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Cardiovascular implants - Endovascular devices - Part 3: Vena cava filters

Contents Page

0 =)0 ) o OSSOSO v
| 0018 o0 Yo L0 Ut (o) o W00 vi

1 SCOPIC ... 1

2
3 S T N0 T B U2 0 o) () 100000 2
4

GENETAL F@QUUETEIMEIIES ...
41 Classification.......csee
4.2 Materials of construction for filter system....
4.3 Configuration and size designation for filters.......

44  Intended clinical USE A@SIGNATION ..ot

5 Intended performance

D@SIGI AUETTDULES ...
6.1 General............
6.2 Filter system......
6.3 Vena cava filter......
6.4 Optional filter ...
6.5 Convertible filter
6.6 Retrieval system

6.7 CONVETSION SYSTITL ..ot
6.8  Filter system, retrieval system and conversion system....
6.9 Coating on delivery system or filter ...

6.10 Absorbable filter or coating
7 IVTATETEALS ...

8 DESIGIN @VALUIATION ...k
8.1 GEBIMETAL e
8.2  Sampling...iiici
8.3 Conditioning of test samples
8.4 Reporting.......,

8.5 Bench and analytical tests....
8.5.1 General....
B.5.2  FIIEOI SYSTOIML ..o
8.5.3  VENA CAVA FIIEOT oo
8.5.4 Optional filter...
8.5.5 Convertible filter.....
8.5.6 Retrieval system....

8.5.7 Conversion system
8.5.8 Filter system, retrieval system and conversion system
8.59 Coating on the delivery system, the retrieval system, the conversion system or

£ 0 L0 8 0 L) OO OO OO OSSO

8.5.10 Absorbable filter or coating

8.6 Preclinical in VIV @ValUation ... e
801 PUIPOSE e
8.6.2  Specific aimsS.....ccccoiissiesins
8.6.3 Protocol considerations.............c....
8.6.4 Data acquiSition........nn
8.6.5 Testreport and additional information....

8.7 Clinical evaluation ...

871 PUIPOSE etk



B.7.2  SPECITIC AIIMIS e
8.7.3  Protocol considerations
8.7.4  DAt@ ACQUISTEION ..o
8.7.5  FINAL T@POTE e

9 POST-MATKET @XPOITEIICE .........occoo ettt ettt

10 IMMAMUEACTUTIIG ..t 30

11 Y = a1 /2 N0 (o) 1 00O
11.1  Products supplied sterile...
0 RN =) 0 0 2= U (o) o 10 =13 (6 L0 = F N

12 PACKAGIIIG ...ttt
12.1  General
L2101 GOIIETAL oo
1202 UNIE COMBAIMET oo
12.1.3 Outer container.....
12.1.4 Shipping container
12.1.5 Maintenance of Sterility i TranSit. .. .o 31

12,2 LADOIIIIIG e
12.2.1 Container label
12.2.2  FIIEET SYSTRITIS ..ooccoee e
12.2.3 RELTIEVAL SYSERITIS ..o
12.2.4 Conversion systems...
12.2.5 Record label
12.3 Information supplied by the manufacturer...
12.3.1 General ..
12.3.2 Information and instructions for use

Annex A (informative) Relationship between testing requirements, device attributes and

potential failure modes, and guidance for the creation of a device evaluation strategy............. 35
Annex B (informative) Description of clinical effects of failure ... 53
Annex C (informative) Description of device effects of failure. ... 55
Annex D (informative) TeSTIMETROMS ...ttt et 56
Annex E (informative) Examples of general issues related to the clinical use of vena cava filters........ 92
BIDLEOZIAPIY ...t 94



		2026-05-11T18:00:46+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




