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As this is the first newsletter of
2005, we would like to take this

opportunity to wish all our readers
a very happy New Year. In this issue
we have focused on providing
information in relation a number
of topics that were raised with us
over the past year, specifically the
classification of teeth whiteners
and also the issue of in-house man-
ufacture of in-vitro diagnostic med-
ical devices and the implications of
testing specimen samples from
external sources. We hope the arti-
cles relating to these two subjects
will provide clarity on these issues.

We are also providing an update on
the implementation deadlines for
the legislation relating to the use of
animal tissues in medical devices. 

In 2005, we aim to finalise a guid-
ance note in relation to hospital
manufacturing of medical devices.
An Information Day will be held
this year following the launch of
this document. Further details will
be outlined in the next newsletters.

As it is a New Year we would wel-
come as suggestions for future arti-
cles in 2005 and as always welcome
any feedback from our readers.

E D I T O R I A L

Letter from the Editor
Welcome to this edition of the newsletter. 
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Legal Status of Tooth Whitening Products

ical device the product in question
must have a medical purpose. The rel-
evant Irish medical devices legislation
is S.I. No. 252 of 1994. All medical
devices placed on the market bearing
the CE marking must conform to the
Essential Requirements of the medical
devices legislation in relation to their
class. 

In spite of the general understanding
concluded at EU level on the classifica-
tion of tooth whitening products as
cosmetic products, currently in some
cases, the medical devices legislation is
being inappropriately applied by some
manufacturers to tooth whiteners with
concentrations greater than that cur-
rently specified as acceptable in the
cosmetic legislation.

Restriction on Amount of Hydrogen
Peroxide Present or Released in Oral
Hygiene Products

The EU Directive relating to cosmetic
products currently limits the amount
of hydrogen peroxide in oral hygiene
cosmetic products to not more than
0.1% present or released. Oral hygiene
products with concentrations higher

Background

Similar court cases took place in Swe-
den and Germany. As there were dif-
fering views in Europe in relation to
the appropriate classification of these
products, the EU Commission has
been trying to clarify this debate over
the past few years. The EU Commis-
sion recently wrote to the Member
States to remind them of this com-
mon understanding that tooth
whiteners are more appropriately clas-
sified as cosmetic products and to ask
them to apply the Community legisla-
tion correctly.

Classification as Cosmetic Products

Tooth whitening products, either used
by consumers or by professionals, are
cosmetic products according to the
definition of cosmetic products in
Article 1 of Council Directive 76/768/
EEC relating to cosmetic products. 

This Directive provides that "any sub-
stance or preparation intended for
placing in contact with […] the teeth
[…] with a view exclusively or princi-
pally to cleaning them […] or protect-
ing them in order to keep them in good
condition, change their appearance
[…]" is a cosmetic product. 

Tooth whitening products that are
placed on the market for the principal
intended purpose of lightening dis-
coloured teeth i.e. cosmetic purposes,
whether or not they contain peroxide
and regardless of concentration, can-
not be considered as medical devices
since they do not conform to the defi-
nition of "medical device" in Directive
93/42/EEC.

The EU Directive relating to cosmetic
products is implemented in this coun-
try via S.I. No. 870 of 2004, European
Communities (Cosmetic Products) Reg-
ulations, 2004: 

Certain Classifications as Medical
Devices

For a product to be classified as a med-

than this cannot currently be lawfully
placed on the EU market as a cosmet-
ic product.

There are proposals currently being
considered at EU Commission level to
amend the cosmetic legislation so as to
increase the threshold concentration to
6% in various application forms (strips,
tray, etc). Consideration is also being
given to the circumstances in which
such products may be made available
to consumers, e.g. under the supervi-
sion of a dentist or direct to consumers.

The opinion is the EU Scientific
Committee on Cosmetic Products and
Non-Food Products on this matter is
expected to be delivered in early 2005.
As soon as this Scientific Committee
opinion is delivered, the Commission
and Member States hope to be in a bet-
ter position to take the necessary meas-
ures to update the Cosmetic Products
Directive as appropriate. 

Need for Product Safety

It is important for manufacturers, and
any other persons placing any such

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

continued overleaf

The issue of the classification of teeth whiteners was raised in the late nineties in Europe particularly in the 

United Kingdom where the UK House of Lords’, ruled that these products were not medical devices but more 

appropriately classified as cosmetic products. 
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products on the market, to bear in
mind that, whether the products con-
cerned are intended as cosmetic prod-
ucts or as products for some other pur-
pose, they are responsible at law for
ensuring that any products supplied
are safe under normal or reasonably
foreseeable conditions of use.

