Medical Device Classiﬁcation

What’s in a Name?
Although at ﬁrst sight the rules that govern the
distinction between medical devices and medicines
in the EU allow for a direct and systematic approach,
borderline determinations are, in practice, often
difﬁcult and the rules lack logical rigour

The European Commission is expected
to publish proposals for a new EU
legislation on medical devices later
this year and the proposals may,
for the ﬁrst time, include a formal
and systematic EU decision-making
process for borderline determinations.
However, these determinations will
have to be made on the basis of the
available legislation and interpretation
principles, and it will be important to
ensure that these are also clariﬁed.
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Medicinal Products versus
Medical Devices
From a regulatory perspective, the
classiﬁcation of health products is
very important. The rules governing
medicines are very different from
those governing medical devices
and, as a rule, impose much stricter
requirements. Medicines require
a formal marketing authorisation
(granted by the national competent

Peter Bogaert and Sarah Cowlishaw
at Covington & Burling LLP

authority or the European Medicines
Agency and the European Commission),
and are subject to very detailed rules
on non-clinical and clinical evaluation,
manufacturing, distribution and
advertising that are harmonised at the
EU level. In contrast, medical devices
require a CE-mark, which in many cases
involves an independent notiﬁed body,
but not a competent authority. The EU
Medical Devices Directive establishes
rather vague and ﬂexible principles
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on clinical evaluation and the rules
on manufacturing, distribution and
advertising are mainly laid down in
national law.
This difference in regulatory controls
has an important commercial
impact. Medical devices can, as a
rule, be brought to the market more
quickly, but the rules do not provide
for regulatory exclusivities so that
innovation is almost exclusively
protected through patent rights
(see below).
The starting point for distinguishing
medical devices from medicines are
the deﬁnitions of the two products.
Directive 2001/83/EC, as amended,
deﬁnes a medicinal product as:
“any substance or combination of
substances presented as having
properties for treating or preventing
disease in human being; or any
substance or combination of
substances which may be used in or
administered to human beings either
with a view to restoring, correcting
or modifying physiological functions
by exerting a pharmacological,
immunological or metabolic action, or
to making a medical diagnosis.”
Directive 93/42/EEC, as amended,
defines a medical device as: “any
instrument, apparatus, appliance,
software, material or other
article, whether used alone or in
combination, including the software
intended by its manufacturer to be
used specifically for diagnostic and/or
therapeutic purposes and necessary
for its proper application, intended
by the manufacturer to be used for
human beings for the purpose of:
diagnosis, prevention, monitoring,
treatment or alleviation of disease,
diagnosis, monitoring, treatment,
alleviation of or compensation for
an injury or handicap, investigation,
replacement or modification of
the anatomy or of a physiological
process, control of conception,
and which does not achieve its
principal intended action in or on
the human body by pharmacological,
immunological or metabolic means,
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but which may be assisted in its
function by such means” (1).

or metabolic action or to making a
medical diagnosis (3).

These definitions are supplemented
by various borderline principles,
specific rules and guidelines. First,
the Court of Justice of the EU (CJEU)
held that, when a product falls under
the definition of two product types
that are regulated under EU law,
it must be classified under the EU
rules that provide the higher level
of public health protection. For
example Upjohn, which concerned a
treatment for natural baldness and
the borderline between medicines
and cosmetics, held that, even where
a product falls within the definition
of a cosmetic, it must be treated
as a medicine if it is presented for
treating or preventing disease or it
is intended to be administered with
a view to restoring, correcting or
modifying physiological functions
(1). Ter Voort further confirmed this
principle, holding that a product
can be classified as a medicine if it is
indicated as having prophylactic or
therapeutic properties, even if it is
generally regarded as a food and has
no known therapeutic effect (2).

Secondly, Directive 93/42 lays down the
following borderline principles:

This principle was formally
incorporated in the medicines rules
during the major revision of the EU
pharmaceutical legislation. Article
2.2 of Directive 2001/83, as amended
by Directive 2004/27, provides that,
in cases of doubt, where taking into
account all of its characteristics, a
product may fall within the deﬁnition
of a ‘medicinal product’ and within
the deﬁnition of a product covered by
other EU legislation, the provisions of
Directive 2001/83 (the medicines rules)
will apply.
The CJEU has, however, held that
this rule only applies when it can
be scientiﬁcally established that a
product is medicinal by function
(without its being possible to exclude
that possibility), meaning that it
must be proven to contribute to
restoring, correcting or modifying
physiological functions by exerting
a pharmacological, immunological

O

A device intended to administer
a medicine will be classiﬁed as a
medical device, without prejudice
to Directive 2001/83 with regard to
the medicine

O

A device and a medicine that form
a single integral product which is
intended exclusively for use in the
given combination and which is not
reusable (for example, a pre-ﬁlled
syringe) will be governed as a single
product by the medicines rules. The
relevant essential requirements
of Directive 93/42 will still,
however, apply as far as safety
and performance-related device
features are concerned

O

A device that incorporates, as an
integral part, a substance which, if
used separately, may be considered
to be a medicine and which is liable
to act upon the body with action
ancillary to that of the device, will be
classiﬁed as a medical device

