


STN P CEN ISO/TS 82304-2: 2022 Urad pre normalizaciu, metrolégiu a skugobnictvo Slovenskej republiky

TECHNICAL SPECIFICATION CENISO/TS 82304-2
SPECIFICATION TECHNIQUE
TECHNISCHE SPEZIFIKATION August 2021

ICS 35.080; 35.240.80

English Version

Health software - Part 2: Health and wellness apps -
Quality and reliability (1ISO/TS 82304-2:2021)

Logiciels de santé - Partie 2: Applications de santé et de Gesundheits- und Wellness-Apps - Qualitatskriterien
bien-étre - Critéres de qualité tout au long du cycle de wahrend des gesamten Lebenszyklus -
vie - Code de pratique (ISO/TS 82304-2:2021) Verhaltenskodex (ISO/TS 82304-2:2021)

This Technical Specification (CEN/TS) was approved by CEN on 28 June 2021 for provisional application.

The period of validity of this CEN/TS is limited initially to three years. After two years the members of CEN will be requested to
submit their comments, particularly on the question whether the CEN/TS can be converted into a European Standard.

CEN members are required to announce the existence of this CEN/TS in the same way as for an EN and to make the CEN/TS
available promptly at national level in an appropriate form. It is permissible to keep conflicting national standards in force (in
parallel to the CEN/TS) until the final decision about the possible conversion of the CEN/TS into an EN is reached.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2021 CEN All rights of exploitation in any form and by any means reserved Ref. No. CEN ISO/TS 82304-2:2021 E
worldwide for CEN national Members.



STN P CEN ISO/TS 82304-2: 2022 Urad pre normalizaciu, metrolégiu a sku$obnictvo Slovenskej republiky

CEN ISO/TS 82304-2:2021 (E)

Contents Page

EUTOPEAN fOT@WOTI(......iuiuisinssnsssisissssssssssssssssssssssssssssssssssssssasasssssss s ssssssas sssssssssasasss s e e s sessassssssasasasanansnsnsnsnsssssssssasanass 3



STN P CEN ISO/TS 82304-2: 2022 Urad pre normalizaciu, metrolégiu a sku$obnictvo Slovenskej republiky

CEN ISO/TS 82304-2:2021 (E)

European foreword

This document (CEN ISO/TS 82304-2:2021) has been prepared by Technical Committee ISO/TC 215
"Health informatics" in collaboration with Technical Committee CEN/TC 251 “Health informatics” the
secretariat of which is held by NEN.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN websites.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to announce this Technical Specification: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the
United Kingdom.

Endorsement notice

The text of ISO/TS 82304-2:2021 has been approved by CEN as CEN ISO/TS 82304-2:2021 without any
modification.
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The questions and evidence are listed under the following headings taking into account the need to be
understood by those with low health literacy:

— Product information;
— Healthy and safe;

— Easy to use;

— Secure data;

— Robust build.

This document provides requirements for the specification for the health app quality label in Annex A,
and a calculation method in Annex B to generate the quality score information that is displayed on the
label.

This document also contains annexes covering the following:
— Annex C: the rationale for the scope of this document and content;

— AnnexD:awalkthrough the relevantinternational health software products and process standards,
providing recommendations and explanations, where appropriate, to help those developing or
evaluating health and wellness apps to understand how the standards can be applied;

— Annex E: an example of how a profile of this document can be defined for the assessment of contact
tracing apps. Similar profiles can be produced for other specific use cases;

— Annex F: ethical considerations for app manufacturers and evaluators to take into account;

— Annex G: a range of ways that this document can be used by different stakeholders throughout the
lifecycle of a health app.
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