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The British Standards Institution retai‘is - wnership

and copyright of this PAS. BSI Stancare = Linited as the
publisher of the PAS reserves the right to withdraw

or amend this PAS on receipt »f au thoritative advice
that it is appropriate to do so. i '3i5 PAS will be
reviewed at intervals nJu ~xceeding two years, and

any amendments arisir. fro.n the review will be
published as an amei.dea PAS and publicized in Update
Standards.

This PAS.is\ ot to e regarded as a British Standard. It
will be w.*hdrawn upon publication of its content in, or
as, & Br.tish Standard.

Thie PAS process enables a code of practice to be
rapidly developed in order to fulfil an immediate

need in industry. A PAS can be considered for further
development as a British Standard, or constitute part
of the UK input into the development of a European or
International Standard.

As a code of practice, this PAS takes the form of
recommendations and guidance. It should not . »
quoted as if it were a specification and g artic tlar .are
should be taken to ensure that claims of cc mpliance are
not misleading.

Any user claiming compliance wi this NAS is expected
to be able to justify any course of a_tior. that deviates
from its recommendatic ns.

The provisions of tkis standard are presented in roman
(i.e. upr.aht) “vpe. its recommendations are expressed in
sentences 1. wtiich the principal auxiliary verb is “should”.

Commc~*ary, explanation and general informative
material is presented in italic type, and does not
~onscitute a normative element.

The word “should” is used to express recommendations
of this standard. The word “may” is used in the text

to express permissibility, e.g. as an alternative to the
primary recommendation of the clause. The word “can”
is used to express possibility, e.g. a consequence of an
action or an event.

Notes are provided throughout the text of this standard.
Notes give references and additional information that are
important but do not form part of the recommendations.

This publication does not purport to include all the
necessary provisions of a contract. Users are responsible
for its correct application.

Compliance with a PAS cannot confer immunity from
legal obligations.

Particular attention is drawn to the following specific
regulations:

Medical Devices Directive (93/42/EEC) [1]
Data Protection Act 1998 [2]
Consumer Protection Act 1987 [3]
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Innovate UK — the new name for the Technology
Strategy Board - is the UK’s innovation agency. We
fund, support and connect innovative businesses to
accelerate sustainable economic growth.

Timely, consensus-based use of standards plays a vital
role in ensuring that the knowledge created in the
UK’s research base is commercialized and brought to
market as well as playing an important role in driving
innovation.

Innovate UK is working with BSI, the Research Councils
and Catapults to establish new standards earlier in the
development of technologies. We are collaborating in
four areas of innovation to define standards that aim to
accelerate the development of those technologies and
services to provide UK businesses with a competitive
“first mover advantage”, including the subject of this
document: independent living.

The demand for support of those with long term health
conditions is set to grow rapidly over the next 15 years
and beyond. If the NHS and other UK organizations are
to continue to offer high standards of health and care
services, they will need to embrace more technology-
enabled products, services and systems to provide 1yore
home-based care and self-care.

Innovate UK'’s Long Term Care Revolution wvorkis
aimed at changing conventional thinkir. » aLcut

the institutional approach to long teri cai2 and
stimulating disruptive innovatio= It .= re is to be a
significant move away from incti*utionalized care,

this disruptive innovation r.- eds v be supported by

a range of standards thx. :et cut the principles for
provision in the new ei 7iro ment, help to manage the
risks involved, and proviac clarity and consistency for
consumers.

Through the In'ependent Living Innovation Platform,
Innovate 'JK is delivering a wide-ranging programme to
enchle u .~ ageing population and those with long term
) 2alti. concitions to live with greater independence.

In 2012 the Independent Living Innovation Platform
launched dallas (delivering assisted living lifestyles
at scale), a large scale demonstrator of independent
living products and services, joint funded by the
National Institute for Health Research and the
Scottish Government. Read more here:
https://connect.innovateuk.org/web/dal'as

More widely, health and care is a key pricrity crea

in our work — with major innovati »r p. agrinnmes

to stimulate the development of nev: tecnnologies,
products and services, building on the JK's world-class
science and technology basc and its global presence in
the biopharmaceutical anc healti technology sectors.