Conclusion

It is unlikely that precise legislative

clarity will be available for a period of
time for all tooth whitening products
containing hydrogen peroxide that
are at present being made available to
the market. Some of these products,
particularly those with concentra-
tions greater than the expected limit
of 6% hydrogen peroxide, present or
released, will remain borderline and
will have to be examined on a case by
case basis by the Member States,
whose responsibility it is in the first
instance to classify such products.

Product manufacturers considering

placing tooth whitening products on
the market with concentrations of
hydrogen peroxide higher than those
specified under the current cosmetic
product legislation (i.e. >0.1%) are
advised to await the outcome of the
Scientific Committee opinion and the
resulting Community legislation. 

Manufacturers are also advised to
carefully consider the mode of action
and the intended purpose of the pro-
posed product taking account of the
legislation prior to placing the pro-
posed product on the market.

Since the In-vitro Diagnostic (IVD)
Directive 98/79/EC became manda-

tory in December 2003 there has been
much debate regarding whether IVD’s
manufactured in-house and used for
diagnostic purposes are excluded from
the IVD legislation. These IVD’s are
referred to as in-house or ‘home-brew’
assays. It is clear from the Directive that
IVD’s manufactured and used to test
patient samples from within the same
health institution fall outside the scope
of the legislation.

This is outlined in Article 1.5 of the
IVD Directive:

‘This Directive shall not apply to devices
manufactured and used only within the
same health institution and on the premis-
es of their manufacture or used on premis-
es in the immediate vicinity without hav-
ing been transferred to another legal entity.
This does not affect the right of Member
State to subject such activities to appropri-
ate protection requirement’.

The motivation for this provision is
expressed in Recital 10:

‘Whereas, having regard to the principle of
subsidiarity, reagents which are produced
within health-institution laboratories for
use in that environment and are not sub-
ject to commercial transactions are not
covered by this Directive;’ 

The question has arisen in relation to
the interpretation of the IVD Directive
for IVD’s manufactured in-house and
used to test samples from external
patients, i.e. GP practices or another
health institution 

This debate arose from Article 9.13 of
the IVD Directive:

‘The provisions of this Article shall apply
accordingly to any natural or legal person
who manufacturers devices covered by this
Directive and, without placing them on the
market, puts them into service and uses
them in the context of his professional
activity.’

The motivation for this provision is
expressed in Recital 11:

‘Whereas, however, devices that are man-
ufactured and intended to be used in a pro-
fessional and commercial context for pur-
poses of medical analysis without being
marketed are subject to this Directive;’

The IMB along with other Member
States considered that the interpreta-
tion of the IVD Directive for in-house
assays used in this situation was
unclear and required further debate
and clarification at a European level.
The Medical Device Expert Group
sought legal advice from the European
Commission in the interest of an
agreed European position. 

In December 2004, the European
Commission presented their legal

interpretation of the IVD Directive for
IVD’s manufactured in-house, at a
meeting of the Medical Device Expert
Group, which is summarised as fol-
lows:

• IVD’s that are manufactured in-
house and used to test patient sam-
ples for the same health institution
are excluded from the IVD legisla-
tion.

• IVD’s that are manufactured in-
house and used to test samples
from external patients i.e. from a
GP practice or another hospital are
excluded from the IVD legislation. 

• IVD’s that are manufactured in-
house and then transferred to
another hospital laboratory, which
is outside it’s own legal entity, for
diagnostic use are considered to fall
within the scope of the legislation. 

One issue which the Medical Device
Expert Group agreed that required fur-
ther debate is the definition of a health
institution. This will be discussed at a
European level at the next Medical
Device Expert Group meeting. It may
however be difficult to agree on a Euro-
pean definition considering that health
services may be organised differently in
each country. The IMB will participate
in these discussions in Europe while
also seeking legal advice on the defini-
tion of a health institution at a nation-
al level.

While it is now agreed that IVD’s
manufactured and used in-house fall
outside the scope of the IVD Directive,
the IMB would recommend hospital
laboratories to consider reviewing the
principles of CE marking and adopting
this approach, wherever possible in the
development of any new in-house
assays and to assess whether some of
these principles could also be used for
existing in-house assays.

In-house Manufacture and the In-vitro
Diagnostic Directive 98/79/EC

continued from previous page
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The following is an update relating to
the application of S.I. No. 554 of

2003, European Communities (Medical
Devices) (Tissues of Animal Origin)
Regulation, 2003, the national transpo-
sition of the European Commission
Directive 2003/32/EC of 23 April 2003
introducing detailed specifications
with respect to medical devices manu-
factured utilising tissues of animal ori-
gin.

