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we define ‘apps’ as discrete,
independent pieces of software that
run on mobile devices.The use of
such software on mobile devices
within a health environment is
not a new phenomenon – there is
academic research discussing the
opportunities of this technology
as early as1996.1 however, the
proposition has only really become
mainstream with the introduction
of theApple iPhone® and supporting
App Store, backed by a hugely
successful ‘There’s an app for that’
advertising campaign.opening
in July 2008 with a mere 500
applications available for download,
theApp Store now stocks around
500,000 applications and recently
surpassed a staggering milestone:
15 billion downloads. Latterly it
has been joined by rival application
markets from Blackberry®,
Microsoft® and,most successfully,
AndroidTM.

Within the Apple App Store, apps are
categorised by genre.The ‘Medical’
and ‘Healthcare & Fitness’ categories
combined make up just 4% of the
store – around 20,000 apps.This is,
however, a dynamic, growing market, with
approximately 1,000 new health-related
applications released every month.2

Health professionals are embracing this
new technology.The non-profit organisation
d4 (www.d4.org.uk) published a survey of
mobile phone usage by health professionals
in late 20103 which showed that 100% of
GMC-registered doctors use a mobile
device at work and 50% use iPhones.

The use of apps for healthcare purposes
is not limited to health professionals.This
technology has huge potential to support
the population as a whole. Developers and
users are only just starting to explore the

potential use cases, but popular apps to
date include those that support healthier
living, help manage a long-term condition
or provide initial advice on an emerging
medical problem. Employers are also
experimenting with how smartphone
technology can improve patient safety and
outcomes, while simultaneously driving
higher efficiency.

The role of the MhRA
The Medicines and Healthcare products
Regulatory Agency (MHRA), an executive
agency of the Department of Health, is
the body responsible for the regulation
of medical devices in the UK.While
regulation is set at a European level under
the Medical Devices Directive (MDD),4

the MHRA is the competent authority for
the UK and therefore has responsibility
for interpreting and enforcing legislation
transposed into UK law.
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Deaths
Council noted with regret the deaths of the following fellows of the College:

AZMy,AhmedAmir Mohamed Fouad, of London NW11, FRCS 1975
KNIghT,Michael James, of London SW11, FRCS 1967
LUCAS, Raleigh Barclay, of Sevenoaks, FDS 1973
MACDoNALD,william Dawson, of Canada, FRCS 1966
PLINT,DennisArthur, of Rye, FDS 1956

In May 2010 the MHRA held a session5 of
the Medical Devices Technology Forum
(MDTF) focused specifically on the issue
of software as a medical device.Although
not a formal guidelines document, the
minutes of the meeting provide some
further clarity on what the MHRA itself
recognises as a rapidly advancing area
surrounded by ambiguity.

The minutes also reference that a
European working group is likely to
provide further guidance on the definition
of software under the MDD.This should
result in a formal European Commission
guidance document with an expected
publication date at the beginning of 2012.

The current regulatory status of apps
Article 1 of the MDD tackles the thorny
issue of defining a medical device.
Despite covering over three pages, the
treatment of health apps is, in our opinion,
still somewhat ambiguous and open
to interpretation. Under clause 2a, the
definition of a medical device contains an
explicit reference (‘software intended by
its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes’)
which could capture most, if not all, health
apps. However, the May 2010 minutes
of the MDTF suggest the MHRA applies
certain characteristics that determine
whether they deem software a medical
device or not.

This would suggest that software versions
of reference material and medical
textbooks (eg the British National
Formulary or the Oxford Handbook of
Clinical Medicine) and decision-support
material (eg resuscitation pathways, NICE
guidelines) are unlikely to constitute a
medical device in the eyes of the MHRA.

The MHRA also appears to be drawing a
distinction between software that simply
stores and retrieves medical data, and
more sophisticated applications. Citing
examples of apps that we have witnessed
to date, we probed deeper to understand

MHRA’s position.A body mass index
calculator that takes a patient’s height and
weight and produces a score according
to a simple formula would probably fall
just outside their definition of a medical
device. However, in their opinion, a
paediatric dosage calculator that takes
patient data and produces a recommended
dosage for different medicines depending
on a number of patient data details would
constitute a medical device.

Evidence of conformity
Under the MDD, prior to placing a medical
device on the market, manufacturers are
required to register with their competent
authority and label their device with the
Eurpoen Conformity (CE) mark, regardless
of whether the manufacturer charges
for the device or not. However, at time
of writing, there is no central European
register of manufacturers or medical
devices.Therefore to verify whether a
device or manufacturer is registered, it is
necessary to enquire with each competent
authority for the 27 member states. Our
preliminary research suggests that at the
time of writing the number of apps that
carry the CE mark can be counted on one
hand.

Closing remarks
Health professionals make considerable
use of mobile phones during their working
day, as do their patients.As the popularity
of running software applications on

mobile devices continues to increase,
we anticipate that the use of apps to aid
medical diagnosis and treatment will gain
further popularity, with a corresponding
increase in risk to the general public.
Specific regulations that accompany this
nascent technology are in their infancy
but should not be ignored.Within Europe,
health apps that influence a patient’s
treatment should carry the CE mark to
demonstrate their conformity with the
appropriate regulation.

Disclaimer: Please note that any views
given by the authors on the interpretation
of regulations represent our best
judgement at the time, based on the
information available. Such views are not
meant to be definitive statements of the
law, which may only be given by the courts.
Accordingly, we would always advise
readers to seek the views of their own
professional advisors.
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