice of
EBM within the regulatory review of
clinical data for high-risk medical
devices involves obtaining the best
external clinical evidence from sys-
tematic research and literature on the
particular medical device.  Best avail-
able external clinical evidence means
clinically relevant research, often
from the basic sciences of medicine,
but especially from patient-centred
clinical research into the accuracy and
precision of diagnostic tests and treat-
ments associated with the device.

External clinical evidence provides
proof of efficacy and defines the risk-
benefit relationship for specific thera-
peutic and diagnostic interventions.
The randomised controlled clinical
trial is the cornerstone of EBM. The
practice of EBM requires the input of
clinicians, who use the device, and
experienced regulatory personnel,
who review the submissions, to per-
form the following tasks:
• Convert diagnostic, prognostic and

therapeutic requirements for the
specific medical device into
answerable questions.

• Track down with maximum effi-
ciency the best evidence with
which to answer these specific
requirements.

• Critically appraise the evidence for
its validity (closeness to the truth)
and usefulness (clinical applicabili-
ty).

• Integrate this appraisal with clinical
expertise and clinical knowledge
base.

The main tools of EBM in clinical
practice are the increasing production
of randomised controlled clinical tri-
als and systematic reviews of health
interventions (Cochrane Collabora-

diagnostic benefits to the patient,
may be determining factors.

• Regulatory bodies may be pres-
surised by multinational medical
companies seeking to launch their
product to market.

• The media, marketing factors and
the demands of patients could be
influenced by the fervour accompa-
nying the initial success of the
product.

• Product users, physicians and med-
ical experts from medical compa-
nies may be biased in their judge-
ment as a result of favourable initial
results.

Evidence-based principles provide a
platform that helps to mitigate against
these potential influential factors, and
allow a thorough objective regulatory
review of high-risk medical devices.
This approach supports the conscien-
tious, explicit and judicious use of cur-
rent best evidence when making clin-
ical decisions to substantiate the regu-
latory approval and clinical adoption
of medical devices.

Drug-Eluting Stents

DES represent the third revolution in
the field of interventional cardiology
following the implantation of bare
metal stents and balloon angioplasty
(PTCA) in the treatment of coronary
artery disease.  Stent implantation
reduced the rate of restenosis by 30%
compared with PTCA.  Although

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

continued overleaf

Successful implementation of evidence-based medicine (EBM) in the development and regulation of high-risk medical

devices, such as drug-eluting stents, requires a methodical scientific approach. However, even when research evidence

is available from randomised controlled studies, it can be difficult to translate clinical evidence into regulatory 

and clinical decisions.
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stents represent a substantial progress
in interventional cardiology, they
have not eliminated in-stent resteno-
sis as a result of neo-intimal hyperpla-
sia.

Drug-eluting stents are expensive,
but the market potential for DES is
immense.  The DES frenzy has created
opportunities for medical companies
looking to develop new innovative
stent technology that concentrates on
the treatment of specific vascular
lesions and also provides a platform
for expanding into localized drug-
delivery therapies.  DES appear to be
effective in reducing restenosis, but
effectiveness is proven only in certain
types of coronary lesions.  The adop-
tion of innovative medical devices
such as DES appears to be closely
linked to the power of the evidence
based on the product, although there
can be a persistent gap between evi-
dence and adoption.

Regulatory Approval of DES

Regulatory approval and market
release of the first approved DES
(‘Cypher’ & ‘Taxus’) were based on
randomised controlled clinical trials.
Evidence-based principles appear to
have been practiced within the evolu-
tionary pathway where the ran-
domised controlled clinical trials were
specific for particular patient subsets
and indications for use.  However,
available evidence is not sufficient to
support a widespread use of these DES,
as the clinical trial data is only for spe-
cific patient subgroups, and therefore
can only substantiate their use within
those specific situations for which sup-
portive clinical trial data has been
obtained. 