The scope of this Directive applies to
medical devices covered by Directive
93/42/EEC that utilise animal tissue
(from bovine, ovine, caprine species or
deer, elk, mink or cats) rendered non-
viable or non-viable products (e.g. col-
lagen, gelatin). Directive 2003/32/EC
makes provision for the management
of risks arising from medical devices
that utilise tissues or derivatives origi-
nating from animals for which a Trans-
missible Spongiform Encephalopathies
(TSE) risk is suspected. 

Notified Bodies, who are designated
to evaluate devices utilising animal tis-
sues or derivatives, evaluate the risk
control measures adopted by the man-
ufacturer and verify conformity with
Commission Directive 2003/32/EC.
The resulting Summary Evaluation
Report Form (SER) is submitted to the
Member States for verification.

At the recent meeting on the 13th
December 2004 of the Commission’s
TSE Working Group, attended by Mem-
ber States, European Trade Federations
and Notified Bodies had, as one of its
objectives, the clarification of the regu-
latory expectations of the ‘end date’ for
completing the assessment process of
the complementary certificates in the
framework of the TSE Directive.

The attendees supported the adop-
tion of several proposals regarding end
dates for this review process:

(1) Notified Bodies should have sub-
mitted all SERs in relation to their
assessments of the TSE risk, to their
national Competent Authority by
the 31st December 2004;

(2) The consultation, which must take
place with the other Member States,
in relation to these SER assess-
ments, should be completed by 31st
March 2005, where relevant;

(3) The outcome of the certification
process for all medical devices, in
the scope of the TSE Directive, shall
be completed by 30th April 2005;

(4) For medical devices utilising Euro-
pean Directorate for the Quality of
Medicines (EDQM) certificated
materials, the certification process
is expected to be finished earlier.

These objectives were subsequently
presented at the Commission’s Medical
Device Expert Group (MDEG) meeting
held on the 14th December 2004 to
clarify the regulatory expectations for
finalising this assessment process. The
members of MDEG (i.e. Member States,
European Trade Federations, Standards
Bodies and Notified Bodies) fully sup-
ported the adoption of these objectives
to provide a voluntary approach sup-
porting clarity and uniformity in the
application of the TSE Directive. 

TSE Working Group Update
Classification of

Lissamine Green Strips

Lissamine green ophthalmic strips
are similar in intended use to flu-

orescent ophthalmic strips, which
can be used for fitting Rigid Gas Per-
meable contact lens.

The lissamine green impregnated
on the strip is spread across the eye
for checking cornea, conjunctiva
and tear film of the eye. This exami-
nation is performed for diagnosing
the pressure zone of the contact lens
(contact lens wearer monitoring).

There are some impregated strips
on the market that also be used for
ophthalmic diagnosis on patients
without contact lens (for example,
dry eye diagnosis). 

It has been brought to our atten-
tion that some these products cur-
rently appear to be CE marked under
Directive 93/42/EEC. 

However, the guidance outlined in
the MEDDEV 2.1/3 revision 2 of July
2001 Guidelines relating to the
application of the Council Directive
93/42/EEC on Medical Devices:
Demarcation between Directive
93/42/EEC on Medical Devices and
Directive 65/65/EEC relating to
Medicinal Products, point A.4.2
states that 

“The following products are
assimilated to medicinal products
and therefore dealt with in accor-
dance with 65/65/EC as medicinal
products: – fluorescent ophthalmic
strips for diagnostic purposes”

Further reference to this docu-
ment can be found on the EU com-
mission website at 

http://europa.eu.int/comm/enter-
p r i s e / m e d i c a l _ d e v i c e s / m e d -
dev/2_1_3____07-2001.pdf

Staff Update
The Medical Devices Department are
delighted to announce that Mr. Joseph
Gallagher has joined the medical
device team. Joseph has a background
in engineering and medical physics and
will be working primarily in the area of
vigilance, assisting the team in the
investigation of adverse incidents. 

In February, Andrea Hanson will be
leaving the vigilance team for a num-
ber of months. In her absence, any vig-
ilance issues should be addressed to
Ms. Ann O’Connor or the medical
devices general email address med-
icaldevices@imb.ie.

