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Durability testing methods for coronary artery stent
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Durability testing methods for superficial femoral - popliteal artery stent
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In (P/Ps) =8 (Do/Ds-1) (1)
P: AE (60~140mmHg)
Ps: E¥NE (100mmHg)
Do : A2
Ds : P=Ps DR DSME

BEME OREBIE, RESHRETIOEROHENT, KLIBFHELREMEL 2DBREER
ERCE



3.4 REBRE
BHREGE2ERBRES LTHWS, BREGZAV VWSS, RBRERICEE LN

EECEMITHRATLI L,

3.5 MWAMERBROFIRE

3.5.1 D BT E OB S AR _ ‘
ARB TR, IR ERICREZBE L. SFRoEiLRY ANE 10 EERAMEY ORI
FTHRVBLEZDZLICEY, A7V FOHASEZFET 5,

1}
2)

3)

4)

5)
6)
7

8)

BRI Y REBBEICRY (7 5, BHEME 2 10%S EMIX L, = ORIEY HEEfE
LFTBIEWEE LV 6,

) EERREATE AR (Phosphate buffered saline: PBS) Z#E#gEM SN L 37
=2 CIZnii4 3,

FYRY —HF—F AN bBEOFIET, ERLTHNICREEEET S, BHAOE
CEAEHFAOSEE, HEME S AOEARICEY 58 & F CEM L %ich
K% BB 5, BERELETIEERBALTOABARILCE 5T RET 5, i
RIBATE, FEHCEROREZEENENICRE L TRBREToTh L\, Z0HE.
F—r—F » F LIORETOEE BA & L2V O THIVTRAR EATE L2
5 EET 3,

HRpR AR & RS OBLRICES T B R BRICRET 5,

RABEEIARD & BEEIREET 2N R ETHEE. AL F=—TAEYEN
100mmHg+ 10mmHg, B/R# 2 87E L iz &R BREYIR OB [ DAL TFEIIE12.7%,
R0 dhf ETHE0.28F /mm e 35 1 B U0 '

10 AN T 51,0007 E % Tl ) B LA EE % 5,

DI CTRBRHIRESMIC SR, RBBELAE, &5, |
FTERBORBE THR, A7 b, B, AAZERREFZENOCELZHERD
LM EERETFEMER P AV TRELRET 2, BEIK L TEDNIC
BELTLRW, . :

ERE  RETEEAE»OCENRT IR RESBHRREVER LWL SEET 3.
ERE ENRICEETIRR, REOHIE, . RURBRSHFOEBICEET 3.

AMBREADPFED OBM L BRI, BRIZEOEEZRRT 2.,



3.5.2 BhA)/m thAAkA _
ARR T, BEOENCRELEEBL, BV ELEGARNZ 10 FEABYOEEE ¢S
2B LWLV, AT v POTHAKEEZFHET S,

1)
2)

3)

4)

5)
6)
7

8)

B E 2 RRERCRY 173, LEIZECTEH LBEELE 2R3, -

U ERREE A AEK (Phosphate buffered saline: PBS) %ﬁﬁlﬁlﬁﬁii?ﬁf: L.
HERRE L, 3712 ‘TLT 3, ‘

BHEOFIET, RELEAICREEZFEET S, BELEPICEIBBEALTHIES
TR TE HETRET S, WERBEIE, RAMCERORESEERTNICREL T
RREIToTH IV, TOHRE, A——F v 7 LEREBTOFMGE AN E L2VWD
ThIVERER LA TFH L 2WK 2 ICEET 5,

RAREAT L REOELRICHET B ERICRET 5,

BEDARE S5 L T 5B Bl F = —7 NEYEH 100mmHg=+ 10mmHg,
R EEE L BEBROESER (B2HE LS540 EdAETHE 150
EA BE I LI BEOFHE 60 ¥ TOBM) L35 ©- 0,