Finally, more concrete guidance is
provided in the Commission guidelines
that are prepared in working groups
that also involve experts from the
national authorities. In particular,
guidance on the borderline between
medical devices and medicines is
contained in MEDDEV 2.1/3 (4). These
principles are then applied by the
national authorities, but there is also
informal coordination through the
Borderline and Classiﬁcation Medical
Devices Expert Group, and the outcome
of the discussions on assessed
products are laid down in the ‘Manual
on borderline and classiﬁcation in the
Community regulatory framework
for medical devices’ (the Manual).
The Manual contains detail on the
medicine/medical device borderline for
various products, including substances
for chemical peeling, gold implants for
treatment of osteoarthrosis and creams
containing zinc oxide (5).
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Within the medical devices rules there are
difﬁcult borderline discussions. Medical devices can, for
instance, contain a medicinal substance provided that its
action is ancillary to the main medical device function of
the product
Problem Areas
The intricate combination of these
mentioned elements makes the
borderline determination process
very difﬁcult and rather unpredictable.
This is illustrated by a couple of
problem areas.
The CJEU held at several occasions
that various factors must be taken into
account when determining whether a
product is a medicine. These elements
include the pharmacological properties
of the product, but also the risks that
may be associated with prolonged
consumption, the way of use, the
extent of distribution and the product’s
familiarity to consumers. On the other
hand, in more recent cases, the CJEU
seems to require sufﬁcient proof of
pharmacological, (or immunological
or metabolic) activity to accept a
medicine classiﬁcation, and this is also
the key criterion for distinguishing
medicines and medical devices.
EU legislation does not deﬁne
pharmacological, immunological or
metabolic activity. MEDDEV 2.1/3
provides working deﬁnitions, but
they are not legally binding and are
sometimes challenged. Key questions
on what constitutes ‘pharmacological
action’ are currently pending before
the CJEU (6).
The criteria for borderline
determinations require a productspeciﬁc, case-by-case determination.
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This involves a wide discretion for
regulators, and ultimately the courts,
creating signiﬁcant uncertainty
for companies.
The outcome of speciﬁc borderline
determinations are not published
in enough detail to provide clear
guidance for later decisions. For
example, the Manual plays a growing
role in borderline determinations.
However, it anonymises the description
of the products and the published
determinations are very succinct. This
takes away the nuance of the decisions
and risks setting bad precedents.
Also within the medical devices
rules there are difficult borderline
discussions. Medical devices can,
for instance, contain a medicinal
substance provided that its action is
ancillary to the main medical device
function of the product. The use
of such substance does, however,
trigger an automatic classification
as a Class 3 device and requires the
intervention of a medicines agency
for the assessment of the product.
A discussion was started at the EU
level as to whether this applies to
an ingredient that could have a
medicinal function, even if in the
specific application it does not have
that function. That should, logically
speaking, not be the case. The issue
is of considerable importance to
manufacturers and it is unfortunate
that it has not been addressed in a
more transparent manner.

Evasion of Data Exclusivity
Sometimes, companies have used
the medical device route to market a
follow-on version of a medicine on the
market during the regulatory exclusivity
period. New medicines beneﬁt from a
period during which generic companies
cannot ﬁle applications for a marketing
authorisation that make reference
to the original product for the nonclinical and clinical assessment. That
protection is very important in cases
where there is no patent or the patent
rights expire early. The protection may
be circumvented by the marketing of
a generic version of the product as a
medical device. For example, in 2006
the generic company Hexal launched a
macrogol product as a medical device in
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The current process for borderline determinations
is too complex. The rules lack logical rigour and their
interpretation is often unpredictable. A new approach
is greatly needed. The Commission’s new proposals are
therefore welcomed in principle
Germany. The product was very similar
to a medicine marketed by Dr Falk since
1998. Both products were intended
for cleaning the colon in preparation
for colonoscopy. Ultimately the Hexal
product was taken off the market in late
2010 when the Bundesgerichtshof held
that the product was a medicine (7).

Proposal for Formal EU
Borderline Determination
The current Directive 93/42 permits
Member States to submit a duly
substantiated request to the Commission
for a decision as to whether a product, or
class of products, falls within the deﬁnitions
under the Directive, but this is not being
used. The referral mechanism is focused on
determining whether a product is or is not
a medical device, rather than whether it is
more appropriately classiﬁed as another
type of product, such as a medicine.
Under the current rules, borderline
determinations are more usually taken
at the national level. The CJEU has even
conﬁrmed that the same determinations
do not need to apply in all Member States.
In preparing proposals for new EU
medical devices legislation, the
Commission now envisages a formal
procedure for borderline determinations,
possibly along the following lines. At
the request of a Member State, or on its
own initiative, the Commission would
assess the appropriate classiﬁcation of a
speciﬁc product or category of products.
An advisory committee, comprised of
experts in various ﬁelds (for example
medical devices, medicines, cosmetics
and foods) would assist the Commission
in its determinations. The assessment
would focus on the appropriate
regulatory pathway for the product.
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The product would then be governed
by relevant legislation applicable to the
Commission’s ﬁnal determination.

Conclusion
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The current process for borderline
determinations is too complex. The rules
lack logical rigour and their interpretation
is often unpredictable. A new approach
is greatly needed. The Commission’s
new proposals are therefore welcomed
5.
in principle. A formal EU-based decision
making process can provide a clearer
path for regulatory classiﬁcation. It is,
6.
however, necessary to make sure that the
borderline rules and principles are more
7.
structured and coherent and that the
process will be sufﬁciently
transparent and will provide
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adequate guarantees to
protect the interest of
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affected parties.
Footnote 1:
This article focuses on Directive
93/42/EEC and does not discuss
Directive 90/385/EEC (on active
implantable medical devices)
or Directive 98/79/EC (on in vitro
diagnostic medical devices).
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