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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

in accordance with the
directivei.

iso/foreword.html
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_ww.iso.org/members.htmll
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Introduction

heart Valve

emphasis on providing guidance for - - in vitro testing,

preclinical in vivo and clinical evaluatlons all in-n'ﬂ-e preclinical

in vivo, and cllnlcal evaluations: and packaglng of the device. Suelra
i _ . Lirrbeorbmirmot el i ]

is intended to clarify

)

the required procedures prior to market release and to enable prompt identification and management

of any subsequent

vﬂve-subsmteteehﬂw _

(standards.
This is #o=be-used in conjunction with ISO 5840%-60-5-.—vﬂneh-vn+l—b-e
reptacedbyland 150 5840 [SO 5840-32021

https//standards.iteh.ai/catalog/standards/sist/deade5fc-b62 1-4¢56-9651-
b13230074310/is0-5840-3-2021

1teh al)
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Cardiovascular implants — Cardiac valve prostheses —

Part 3:
Heart valve substitutes implanted by transcatheter
techniques

1 Scope

—
- ]

This p-a-rbvf-l-&@-&@-‘l-@-euﬂmes_ an approach for verifying/validating the design
and manufacture of a transcatheter heart valve substitute through risk management. The selection of
appropriate verification/validation tests and methods are to be derived from the risk assessment. The

tests can include thos rire w ?WEWechanical properties of heart
valve substitutes and Jfrnélﬁng 1& cm so include those for preclinical
in vivo evaluation and clinical eveglfa(ﬁ dﬁfﬂ@%éﬁaﬂ:} lve substitute.

This defines operational conditions and performance requirements for
transcatheter heart valve substitutes where adequate scientific and/or clinical evidence exists for their
justification. https//standards.iteh.ai/catalog/standards/sist/deade5fc-b62 1-4¢56-9651-

b13230074310/is0-5840-3-2021

This
a transcatheter heart valve substitute:

NOBE st rorrrerbefor=th . i S-S rrerrim -

2 Normative references

The following referemreed=documents are %

this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced

document (including any amendments) applies.

ISO -1-9-9-99- 1- Brotogteatevatrationof-nmedicat-devices

_ Part 1: Evatuation-amnd-testing-withinarisk-managenrent-process

© IS0 2021 - All rights reserved 1
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ISO 10993-2, Biological evaluation of medical devices — Part 2: Animal welfare requirements

2 © IS0 2021 - All rights reserved
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3 Terms and definitions

For the iurioses of this document, the feltowimg-terms and definitions given in ISO 5840-1:2021 and

apply.
NSFE
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delivery approach
anatomical access used to deliver the implant to the implant site (e.g. transfemoral, transapical,

tramseptatiransseptal
315

delivery system

catheter or other WAN@%W mmemplant site
(standards.iteh.ai)

ISO 5840-3:2021
https?/standards.iteh.ai/catalog/standards/sist/deade5fc-b62 1-4¢56-9651-
37 b13230074310/is0-5840-3-2021

336
deployedvalve-dianreter

device migration
detectable movement or displacement of the deviee from its original position
within the implant =stervwitlrout embolization

© IS0 2021 - All rights reserved 5
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transcatheter heart valve substitute

VIEW
(standards.iteh.ai)

providedby-threrrarmtacturer ISO 5840-32021
https//standards.iteh.ai/catalog/standards/sist/deade5fc-b62 1-4¢56-9651-

b13230074310/is0-5840-3-2021

(3.4)

Wﬁgure 1i
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' STANDARD PREVIEW
(standards.iteh.ai)

ISO 5840-3:2021
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H551-

repositioning
change in implant position of a partiallyl or fully-ldeployed transcatheter heart valve substitute via a
transcatheter technique, possibly requiring full or partial recapturing of the device

8 © IS0 2021 - All rights reserved
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3-393.10
retrieval
removal of a partially- or fully=-deployed transcatheter heart valve substitute via a transcatheter
technique

346
risk
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