DES have demonstrated dramatic
clinical improvements in the early
studies in simple lesion subsets, but
they do not offer a zero percent
restenosis rate.  Therefore additional
studies are required to fully substanti-
ate the practice of EBM within the
evolution of this innovative high-risk
medical technology. Long term safety
data are essential for high-risk prod-
ucts such as DES devices.  Post market
surveillance information and follow-

up studies lasting at least five years
must be performed for FDA require-
ments for these innovative high-risk
medical devices.

Manufacturers’ Requirements

In the context of the practice of EBM
at all stages of the product life-cycle,
the crucial messages for manufactur-
ers and those involved in the develop-
ment of high-risk medical devices are;
• Sponsors must provide the scientif-

ic evidence to support the device
approvals

• Post-market surveillance of high-
risk medical devices must improve

• Evidence-based trials are necessary
to support regulatory approval.

Evidence-Based Regulation

Medical doctors and medical regulato-
ry reviewers have always sought,
where possible, to base their work on
the strength of the medical evidence,
and also on the relevant experience
drawn from their own clinical experi-
ence and from their colleagues.  In
recent years the term ‘evidence-based’
has become commonplace as a prefix
to many important functions, e.g. evi-
dence-based policy, evidence-based
management and evidence-based
practices etc.  Likewise this evidence-
based term has an obvious role within
the regulatory environment i.e. ‘Evi-
dence-Based Regulation’. 

Evidence-based regulation would
involve:

01. High quality appraisal of the med-
ical evidence within the clinical
data submissions supplied by the
medical company.

02. A systematic search for other
independent randomised con-
trolled trials and sources of evi-
dence in peer review and grey lit-
erature.

03. Particular attention to exploring
evidence of effectiveness, and the
balance between potential bene-
fits and risks.

04. Review of the potential quality of
life effects of the medical device.

Evidence-based regulation should
emphasise benefit to patients and
focus on efficacy, as the principle
source of information are randomised
controlled clinical trials (RCTs) and
meta-analysis.  The clinical data
should provide strong medical evi-
dence that contributes to the
improvement of the efficiency and
effectiveness of healthcare therapies.

DR. JOHN O’DWYER Medical Director

Medical Devices Department,
National Standards Authority of Ireland,
Glasnevin, Dublin 9, Ireland.
Telephone: +353-1-8073888
Email: john.odwyer@nsai.ie
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H O S P I T A L I S S U E S

This article is aimed at healthcare estab-
lishments, and other related organisa-

tions, whose activities are covered by the
provisions of the Medical Devices Regula-
tions in Ireland. 

Background:

There are three EU Directives with related
amendments or extensions concerning
medical devices all of which are transposed
into Irish law by way of Regulations.  These
legislations place explicit obligations on
manufacturers who intend to place their
products on the market in Ireland or else-
where in the European Union.  The legisla-
tion is intended to ensure the safety and
performance of medical devices and to pro-
hibit the marketing of devices, which may
compromise the health and safety of
patients and users. The Medical Devices
Directive 93/42/EEC was transposed into
Irish law by way of S.I. No. 252 of 1994. It
became mandatory on 14 June 1998. 

Types of Medical Devices Manufactured in
the Healthcare Sector include:

• Custom-Made Medical Devices: 
These are medical devices that are made
for an individual patient to a prescrip-
tion.  Examples of custom-made medical
devices include dentures, custom-made
splints, orthopaedic footwear, custom-
made hearing aids, etc.

• Class I Medical Devices:
These are regarded as low risk medical
devices.  Examples of class I medical
devices manufactured in healthcare
institutions include wheelchairs, walk-
ing aids, splints, prosthesis, etc. 

• System & Procedure Packs: 
Medical devices bearing the CE marking
may be placed together within their
intended purpose and within the limits
of use specified by their manufacturers, in
order to place them on the market.  This
combination is generically referred to as a
system and procedure pack.  Examples of
such products would be first aid kits or
theatre packs which are transferred
between legal entities or sent to GP’s.

