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Letter from the Editor

Welcome to the final edition of the medical devices newsletter for 2005.

n this final edition of the medical

devices newsletter for 2005, we will
be providing updates on work that
was carried out during the year, both
in Ireland and Europe.

An article relating to standards
highlights and reminds us all of the
importance of standards and the cru-
cial role that we all play in the devel-
opment of new standards.

Other articles include the restruct-
uring of EU Commission, DG Enter-
prise, an update on the progress of
the task force that is dedicated to
reviewing the MED DEV on vigilance

and feedback on the information day
that was held by the IMB in Septem-
ber 2005 for the health services. At
this information day, a guidance doc-
ument on the ‘Manufacture of Med-
ical Devices within Healthcare Insti-
tutions’ was launched.

As always we welcome feedback or
suggestions for specific topics you
would like to see addressed in future
newsletters. If you feel you have an
article you wish to contribute to the
newsletter, please contact us at med
icaldevices@imb.ie.
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he Irish Medicines Board (IMB) will

shortly be issuing a new guidance
note relating to post market surveil-
lance auditing of medical device man-
ufacturers. This is following a period
of consultation with the Irish Medical
Devices Association (IMDA) and mem-
bers of the medical device manufactur-
ing industry regarding the content of
the guidance note.

As the Competent Authority for
medical devices in the Republic of Ire-
land, the IMB may conduct post mar-
ket surveillance in relation to:

Products manufactured by Irish
based manufacturers and
Those placed on the Irish market.

This post market surveillance activity
forms part of the review of manufac-
turers compliance to the EU Directives
and related Irish legislation by the
IMB.

The IMB has an obligation to ensure
that manufacturers of medical devices
comply with the medical device legis-
lation in the Republic of Ireland.
Where compliance with the legislation
is an issue, appropriate action may be
necessary in order to the protect public
health.

Post market surveillance is carried
out by either:

Proactive surveillance

Reactive surveillance

Proactive surveillance is carried out
dependant on what the IMB deems
appropriate e.g. targeted audits in rela-
tion to a specific category of medical
device. Reactive surveillance occurs as
a result of a specific market issue,
which requires market follow up in the
interest of public health.

Post market surveillance work can
take place by way of audit. The aim of
an audit is to ensure that the medical
device manufacturer is complying with
the minimum relevant requirements of
the medical device legislation.

If a post market surveillance audit is
deemed necessary by the IMB, the IMB
will contact the medical device manu-
facturer to arrange the date, time and
duration of the audit. In the case of a
proactive audit, the manufacturer will
be given notice prior to the audit. As
reactive audits generally arise from a
public health issue, the IMB is obliged
to investigate an issue by whatever
method is appropriate. A reactive audit
of a manufacturing site may be
deemed in some cases to be necessary.
In such a case, a request to audit the
premises of the manufacturer may be
made. In such a case, the audit may
need to take place immediately. The
date of the visit will only be changed
in exceptional circumstances.

Once agreed a confirmation letter

will be sent to the medical device man-
ufacturer specifying the date and time
agreed for the post market surveillance
audit and a list of the areas the audit
will cover. The manufacturer may be
requested to supply some information
in advance of the audit in order to
facilitate the process.

During the audit, the IMB autho-
rised officer will take note of any areas
of concern and discuss these as they
arise.

At the end of the audit, a close out
meeting will be held with the manu-
facturer where the findings of the audit
will be presented and any non-compli-
ance to the medical device legislation
will be raised. At this meeting, the
non-compliances will be documented
and discussed and a timeframe for
close out of these non-compliances
will be agreed with the medical device
manufacturer.

Once satisfactory responses have
been received, the IMB will issue a let-
ter to the medical device manufacturer
to that effect. Where satisfactory
responses have not been received and /
or where breaches of the legislation
have taken place, further action may
be taken by the IMB as outlined in the
legislation.

Further details regarding the audit-
ing guidance note will be available this
December on the IMB website

s many stakeholders may be aware, a number of staff changes have occurred at the EU Commission, DG Enterprise in rela-
tion to medical devices over the last year. Below is a summary of the staff and their functions:

Ms. Georgette Lalis

Mr. Abraao Carvalho

Mr. Antonio Lacerda de Queiroz
Mrs. Isabelle Demade

Mr. John Brennan

Director for Consumer Goods
Head of Unit

Head of Sector

BSE / TSE, MDEG Vigilance - GHTF Study Group Il, WEEE, Environmental Impact, MRA’s
Medical Device Directive Review Process, IVDs, NBOG, GHTF Study Group |, Notified

Body’s Contact

Mrs. Sharon Frank

CENELEC)

Mr. Paolo Catalani
Mrs. Sarah Onians

Assistance, CIRCA Forums, Web Editing
Secretariat

Enlargement, MSOG, Borderline Products, Safety Issues, Classification, Standards (CEN,
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Standards have been around since the building of the pyramids and before.