10 SIS 5 1,000 FEE TR0 ELATE 5% 5,

SBITS CCRBIMESMICELR, RREERRE, 08T 5,
BIEERORBE TR, A7 F OBK., BH, AAERLR L% BHIELEERO
FEBMGEERE TR L2 AV URELRESET 5. BEITS U TERDI
BELTHREW,

ERE REEEBELE»CERT OB, BESRARUER L2VWE O RET 3,
HRE  EHRNCERTSRIE, REORE, B, RURBREHFOEEICEET S,

AREESHE» LGB LIZHSR, BRICEDEETHT S,

4 BRI |
TATORBRIZBOT, 6 S LRI LTRIEY 52 & RBE LY, REELT, #
BREERET I L,

5 BROWE
BAMORBRERICE, KOFRERET 5,



a) BRI, HERER. RBRE4

b) HiEOFE, REORERL. REK, RERXONOE, RiEgEs

0 REAEBOMER. BIEMSOME - <Mk

Q) BEE, BEEK AEEGORERD, RBENK. R ,

o) BRBREOREIIOVT : REOHE, BIRMBEOEE, RELEHOLME, Bt
WRICEREOHE, TOMBEIhE-FE

P oM, HELEHE

BERE - ZEIR
n]%ﬁ%ﬁ%ﬁwwmﬁ%ﬁﬁmﬁ%ﬂa;Eﬁ%x%ybwﬁ%$%mﬁémbﬂw
T '

(2] ISO 25539-2:2012 Cardiovascular implants - Endovascular devices - Part 2: Vascular stents

[3] Guidance for Industry and FDA Staff. Non-Clinical Engineering Tests and Recommended
Labeling for Intravascular Stents and Associated Delivery Systems. Document issued on:
April 18, 2010 .

[4] Draft Guidance for Industry and FDA Admipistration Staff. Select Updates for Non-Clinical

Engineering Tests and Recommended Labeling for Intravascular Stents and Associated
Delivery
Systems Document issued on: August 30, 2013 -
[5) AEESEN () , AARBIRTSE, AAMMES, pss, 1997
[6] K Iwasaki, S Tsubouchi, Y Hama, M Umezu, Successful reproduction of in-vivo fracture of an
endovascular stent in superficial femoral artery utilizing a novel multi-loading durability test
system, 13th International Conference on Biomedical Engineering, International Federation
for Medical and Biological Engineering Proceeding, 23, 2, pp.1443-46, Singapore, Dec. 2009
[7] CP Cheng, NM Wilson, RL Hallett, RJ Herfkens, CA Taylor, In vivo MR angiographic
‘ quantification of axial and twisting deformations of the superficial femoral artery resulting
from maximum hip and knee flexion, J Vasc Interv Radiol, 17, 6, pp.979-87, 2006

[8] K Iwasaki, S Kishigami, J Arai, T Ohba, H Tokutake, Z Xiaodong, Y Yagishita, Y Noguchi, T
Yamamoto,' Y Hikichi, M Umezu, Fracture potentials and dynamic flexibility of peripheral
stents: Insight into clinical practices from durability tests simulating multi-loading
environments of superficial femoral and popliteal arteries, American Heart Association
Scientific Session 2013, Circulation, 128, A17693,Dallas, 17 Nov. 2013

[9] FiHE, HEHEHE, SRUEA, KBESC @RhH, ILAE, M, MEes, T



MR T 2 + OBABWAMERHED 72 O R i AR THARBRE R ORI, B A
S 24BN F T8 T 4 TERREHEERICE, pp. 73-74, TS, 201341118

[10] mL¥R, BURERE, FHE, KEEI WAE, %, HEtd, BoEhioes
5 BABRBIRO R U D T & B FEMEN £ L - S AEE AV 7K
AT v+ OB, BASRESENE A, F =T ) IHBEAHRIE,
pp. 527-528, HiiE, 2013%F1A9A

Lk



BIEE 3

BB AT ORI E O in vitro MR TIE |
Method for in vitro thrombogenicity testing for inflow cannula of
left ventricular assist system
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