Legal Entity:

A legal entity is defined as a body other
than a natural person that can function
legally i.e. sue or be sued and can make
decision through agents.  Typically a legal
entity is a company / corporation or a cor-
poration sole such as a Minister or a Statu-
tory Body, e.g. clinics, GP practices, private
hospital, public hospital, health board, etc. 

Medical devices when manufactured by a
healthcare institution will either remain
within the legal entity or will transfer to a
different legal entity.  The implications of
these two options are very different and
need to be understood in order to determine
if a healthcare institution is a manufacturer
under the medical devices Regulations.

1. Devices remaining within One Legal
Entity:

If a medical device is made by one legal
entity for use in or by patients of that same
entity, there is no placing on the market
and the Regulations do not apply i.e. if a
hospital / healthcare institution manufac-
turers a device for use within the same legal
entity then this is considered as "in house
manufacturing" that falls outside the scope
of the legislation.

2. Devices transferred between Legal Enti-
ties:

When a healthcare establishment or other
body manufactures devices with the inten-
tion of marketing them to another legal enti-
ty, as opposed to treating their own

patients, the IMB would regard such manu-
facture as being covered by the Regulations.

If the same hospital / healthcare institu-
tion manufactures and gives away the prod-
uct i.e. free of charge albeit to another legal
entity, it would still fall within the scope of
the legislation.  

When a device is produced by one legal
entity and transferred to another legal entity
whether or not for payment and irrespec-
tive of the number of devices involved it
would fall within the scope of the legisla-
tion.

The requirements of the medical device
Regulations must be met in relation to the
above three points and the devices must
comply with all the relevant Essential
Requirements outlined in the Regulations.

From a practical point of view the
additional following point should be
noted:
If a hospital / healthcare establishment
manufactures a device from either non-CE
marked devices or CE marked devices for
patients leaving the institution, then the
hospital / healthcare institution is deemed
to be the manufacturer under the legisla-
tion as the product is considered to be
placed on the market.  An example of this
is the manufacture of splints by occupa-
tional therapists or physiotherapists for
patients leaving the hospital.

Practical Impact on Healthcare Establish-
ments:

Should a healthcare establishment be
regarded as a manufacturer under the med-
ical devices Regulations, the following
points must be met: 

• Essential Requirements:
All medical devices placed on the market
must meet the required set of minimum
requirements in the Regulations known
as the Essential Requirements.

• CE Marking:
Medical Devices meeting the Essential
Requirements of the Medical Devices
Directives will be entitled to carry the
"CE Marking".  This marking indicates
conformance with the appropriate
Directive and related Irish regulation.
All medical devices, with the exception
of devices that are custom-made or
intended for clinical investigation,
placed on the market must bear the CE
marking.

• Registration:
All manufacturers of low risk medical

Healthcare Manufacturing

A manufacturer of a medical device has responsibility for the design, 

manufacture, packaging and labelling of a medical device before he places

it on the market under his own name. 

continued overleaf
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devices (i.e. class I devices), custom
made devices, along with sterilisers and
refurbishers must register with the IMB
if they are manufacturing in Ireland.
This in practice means the healthcare
institution where they are manufactured
must register as a manufacturer with the
IMB and outline the type of devices they
are manufacturing.

• Labelling:
If you have determined that you are
regarded as a manufacturer of medical
devices then you must apply point 13
of Schedule I of the Regulations, the
minimum requirements regarding the
labelling of a medical device.

with the Essential Requirements of the
Legislation, the label and instructions
for use of a medical device must
include the English language if the
medical device is placed on the Irish
market.

The following are Harmonised Stan-
dards that relate to labelling and
instructions for use: 

EN 1041:1998 Information supplied by
the manufacturer with
medical devices

EN 980: 2003 Graphical symbols for
use in the labelling of
medical devices

EN 375:2001 Information supplied by
the manufacturer with
in-vitro diagnostic re-
agents for professional
use

EN 376:2002 Information supplied by
the manufacturer with
in-vitro diagnostic re-
agents for self-testing

EN 591:2001 Instructions for use for
in-vitro diagnostic instru-
ments for professional
use

EN 592:2001 Instructions for use for
in-vitro diagnostic instru-
ments for self-testing

The following is a summary of the
requirements for both medical

devices within the scope of 93/42/EEC
and related S.I. No. 252 of 1994 and for
in-vitro diagnostic medical devices
within the scope of 98/79/EC and relat-
ed Irish S.I. No. 304 of 2001.

