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Medical devices - Application of risk management to 
medical devices (ISO 14971:2019)

Dispositifs médicaux - Application de la gestion des 
risques aux dispositifs médicaux (ISO 14971:2019)

Medizinprodukte - Anwendung 
des Risikomanagements auf 

Medizinprodukte (ISO 14971:2019)

This amendment A11 modifies the European Standard EN ISO 14971:2019; it was approved by CEN on 27 October 2021.

CEN and CENELEC members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the 
conditions for inclusion of this amendment into the relevant national standard without any alteration. Up-to-date lists 
and bibliographical references concerning such national standards may be obtained on application to the CEN-CENELEC 
Management Centre or to any CEN and CENELEC member.

This amendment exists in three official versions (English, French, German).

A version in any other language made by translation under the responsibility of a CEN and CENELEC member into its own 
language and notified to the CEN-CENELEC Management Centre has the same status as the official versions.

CEN and CENELEC members are the national standards bodies and national electrotechnical committees 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.
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Europæisk forord (EN)

Dette dokument (EN ISO 14971:2019/A11:2021) er udarbejdet af teknisk komite CEN/CLC TC 3 "Quality 
management and corresponding general aspects for medical devices", hvis sekretariat varetages 
af NEN.

Dette tillæg til den Europæiske Standard EN ISO 14971:2019 skal inden juni 2022 have status som 
national standard enten ved udgivelse af en identisk tekst eller ved formel godkendelse, og modstridende 
nationale standarder skal være trukket tilbage senest juni 2022.

Der gøres opmærksom på, at indhold i dette dokument kan være underlagt patentrettigheder. CEN [og/
eller CENELEC] kan ikke drages til ansvar for at identificere sådanne patentrettigheder.

Dette tillæg til den Europæiske Standard EN ISO 14971:2019 er udarbejdet af CEN i henhold til et 
mandat fra Europa-Kommissionen og EFTA, og den underbygger krav i EU-forordninger.

Sammenhængen med EU-forordninger, se informativt anneks ZA og ZB, der er en integreret del af dette 
dokument.

Tilbagemeldinger og spørgsmål vedrørende dette dokument bør rettes til brugerens nationale 
standardiseringsorganisation/nationale komite. En fuldstændig liste over disse organisationer findes 
på CEN’s hjemmesider.

I henhold til CEN/CENELEC's Internal Regulations er de nationale standardiseringsorganisationer i 
følgende lande forpligtet til at implementere denne Europæiske Standard: Belgien, Bulgarien, Cypern, 
Danmark, Estland, Finland, Frankrig, Grækenland, Irland, Island, Italien, Kroatien, Letland, Litauen, 
Luxembourg, Malta, Nederlandene, Norge, Polen, Portugal, Republikken Nordmakedonien, Rumænien, 
Schweiz, Serbien, Slovakiet, Slovenien, Spanien, Storbritannien, Sverige, Tjekkiet, Tyrkiet, Tyskland, 
Ungarn og Østrig.

 EN ISO 14971:2019/A11:2021(DA)
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European foreword (DA)

This document (EN ISO 14971:2019/A11:2021) has been prepared by Technical Committee CEN/CLC/
TC 3 “Quality management and corresponding general aspects for medical devices” the secretariat of 
which is held by NEN.

This Amendment to the European Standard EN ISO 14971:2019 shall be given the status of a national 
standard, either by publication of an identical text or by endorsement, at the latest by June 2022, and 
conflicting national standards shall be withdrawn at the latest by June 2022.

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

This Amendment to the European Standard EN ISO 14971:2019 has been prepared under a mandate 
given to CEN by the European Commission and the European Free Trade Association, and supports 
requirements of EU Regulation(s).

For relationship with EU Regulation(s), see informative Annex ZA, and ZB, which are an integral part of 
this document.

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 implement this European Standard: 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.

 EN ISO 14971:2019/A11:2021(EN)
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