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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;

— Annex D: a walk through the relevant international 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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