For General Medical Devices: 

Product labelling is as per the Directive
93/42/EEC.  Please refer to Annex I,
Point 13, note 13.1:

“Each device must be accompanied by the
information needed to use it safely and to
identify the manufacturer, taking account of
training and knowledge of the potential
users.
This information comprises the data on the
label and in the instructions for use…”

With reference to the Irish Statutory
Instrument S.I. No. 252 of 1994, Sec-
tion 5, Essential Requirements for
devices, point (4): 

“In the case of a device which has been put
into service, the essential requirements
specified in Sections 8.7, 11.4 and 13 of
Schedule 1 are complied with only if the
information and particulars referred to in
those Sections are in English (whether or
not it is also in another language and

whether or not the device is for professional
or other use).”

For In- vitro Diagnostic Medical
Devices:

Product labelling is as per the Directive
98/79/EC.  Please refer to Annex 1,
Point 8, note 8.1:

“each medical device must be accompanied
by the information to use it safely and prop-
erly,taking account of the training and
knowledge of the potential users and to
identify the manufacturer. This information
comprises the data on the label and in the
instructions for use…
Instructions for use must accompany or be
included in the packaging of one or more
devices.”

With reference to the Irish Statutory
Instrument S.I. No. 304 of 2001, Sec-
tion 5, Essential Requirements for
devices, point (3):

“For the purposes of this Regulation, the
information relating to a device to be sup-
plied by the manufacturer in accordance
with section 8, of Part B, of Annex I, shall be
supplied in the English language, whether
or not it is also in another language and
whether or not the device is for professional
or other use.”
Therefore it is taken that to comply

Labelling of Medical Devices on the Irish Market

A number of queries have recently arisen in relation to language requirements for labelling of medical devices placed 

on the Irish market.  

• Technical Documentation:
Manufacturers of medical devices, incor-
porating healthcare manufacturers,
must prepare technical documentation
as per the medical devices Regulations
and must make this documentation for
their devices available to the IMB for
inspection purposes for a period ending
at least five years after manufacture of
the product.

• Post Market Surveillance:
Manufacturers of medical devices have
obligations under the Regulations in
relation to product when placed on the
market.
The Medical Devices Department of the
Irish Medicines Board is currently

developing a guidance document to
assist the health services determine if
they are manufacturers of medical
devices.   The scope of the guidance
looks at the practices within the health-
care sector and advises those involved
on how best to assess whether they fall
within the scope of the medical devices
Regulations.  This document should be
available from Spring 2005.

(Please note that further information on all of
the points below may be found in the series of
Guidance Notes published by the Medical
Devices Department of the Irish Medicines
Board.  These are available under the publica-
tions section of the medical devices area of our
website at www.imb.ie)
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What you require when
making an application

for a Certificate of 
Free Sale

01. a) If requesting a new Certificate of
Free Sale, complete all sections of
the Certificate of Free Sale Appli-
cation Form and send by email to
medicaldevices@imb.ie

OR
b) If requesting a Certificate of Free

Sale that has already been
issued, please notify the IMB of
the certificate number and a new
certificate will be issued based on
this number

02. Ensure only one type of device is
specified on the application form
e.g. general medical device
(GMD), active implantable med-
ical device (AIMD) or in-vitro
diagnostic medical device (IVD)

03. Ensure that there is not a combi-
nation of CE marked or non CE
marked products specified on the
application form

04. Ensure that payment accompa-
nies the application form or has
been paid in advance (see Guid-
ance Note 9 for more details)

05. a) When making your first applica-
tion, send a Notarised Docu-
ment, which includes a product
list, to the IMB