The following is an update relating to the application of S.I. No. 554 of 2003,

European Communities (Medical Devices) (Tissues of Animal Origin) 

Regulation, 2003, the national transposition of the European Commission

Directive 2003/32/EC of 23 April 2003 introducing detailed specifications

with respect to medical devices manufactured utilising tissues of animal origin.



E D I C I N E

PAGE 5

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

ly include input from manufacturers.

Record Keeping & Traceability

Accurate and accessible records are a
key factor in effective device manage-
ment. This should be considered at the
purchase stage. The primary functions
of record keeping include identifying
the stock of devices currently available
for use, and ensuring prompt planned
preventative maintenance and rapid
repairs. Clear records should be kept
from the outset, i.e. the purchase stage,
enabling the organisation to trace indi-
vidual products or at least particular
batches of devices throughout their
lifetime. The ability to track and trace
medical devices throughout their life-
time within the user organisation
enables corrective action to be taken
when necessary, e.g. in the event of a
product recall.

Storage of Medical Devices

When purchasing medical devices, the
user organisation must ensure that the
appropriate storage conditions for the
medical devices are available taking
account of the storage instructions and
information provided by the manufac-
turer. Appropriate storage conditions
must in place so that the characteristics
and performances of the medical
devices will not be adversely affected.
The stresses that can occur during the
storage of medical devices, in accor-
dance with the manufacturers instruc-
tions, must be identified and addressed
before the medical device is purchased. 

If purchasing a sterile medical device
it is important to ensure that storage
conditions do not adversely affect the
sterility under the storage conditions
specified on the label. Storage areas for
sterile products should be dedicated for
the purpose and not used for other
activities. Inadequate control of these
storage areas may have an adverse
effect on the integrity of the sterile
product and subsequently render it un-
sterile and unsuitable for use.

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.
Therefore, when purchasing medical
devices, the user organisation must
ensure that the medical device bears
the CE marking. The CE marking will
be found on:

– the device or its sterile pack, where
practicable and appropriate, and

– on the instructions for use, as well as
any sales packaging.

Other factors to be considered when
purchasing medical devices include:

Instructions for Use

When purchasing medical devices it
must be ensured that all appropriate
instructions and information for use
are made available by the manufactur-
er and that these instructions accompa-
ny the medical devices. The instruc-
tions must be clear, concise, and readi-
ly available.

Repair and Maintenance of Medical
Devices

Repair and maintenance of a medical
device must be considered at the pur-
chase stage where it should be ensured
that the procedures for the routine
maintenance of the medical devices by
users are available with the medical
device. Keeping medical devices safe
and effective requires both routine
maintenance procedures supervised by
professional users, and planned pre-
ventative maintenance carried out by
suitably trained personel. Planned pre-
ventative maintenance, carried out fol-
lowing manufacturers' guidance by
properly trained personnel, is a key ele-
ment in ensuring devices are safe and
reliable. 

Before purchasing a medical device,

suitable repair and test equipment that
has been appropriately maintained and
calibrated must be in place. The user
organisation should take all reasonable
steps to ensure that medical devices are
repaired and maintained appropriately.
The liability for the repair and mainte-
nance of the device or item of equip-
ment will vary depending on the per-
son who carries out the service and
how the repair or maintenance is
undertaken. Any organisation carrying
out the servicing of medical device
equipment must have properly trained
staff, the correct manuals and tools,
access to spare parts approved by the
manufacturer and an adequate quality
control system.

Where contracts are placed with the
manufacturer for repair and mainte-
nance the user organisation should
ensure that they are made aware of any
changes in circumstances that may
affect the repair or maintenance, e.g. if
the manufacturer ceases business.

In cases where medical devices must
be reprocessed, it is critical that decon-
tamination of the medical device in
question should be carried out in accor-
dance with the device manufacturer’s
instructions. Under the Regulations,
reusable medical devices placed on the
Irish market after June 1998 must be
provided with reprocessing instruc-
tions, and these instructions should be
obtained at the purchasing stage.

Training

User knowledge and skills have major
implications for safety. Therefore the
training and knowledge of the poten-
tial user must be considered when pur-
chasing medical devices. The user
organisation is responsible for having
each user of the medical device trained
to the right level. Users and technicians
need to understand the basic principles
on which medical devices work (gener-
ic training) as well as how to use a par-
ticular model (specific training). Train-
ing needs to be timely and effective
and training programmes should ideal-

Purchasing of Medical Devices

Medical devices meeting the Essential Requirements of the Medical Devices Directives are entitled 

to carry the “CE Marking”. 
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Guidance Note Issue Date
Guidance Note 18 
Guidance Note on Adverse Incident Reporting for In-vitro Diagnostic Medical Devices New Publication 

December 2004
Guidance Note 
Guidance Note on Hospital Manufacturing of Medical Devices: Under Development
This notice will be sent out for consultation shortly with a view to launching the document at To be Issued in Late 2005
the Information Day we have planned for September 2005.