Indeed, we take them for granted in almost every sphere of our lives, when we rely on consistency and performance.

o-where is this more evident or

critical than in our demand for
fully functioning and consistent med-
ical devices. It is for this reason that
standards for medical devices have
become the cornerstone of the present
regulatory environment.

But, you may ask, who writes the
standards? Where do they come from?
How does it all fit together? Is it possi-
ble that | can influence the content of
standards?

These are very pertinent questions,
and here are some answers.

Standards are written by standards
bodies. There are hundreds of these
worldwide. Some deal with specific
subject areas, some are multi-centered.
In Ireland, the government has estab-
lished the National Standards Authori-
ty of Ireland (NSAI) as the semi-state
body with authority and responsibility
for drafting and implementing stan-
dards in Ireland.

The NSAI do not work in isolation
from the rest of the world. They are
Ireland’s representative on many inter-
national bodies, including 1SO and
CEN, the two biggest alliances of stan-
dards makers.

ISO is a global network of national
standards institutes from 146 countries
working in partnership with interna-
tional organisations, governments,
industry, business and consumer repre-
sentatives. It's core structure revolves
around over 200 Technical Commit-
tees (TCs), focussed on subjects as
diverse as masonry, surgical instru-
ments, packaging, etc. Each commit-
tee invites representation from mem-
ber countries. The work of drafting or
revising standards is usually carried out
at sub-committee or task group level.
Each member can have representation
at this stage. This is the stage when the
words are put on paper and much dis-
cussion ensues, before consensus is
reached. Finally, all pre-standards are
submitted for formal vote by commit-
tee members, before adoption as a
standard. Committees, and their sub-
committees, meet from time to time to
carry out this work, but much of the
work is also carried out electronically,

by e-mail and internet access. The final
product is what we know as an 1SO
standard, e.g. 1ISO 14971.

CEN is the European Committee for
Standardisation and was founded in

1961 by the national standards bodies
in the European Economic Communi-
ty and EFTA countries. It works in a
similar manner to 1SO, having over 300
Technical Committees. As you might
expect, the scope of these committees
are, in many cases, similar to that of
the corresponding ISO Committee.

So, you may ask, is there a lot of over-
lap and duplication of resources?
There could have been, were it not for
an agreement called the Vienna Agree-
ment.

The Vienna Agreement is a mecha-
nism, whereby 1SO and CEN agree to
share access and information about
each other’s work programmes. Briefly,
this agreement ensures that all stan-
dards developed, whether under CEN
lead or ISO lead, are mutually visible
and each body has an opportunity to
contribute to the content. The aim of
this is to ensure global harmonisation
and removal of trade barriers.

But why should Europe need unique
standards? The answer to this lies in
what is commonly known as the ‘New
Approach’ Directives. In an effort to
rapidly remove the trade barriers that
existed within the EU, the EU Commis-
sion produced a series of Product Direc-
tives, based on what became known as
the ‘New Approach'. We are all famil-
iar with some of these Directives, e.g.
Machinery Directive, Toy Directive,

Medical Devices Directives, etc. These
Directives are all transposed into the
national laws of each Member State.
They require their products to carry the
CE mark to demonstrate compliance
with the essential requirements of the
relevant Directive. One very conven-
ient way to demonstrate compliance
with the essential requirements is to
show compliance to relevant standards
that have been aligned, or ‘har-
monised’ with specific essential
requirements. These ‘harmonised stan-
dards’ each contain a separate Annex Z
that maps the alignment of the stan-
dard to the relevant essential require-
ments of the particular Directive. In
this way, transparency of requirements
can be achieved across the frontiers of
the EU. It is the role of CEN to write
and publish these standards. It is the
role of the national standards bodies,
such as NSAI to adopt these European
Norms, known as ENSs, as Irish stan-
dards.

Finally, you may wonder, do you
have any say in this? Apart from trying
to comply with standards, can you
influence the content of standards?
Well here’s how it works...

The NSAI has established a number
of National Mirror Committees who
‘mirror’ or follow the proceedings of
the corresponding CEN and I1SO Tech-
nical Committees. These committees
are called consultative committees,
because they seek consultation and
input from many sources in order to
formulate the ‘Irish voting position’
on developing standards. Each Stan-
dards Consultative Committee is com-
posed of representatives of users, man-
ufacturers, academics, governments
and regulatory bodies. The work of
the committee is supported by the
input of panels of ‘experts’ drawn
from these sectors. While the Stan-
dards Consultative Committees tend
to meet throughout the year, the
input of the ‘experts’ is mainly
through electronic access to docu-
ments and websites.