OR
b) When adding or withdrawing

product(s) from the Notarised
listing, please send a letter from
the designated person within
your organisation updating your
product listing

06. For CE Marked products:
a) Send a copy of the Notified Body

Certificate for all CE marked prod-
ucts to the IMB

OR
b) Inform the IMB of the device reg-

istration number if the device is
registered with the IMB

07. Ensure that the application is
under 35 pages

C H E C K L I S T

market.  An IMB Safety Notice
SN2003(04) was issued March 2003
relating to the Adrett Kranken –
Schutzdecke / Bettschurze manufac-
tured by LuM Povel in Germany. 

Given the severity and frequency
of these incidents, the IMB reminds
users of such restraining devices to
ensure that:
• Devices are correctly used
• Staff is trained in the use of the

device 
• Custom made devices that are

manufactured "in-house" (i.e. in
healthcare institutions) are manu-
factured to an appropriate safe
design with sufficient fixation. 

Hospital or healthcare institutions
involved in the manufacturers of cus-
tom made bed restraints should give
this matter particular consideration as
they are the responsible for the device
design and manufacturer.  In this role,
the hospital or healthcare institutions
should ensure that adequate instruc-
tion for use and training are provided
will all devices manufactured.

These fatalities have occurred in
other Member States.  The IMB

has become aware of one incident
occurring in Ireland when a custom
made device was in use.

The fatalities have occurred when
the device has encircled the patient’s
neck and resulted in strangulation.
The root cause of these incidents
have been: 
• Incorrect positioning of the device
• Migration of the device due to

insufficient fixation of the device
to the bed frame

• Insufficient staff training
The bed restraints involved in these
fatalities varied.  They have been
both waist restraints and chest
restraints.  The devices have been
both commercially manufactured
and manufactured as custom made
devices by hospitals and healthcare
institutions.

As a consequence of these inci-
dents, a number of commercial man-
ufacturers have removed some mod-
els of restraining devices from the

Bed Restraints
Over the past three years the Irish Medicines Board (IMB) has been notified 

of several patient deaths resulting from the use of bed restraints. 

V I G I L A N C E U P D A T E
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Detailed discussions took place in
relation to how better to legislate

for clinical investigations of medical
devices and amendments are being
considered specifically to article 15 and
Annex X of the Directive. Proposals are
being considered in relation to improv-
ing pre-clinical evaluation of medical
devices and also post market follow up
of medical devices.  In principle, it has
also been agreed to amend the defini-
tion of a medical device to incorporate
more specific reference to software,
which should prevent confusion over
whether stand-alone software is regard-
ed as a medical device if used for med-
ical purposes.

Initial discussions have also taken
place as to how best to regulate non-
viable tissues of human origin. Cur-
rently there are no European regulato-
ry controls on such products and stake-
holders are now in agreement that this
category of products should be regulat-
ed in the best interest of patient safety.
Following initial debate on this issue by
medical device experts in context of
the review of the 93/42/EEC it was pro-
posed that the Commission should
consider this issue during the develop-
ment of the proposed Regulation on
Tissue Engineering products.

Emerging technologies and the need
to keep abreast of current and future
developments continues on the agenda
of both industry and regulators. It was
agreed at the MDEG to create a Work-

ing Group, which would specifically
look at this subject. Terms of reference
are to be developed mindful of the fact
that many emerging technologies are
complex and may often be a combina-
tion of products under different regula-
tory frameworks. 

The issue of risks associated with the
use of PVC materials that contain the
plasticer DEHP has again been dis-
cussed by the MDEG.  It was agreed
that sufficient evidence is still not
available to support a ban on the use of
DEHP in medical devices manufactured
from PVC at this time. It was agreed to
reactivate the Task Force of the MDEG

Regulatory Update

in relation to this issue to continue to
monitor progress such as availability of
suitable alternatives.

