DIN EN ISO 5840-3:2021-05 (E)

Cardiovascular implants - Cardiac valve prostheses - Part 3: Heart valve substitutes
implanted by transcatheter techniques (ISO 5840-3:2021)

Contents Page
[T o oY== 4 T8 o] =NV o o S 4
0T =T o 5
0 £ Yo 11T o ) o O 6
1 85 o o o - 7
2 Normative referenCes ... e e 7
3 BI04 3= 1 Lo Lo 1= 3 1T 4 T S 7
4 ADBDreviations ... 10
5 Fundamental reqUIremMeNnts ...........oooiicciiimimniiiisccsssceren s s sssscs s e s s e s s s s s smse s e s s essssssssmnsnessessnssnnnns 1
6 Device desCription ... ———— 1
6.1 7= T - P 1
6.2 0 =Y g T L= o T 12
6.3 [ L= TSy T T o LU 12
6.3.1 Operational specifiCations ........ccccciiiiicccisciiir e s mnn e e e annns 12
6.3.2 Performance specifications ........ccoov i s 12
6.3.3 30T o £= T 0L o T e Yo =Y L] o 13
6.3.4 Packaging, labelling and sterilization ..........cccoccciciiimiisccc e 13
6.4 DeSigN OULPULS ......ceeeeiiiiiiiiiccccccrre e e e s s s s sssme e e e s e s s s s sm s e e e e e e e s a s s smne e e e e essasssnnmnneneennnnssnnnns 13
6.5 Design transfer (manufacturing verification/validation) ..........ccccccoevimiiiiiicc e 13
6.6 RiSK MaNagement ... 13
7 Designverificationandvalidation ............ccccciiini e —————— 14
71 General reqUIrEMENtS ... e e s 14
7.2 IN VItro @SS@SSMENL ... s m e e s e e e s 14
7.21 1.7 4 =T - T 14
7.2.2 Test conditions, sample selection and reporting requirements ............cccooecniiiiiciciiennennn. 14
7.2.3 Material property asseSSMENt ... s 14
7.24 Hydrodynamic performance assesSSment ...........ccccoccecemrincecmerrssseerssssee s s e e s sme e e s sme e s smee s 14
7.25 Structural performance asSeSSMENT ..........cccccceiriiiiiiiicsscrrrr e nnn e eaaan 16
7.2.6 Design- or procedure-specific teSting .......cccvvicciiiiiiiiii s 16
7.2.7 Device MRI compatibility .........ccccooiiiiiiiiicciir et ssn e 18
7.2.8 85T T4 U] = =T o T T S 18
7.2.9 Human factors and usability assessment .........cccoriiiiiinii e ——— 18
7.2.10 Implant thrombogenic and haemolytic potential assessment ..........cccccvvriiiiicceeeen, 18
7.3 Preclinical in Vivo evaluation ... s 18
7.31 1.7 4 =T - T 18
7.3.2 Overall reqUIremMENLtS .......cooi i e e s e e s e s s s msns e e e s e s s s s mnn e e e e e e sas s nnneeneeesnnssnnnns 19
7.3.3 11T 3 o Y o 20
7.3.4 =53 08 (=1 o 21
7.4 Clinical investigations ... e sn e e s e mmr e e e e e s e nnnne 22
7.41 7= 1= - 1 22
7.4.2 853 80 A VA oo Y 0 E=3 1o (= - 1 e o 1= SRR 23
743 Study endpoints ........cooiiiiiii e ———————————————————— 24
744 Ethical consSiderations ... s 25



7.4.5 Pivotal studies: Distribution of subjects and investigators ............ccccciniiininiiicccicniccee, 25

7.4.6 Statistical considerations including sample size and duration ...........ccccccnniiiiiiniinnciennn, 26
7.4.7 Patient selection Criteria ... e 28
7.4.8 Valve thrombosis prevention ... e 28
7.4.9 Clinical data reqUIremMents ... s s e smns e e e e s e sme e e e e e e s e nnnn 29
Annex A (informative) Description of the transcatheter heart valve system .........ccccciriiiiiiicccennncees 34
Annex B (informative) Transcatheter heart valve substitute hazard analysis example ........ccccceeun...... 36

Annex C (informative)Guidelinesforverificationofhydrodynamicperformance-- Pulsatileflowtesting 38

Annex D (normative) Requirements for delivery system design and evaluation ............cccccciiiiiniiiinnes 46
Annex E (informative)Examplesofdesignspecifictesting .........cccecmiiiiicmiiniicis e 48
Annex F (informative) Preclinical in vivo evaluation ...........ccccoiireoiiincccnr e 50
Annex G (normative)Adverseeventclassificationduringclinicalinvestigation ........cccccccoecccvceeieninninees 53

Annex H (informative) Multimodality imaging of TAVI and TMVI pre, peri and post- implantation
assessments == EXampIes ... 59

=70 o 1T o - o /N 62



		2026-05-12T20:32:07+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