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

Guidance Note Update
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Regulatory Update
which require discussion will be trans-
ferred to the EU Commission working
group on classification / borderline issues
of medical devices.

Emerging technologies and the need to
keep abreast of current and future devel-
opments continues on the agenda of
both industry and regulators. A Working
Group open to all stakeholders is being
created and will meet in the spring for
the first time. Terms of reference and top-
ics 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 regulato-
ry frameworks. 

The issue of manufacture of in-house
IVD medical devices was considered by
the MDEG. A position is now clear. Fur-
ther detail can be found in a specific arti-
cle found in this newsletter. The issues of
how to define a "health institution" will
be discussed further at the next MDEG
meeting in the spring. 

Due to the departure of Mr. Cornelius
Brekelman’s from the medical devices
sector of the EU Commission the chair of
the Global Harmonisation Task Force
(GHTF) is currently vacant. Work contin-
ues however in relation to the planning
for the GHTF conference scheduled for
Lubeck, Germany later this year. The first
meeting of the Study Group 5 (SG5) Clin-
ical is to take place in Australia in January
2005. SG5 has been charged with pro-
moting convergence of regulatory
requirements for evidence of the clinical
safety and performance of medical
devices. The group will concentrate on
establishing harmonized definitions for
commonly used terms (clinical investiga-
tion, clinical data, clinical evaluation and

The review of Directive 93/42/EEC con-
cerning medical devices is continu-

ing. Competent Authorities in a closed
session at The Hague, The Netherlands
gave further consideration to the pro-
posed amendments to the text of the
Directive. It is not expected that the draft
discussed at the Medical Devices Expert
Group (MDEG) meeting in October 2004
will be changed. An impact assessment of
the proposed changes is being carried out
internally at the EU Commission and it is
expected that the proposed text will
move to internal consultation at the
Commission in January 2005. Following
this, if the text is considered acceptable,
the proposal will move forward to first
reading at the EU Council and Parlia-
ment probably later in the spring or more
likely summer 2005.

Regarding the Directive 2003/32/EEC
on TSE it has been agreed by the stake-
holders at the recent meeting Commis-
sion’s TSE/BSE Working Group that the
‘end date’ for completing the assessment
process of the complementary certificates
in the framework of the TSE Directive is
the 30 April 2004. After that date product
that remains on the market without
meeting the requirements of the legisla-
tion may be subject to regulatory action
in Europe. Further details can be found in
a supplementary article in this newsletter
under TSE/ BSE Working Group update.

Regarding the EU Commission In-vitro
Diagnostic (IVD) Working Groups, the
MDEG considered the possibility of
realigning these two groups and a pro-
posal is now being considered to have
one main Working Group for IVD’s,
which will focus on technical issues.
Classification and Borderline issues

clinical evidence) as well as developing
harmonized guidance on the content
and format for clinical investigation
reports and on how to conduct and doc-
ument a clinical evaluation. The group
will work closely with other GHTF study
groups to review existing documents to
ensure that terminology is consistent and
interfaces are clear. 

In relation to the proposed reclassifica-
tion of total knee, shoulder and hip
orthopaedic implants the process is now
underway. The Article 7 regulatory proce-
dure in relation to the reclassification was
initiated in mid January and the outcome
is envisaged in mid February.

The study on competitiveness commis-
sioned by the EU Commission following
the review of Directive 93/42/EEC is
being finalized and is hoped will be avail-
able in the early part of 2005. This study
should provide up to date data in relation
to the medical devices sector in Europe.
This data is currently not available

Inclusion of medical devices within the
scope of the Directive on Restriction of
the Use of Certain Hazardous Substances
in Electrical and Electronic Equipment
(ROHS) is a possibility that is under dis-
cussion at EU level. It would mean that
there would be restriction on the use of
hazardous substances in medical equip-
ment. Such a restriction would apply to
substances like lead, cadium and chrome
that are used in medical devices. There is
some concern that If medical devices are
included in the updates to this Directive
there would be an impact on existing
equipment. For example, will the per-
formance of a medical device not be
identical with the replacement material,
equivalent parts may be hard to source
and a problem could arise with legacy
products. Any national comments would
be welcome on this issue.