Regarding the work of the Notified
Bodies Operations Group (NBOG) work
is continuing on the development of
the paper on the role of Notified Bodies
in the medical devices vigilance sys-
tem. It has also been agreed that a rep-
resentative from the Notified Bodies
Group ie. NB Med group would attend
by invitation relevant parts of the
NBOG meetings. 

The EU Commission is hoping to
publish the details in the near future in
relation to which EU Competent
Authorities are providing information
into the European databank Eudamed.
When this information is published it
is envisaged that registration applica-
tions for in-vitro diagnostic medical
devices will only be required with the
Competent Authority of the Member
State where the IVD’s are manufac-
tured. It is expected that this informa-
tion will be posted on the EU Commis-
sion website under the medical devices
section.

A Communication from the EU
Commission has been issued in rela-
tion to e-Health – making Europe a bet-
ter place for EU Citizens: action plan
for a European e-health area Reference
COM (200) 356 final is also now avail-
able on the EU Commission website

The review of Directive 93/42/EEC concerning medical devices is continuing and stakeholders gave further 

consideration to the proposed amendments to the text recently at the Medical Devices Expert Group (MDEG) 

Meeting in Brussels. 
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Guidance Note Issue Date
Guidance Note 2: 
Guidance Note for the Registration of Persons Responsible for Placing Devices on the Market  New Revision
in accordance with Directive 93/42/EEC and S.I. No. 252 of 1994 October 2004
Guidance Note 3:
Guidance Note for the Registration of Persons Responsible for Placing In-vitro Diagnostic              New Revision
Medical Devices on the Market in accordance with Directive 98/79/EC and S.I. No. 304 of 2001 October 2004
Guidance Note 18: 
Guidance Note on Adverse Incident Reporting for In-vitro Diagnostic Medical Devices Expected Publication 

December 2004
Guidance Note 21: 
Instructions for Use of the On-Line Vigilance Reporting System for Healthcare Users New Publication 

October 2004
Guidance Note 22: 
Instructions for Use of the On-Line Vigilance Reporting System for Industry Users New Publication 

October 2004

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

Guidance Notes Update

Council Directive 2001/20/EC
concerning Good Clinical Prac-

tice in Clinical Trials of Medicinal
Products was transposed into Irish
legislation by Statutory Instrument
No. 190 of 2004.  These regulations
came into effect in May 2004.  They
set out measures relating to the con-
duct of clinical investigations of
medicinal products for human use
and replace those controls that pre-
viously applied to such investiga-
tions under the Control of Clinical
Trials Act of 1987 and 1990.

The regulations contain provi-
sions for the establishment of,
recognition of and operation of
Ethics Committees  for medicinal
products.  It is obligatory under the
Directive and the Regulations that,
in the case of multi-centre clinical
trials, a single Ethics Committee

opinion be given for each Member
State for medicinal products.

It is important to note that these
regulations only apply to clinical
investigations of medicinal products
and have no impact on other activi-
ties that have traditionally been car-
ried out by existing Ethics Commit-
tees, including clinical investiga-
tions of medical devices.

Ethics Committee opinion contin-

ues to be required from all sites
where it is proposed to commence a
clinical investigation of a medical
device.  These Ethics Committee
opinions must be included in appli-
cations for medical device clinical
investigations to the Irish Medicines
Board.

The international standard ISO
14155 "Clinical Investigation of
Medical Devices for Human Sub-
jects" supports the essential require-
ments of EU Directives 90/385/EEC
and 93/42/EEC.  Compliance with
the clauses of the standard provides
a means of conforming with the
specific provisions of the Directives
concerned, including Annex 7 of
Directive 90/385/EEC and Annex X
of Directive 93/42/EEC, which relate
to the clinical evaluation of the
devices.

Frequently Asked Questions

THE IMPACT OF COUNCIL DIRECTIVE 2001/20/EC ON GOOD CLINICAL PRACTICE (GCP)  IN
CLINICAL TRIALS OF MEDICINAL PRODUCTS AND ON MEDICAL DEVICE OPINIONS FROM ETHICS

COMMITTEES IN IRELAND.