Read more abou. Irino ate UK and our plans in health,

care and other area. he e: www.innovateuk.gov.uk or
contact svopc rt@innovateuk.gov.uk
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The purpose of this PAS is to develop a set of principles
for health and wellness app developers to follow
throughout an app project life cycle, so that health
care professionals, patients and the public trust their
products and services. It has been developed for use

in the United Kingdom. This PAS aims to encourage
innovation in health care and the development of safe
and effective apps that are of a high quality, and that
are fit for purpose. These apps have the potential to
change the way that health care is delivered in the
future.

This PAS does not cover the requirements for apps that
are classified as medical devices, nor is it a rigorous
document to aid in classifying a health and wellness
app as a medical device. The Medicines and Healthcare
Products Regulatory Agency (MHRA) provides
regulatory guidance [4] to establish whether an app
meets the criteria defined in the Medical Devices
Directive [1], and what steps need to be taken in that
instance.

This PAS is primarily for app developers to define the
quality criteria for app registries and app repositories,
but may also be used by:

health care professionals selecting apps to
recommend; and

providers, charities, and community organizatic ns
commissioning bespoke apps.

This PAS draws on existing standards for softv ‘are life
cycle processes in medical devices (see 8BS ZN 62304),
addressing risk, and for developing qu. litv software
(see BS EN ISO 14971). The structurc of the PAS is based
on BS EN 62304, and the corr=latic ns are outlined in
Annex A.

The emergence o7 app nlatiorms, and the app registries
and repositories that are associated with them, has
created a new (nvironrnent that enables apps to be
developed vith i'mited amounts of new code, and
reuse cf fu, <tionc ity delivered by the platform.

Heaith ~na wellness apps may link with other apps
on 1, 2 platform and with network services to provide
2ich user experience, that may include accessing
c.cctronic health record systems.

Apps and app registries and repositories are not limited
to mobile app platforms — the same paradigm applies
to apps that run on other computing platforms, such as
desktop computers and terminals.

The combination of the rapidly evolving platforms

and integration with other products introduces a

new set of product opportunities and risks. This F.*S
aims to bring together current good practices 0. app
development and health care informatic 1~ mcnag:=ment
to address these opportunities and risks, bu* is not
appropriate for the development of rore cornplex
software applications (e.g. Health T sy.tems or medical
software). Annex B outlines the r'ation hip between
this PAS and ISB 0129 - Clinicai -isk ".ianagement [5],
while Annex C and Ann.x D s. ow the relationship
between this PAS and othe = inustry standards and
guidance availak'e a: the time this PAS was published.

This PAS is equally apylicable to a range of software
development n ~thbdologies, including agile and
waterfall.
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This PAS gives recommendations for developers of
health and wellness apps, intending to meet the
needs of health care professionals, patients, carers and
the wider public. It includes a set of quality criteria
and covers the app project life cycle, through the
development, testing, releasing and updating of an
app, including native, hybrid and web based apps,
those apps associated with wearable, ambient and
other health equipment and apps that are linked to
other apps. It also addresses fitness for purpose and the
monitoring of usage.

This PAS does not cover the processes or criteria that
an app developer or publisher follow to establish
whether a health and wellness app is subject to
regulatory control (e.g. as a medical device, or related
to information governance).

This PAS informs the development of health and
wellness apps irrespective of whether they are placed in
the market, and including free of charge.

The following documents, in whole or in part, are
normatively referenced in this document and are
indispensable for its application. For dated references,
only the edition cited applies. For undated references,
the latest edition of the referenced document
(including any amendments) applies.

BS ISO/IEC 90003, Software engineering — Juiac lines for
the application of ISO 9001:2000 to comy.ite: software
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