One such Committee is the Health-
care Standards Consultative Commit-
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tee, known as the HCSC. The HCSC
works in the following manner:

CEN / 1SO TCxxx produces
a document for review

v

NSAI / HCSC adopts it as a ‘Project’
and posts it on NSAI Livelink website.
The Livelink site allows experts to
view the document, post their comments
and review the comments of others

v

NSAI / HCSC reviews the conclusions and
votes accordingly

v

CEN / 1SO TCxxx collates the votes and
comments and takes responsive action

Currently, HCSC follows twelve
main subjects or interests. These are
further broken down into specific
fields of interest. These fields can be
aligned with the relevant CEN and ISO
TCs.

If you are interested in becoming
involved as an ‘expert’ in a particular
field(s), then please contact the Techni-
cal Secretary of HCSC, Chrissie Keane
by email at

Written by:
MS. CHRISSIE KEANE

Standards Development

National Standards Authority of Ire-
land (NSAI)

Dublin Road

Athlone

Co. Westmeath

Fax: +353-906-472034
E-mail: chrissie.keane@nsai.ie

he Irish Medicines Board (IMB)

held a successful conference tar-
geted at Ireland’s healthcare profes-
sionals on Tuesday 6th September
2005 in the Robert Smith Lecture The-
atre, Trinity Centre for Health Sci-
ences, St. James’s Hospital Campus,
James’s Street, Dublin 8. The event,
was attended by over 130 healthcare
professionals working in hospitals
throughout Ireland.

A guidance document on the ‘Man-
ufacture of Medical Devices within
Healthcare Institutions’ was launched
at this event. This document has
been written by the IMB to help clari-
fy whether the activities carried out in
or by healthcare establishments and
other related organisations are cov-
ered by the provisions of medical
devices legislation in Ireland.

Mr. Pat McGrath, Chairperson of
the interim Health Information and
Quality Authority (iHIQA) opened the
meeting at St. James’s Hospital. Pat
O’Mahony, Chief Executive of the
IMB, Mr. John O’Brien, Chief Execu-
tive of St. James’s Hospital and Mr.
Wilf Higgins, Chairman of the Advi-
sory Committee for Medical Devices
of the Department of Health & Chil-
dren (DOH&C) all chaired sessions at
this event.

Presentations were made on the fol-
lowing topics:

Introduction to the Medical Devices
Department of the IMB

— presented by Ann Q’Connor

Are you a Manufacturer?

— presented by Mairead Finucane
Meeting the Legislative Requirements
— presented by Mairead Finucane
IMB Post Market Surveillance Audit-
ing — presented by Maria Carleton
Vigilance System / DATH’s Pilot

— presented by Dr. Jan Guerin

There were also two case studies pre-
sented:

Case Study 1: Splints

— presented by Daniel Smyth

Case Study 2: Theatre Packs
— presented by Ann O’Connor

If you would like a copy of the guid-
ance document on the ‘Manufacture of
Medical Devices within Healthcare
Institutions’ please email

, and copies will be
sent to you. The guidance document
can also be downloaded from the med-
ical devices website

Ms. Ann O'Connor,
Medical Devices Director
and Mr. Wilf Higgins,
Chairman of the IMB
Advisory Committee for
Medical Devices at the
recent launch of the
Guidance Document on
the Manufacture of
Medical Devices within
Healthcare Institutions



n 2004 following consultation with

the Member States and industry, the
European Commission decided to start
discussions on the review of its Guide-
lines on a Medical Device Vigilance
System (MEDDEV 2.12 -1 rev 4). The
review was implemented in order to
incorporate experience gained since
this document was last reviewed in
April 2001 and to support the enlarge-
ment of the European Union.

A task force reporting to the EU Com-
mission’s Medical Device Expert Group
on Vigilance (MDEG Vigilance) was
established comprising of members
from Competent Authorities (Den-
mark, France, Finland, Germany, Ire-
land, Norway, Portugal, Sweden and
the United Kingdom), the EU Commis-
sion, various industry groups, the Euro-
pean Association of Authorised Repre-
sentatives and NB-Med (the Notified
Body forum). The review process start-
ed in the middle of 2004.

Some of the key changes that have
been proposed include:

A new definition of a ‘Field Safety
Corrective Action’ to replace the no
longer existing European recall defi-
nition.

A “field safety corrective action”
taken by a manufacturer to prevent
or reduce the risk of death or serious
deterioration in the state of health
associated with the use of a medical
device.

These may include:

— the return of a medical device to
the supplier

— device modification

— device exchange

— device destruction

— retrofit by purchaser of manufac-
turer's modification or design
change

— advice given by manufacturer
regarding the use of the device

(e.g. where the device is no longer

on the market or has been with-

drawn but could still possibly be
in use e.g. implants)

The reporting criteria for a
reportable event now include:

— a significant increase in the dura-
tion of a surgical procedure

— a condition that requires hospital-
isation or significant prolongation
of existing hospitalisation

— any unnecessary treatment or
medical intervention taken as a
consequence of an incorrect diag-
nostic result when used within
manufacturer instructions for use

— foetal distress, foetal death or any
congenital abnormality or birth
defects

The time lines for reporting have
been further clarified:

— Adverse events that result in
unanticipated death or unantici-
pated serious injury or represent a
serious public health threat must
be reported immediately by the
manufacturer.

— All other reportable events must
be reported as soon as possible by
the manufacturer, but not later
than 30-elapsed calendar days fol-
lowing the date of awareness of
the event.

For purposes of adverse event report-
ing, immediately means without any
delay that could not be justified, but
not later than 10 elapsed calendar days
following the date of awareness of the
event. Serious public health threat is
any event type, which results in immi-
nent risk of death, serious injury, or
serious illness that may require prompt
remedial action.

The introduction of the concept of
‘summary reporting’ and ‘trend
reporting’.

Involvement of the Notified Bodies
in the vigilance process

Once the document is completed and
agreed by the task force and MDEG
Vigilance, it will be forwarded to the
Medical Device Expert Group (MDEG)
for endorsement. It is anticipated that
the completed document will be pre-
sented to the MDEG in the first quarter
of 2006.
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In September,

left the medical
devices team. Any vigilance queries
should be addressed to Andrea
Hanson or the medical devices
general e-mail address

The Medical Devices Department is
delighted to announce that

and joined
the medical devices team in August
2005 and September 2005 respec-
tively. They have both taken up posi-
tions as

Karen will be working mainly with
certificates of free sale and the com-
pliance and auditing team and
Deirdre will be working mainly with
the vigilance team.
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he medicinal products legislation

has been updated over the past
number of months resulting in a
change to the definition of a medicinal
product, which may have implications
for product classification. It is impor-
tant that the medical devices sector
understands the new definition of a
medicinal product and some of the
clauses, which may have an impact on
which legislation applies to healthcare
products.

It should be noted that Article 1 of
Directive 2004/27/EC makes changes
to the definition of a medicinal prod-
uct, as currently given in Article 1 (2)
of EC Directive 2001/83/EC. The new
definition states that to be considered
a medicine the product must be

Any substance or combination of
substances presented as having
properties for treating or prevent-
ing disease in human beings; or

Any substance or combination of
substances which may be used in
or administered to human beings
either with a view to restoring, cor-
recting or modifying physiological
functions by exerting a pharmaco-
logical, immunological or meta-
bolic action, or to making a med-
ical diagnosis.

A new provision has been added to
Article 2 of the medicines legislation.

Guidance Note
Guidance Note 23:

Article 2.2 of Directive 2001/83/EC as
amended now states that:

‘In cases of doubt, where, taking into
account all its characteristics, a product
may fall within the definition of a
‘medicinal product’ and within the def-
inition of a product covered by other
Community legislation the provisions
of this Directive shall apply’.

Taken together, these provisions are
intended to ensure that where doubt

Manufacture of Medical Devices within Healthcare Institutions

Guidance Note

Guidance Note for Medical Device Manufacturers regarding Auditing by
the Irish Medicines Board to the Medical Device Regulations

exists over whether a product those on
the ‘borderline’ between, for example,
medicines and medical devices, medi-
cines and cosmetics, medicines and
food supplements, etc, the stricter
medicines regulatory regime should
apply.

While the impact on conventional
medicinal products and medical
devices is not expected to be extensive,
it is important to be aware of such
changes. There may however be some
products on the borderline between
medical products and medical devices
which will need to be re-categorised
following the implementation of the
revised legislation.

These changes are due to be made
effective from the beginning of
November 2005. The IMB guideline,
"What is a Medicinal Product" is conse-
quently under revision to reflect these
and other changes arising from updates
to the legislation. This will also include
the clearer statement in Article 2.2 of
European Council Directive 2004/27/
EC that where there is any doubt in
regard to products which may fall on
the borderline between medicinal and
other legislative categories, that the
medicines legislation takes priority.

It is recommended that stakeholders
in the medical device sector obtain a
copy of the IMB guideline, "What is a
Medicinal Product”, once it is available
on the IMB website for
reference purposes.

Issue Date

New Publication
September 2005

Expected Publication
December 2005
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