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Experimental Evaluation of a New Tubular Coronary Stent (V- Flex'") in Porcine

Coronary and Iliac Artery Model
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Scheerder
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MeSH Coronary Vessels;
ABSTRACT

tubular stent (V= Flex™) in a porcine coronary and peripheral artery model.

[liac Artery; Stents;  Hyperplasia

Aim To evaluate the safety, efficacy, angiographic and histopathological effects of a new 316L stainless steel
Methods  Stent implantation in the right
coronary artery was successful in all 16 pigs. 8 pigs with V= Flex™ stent were angiophically treated after 6 weeks and then sac-
rificed, the remaining 8 pigs with V= Flex™ stent were angiophically controlled and sacrificed at 12 weeks.  Then all vascular

samples and angiographic films were analyzed morphologically. Results 6 week treated group showed only a mild fibro-

musclar neointimal hyperplasia of 1. 15 £0. 38 mm”.  The neointimal hyperplasia was 1. 22 £0. 34 mm? at 12 week controlled
group, comparison with the Palmaz— Schatz coronary stent in a porcine peripheral artery model demonstrated significantly less
neointimal hyperplasia at 6 weeks (1. 11 £0. 73 mm?® vs 2. 40 £0. 36 mm?, P< 0.05) and at 12 weeks ( 1. 53 0. 42 mm? vs 2.
47 £0. 63 mm?*, P< 0.05), and also less in injury, inflammation and thrombus reaction at 6 and 12 weeks. Conclusion

V- Flex™ coronary stent implantation in a porcine coronary and peripheral arteries results in a high procedural success and 12
weeks histopathological and morphologic evaluation demonstrated only a mild fibromuscular showed significantly less neointimal hy-

perplasia in the V= Flex™ stent.
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316L 145404 & V- Flex'™™ % % & Global Thera-
peutics /A 8 &£ = I ¢, K EH 8~ 38 mm % £ F#L
A E, AL PFHAXEN3.0mmx 16 mm
HARXE.
1.2 ZHEREAKR

HEETAMRRAZR Y 4E ALK EH
R 32 RO Ay A A 4, R E 20~ 25 kgo
DL 5 mg/ kg @R fu 2 mL R AE R B 7 # BoE &
FEEE, TUREHE IR ER, DEFEFN
Pa0,.PaCO, % pH . #ELE+F, FLLO. 1 mg/ kg
*h & B 0.4 mg/kg*h JRAER B 7, B it #AT
SR A R . BTSN K, B
8F 3 Jk 8, 4 F 5 000 IU AF % ## 250 mg 7 Bt K #%
B, H SFIL2.5 45 RE, LI REHEE NS
Z, M E A TRk B AE 2% R S AN IR AL
WEHRE FRE/ DEERLY 1~ 1.2, BEFX
BEESHAARAEX60s £ TERHKIE. 2R
BN N TR X EENEFE R ENA,
HH 16 R, 16 M V- Flex " XE BRI HENE
AR F B % ERBEITE, £ SFEL Gamal
1B &%, 516 AEWA ABE KL HIEAN 16 4
V- Flex™#1 16 4 Palmaz— Schatz X (3 % 3.0 mm
x16mm). XEBEANRKGHEEX AL 4 6
FAA 12 AU, A8 R M. IEXEENTER
W4 T 200 Vg 688 H i, DT & W&
RXBEENEEN.
1.3 FEFESH

HRXEENAE 6 BB 12 BB # AT & &
B, REARTY, £ 80 mmHg & /7 T A 10% & R
OAREREEEE G, B G BESRE 2h fk, 532
~3mm X E & &, f Cold— polymerizing resin ‘&
B, FET R, o Bl #ee s 4 4 4 HE 36 . PTAH
e, EAETRATENFEF 2N E %K (Leitz
CBASOO) Ul & & f= . N 3% 7/ FE R 4138 1 BE | AR, FH 1t
EANEEABR . EREER, #% Schwartz &Y fu
Kornowski %1% 77 3 7 ) X 2 B\ A J5 i & B B 47
oA B RE R R B fig R L. 5% Al Polytron— 1000
AENZXEENTENJE 15min 6 B X 12 B &
CHEBEEZELNCT, 2B MNEENRME L E
BERA, UHARE/ D FEALERYEEERE
[HMES= (RERAAE- LELENE 15 min
HimERNER) RERAER]
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A8 X 2R B B E] B i 38 848 AR R A B
ok A X EHE IR LR R A ERSLR,
HEr AR M3 T2 %7, P<0.05 YR
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16 4 V- Flex™ 37 28 85 B Th B N A5 76t 4R 51 ik
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SRR . EMEE 6 FM 8 Hig, iR
% FH A AR B K ELAA A 2. 49 0. 12 mm, BREH
£ 2.9220. 05 mm, XA E NG 15 min 5/ E
BA& N 2.8530. 06 mm, [ 5 #2% [BI45 8 3%, 6 F i
EEMEEAN 2. 18 £0. 22 mm; AL 12 JF ) 8
R, s SRk A /R BBk E RN 2. 47
0.19 mm, BREEE1E AN 2. 89 £0. 09 mm, L2 E N5
15 min f/NE B E AN 2. 74 0. 14 mm, FEEISE
5%, 12 JAmER IS H45 A 3. 06 10, 38 mm.
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F1 AERIK V- Flex TRBEANRBERESEDNER
Table 1
stent V- Flex™(n= 8 )

The morphologic results after right intracoronary

Index 6 week group 12 week group
Area of cross— section(mm?) 1.94%0.93 2.07%1.15
Areazof intra elastic membrane 3.09+1.19 3.29 +0. 98
(mm”®)

Areazof extra elastic membrane 4 24115 4.56+1 11
(mm”~)

Stenosis rate( %) 40 £12 4118
Neointimal area(mm?) 1.15£0.38 1.22£0.34

2.2 V- FleXTM'—ﬁ Palmaz— Schatz ¥ ZefE B8R sh Bk b
A EE 5
16 D V- Flex™ % 221 16 /> Palmaz— Schatz 37
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Table 2 The morphologic result with angiography of iliac

artery (mm, n= 16)

Ind V- Flex™ Palmaz— Schatz
ndex

group group
Dia{rleler of iliac artery before 2 84 +0.20 290 +0.20
angioplasty
Diameter of the bloon 3.4230. 16 3.48%0. 14
D.iamevter of iliac artery after an- 3.22+0. 18 3.30 +0. 13
gioplasty
Rate OfA bloon and iliac artery 1. 06 £0. 04 1. 06 0. 04
diameter
Elastic recoil 613 5143
Diameter of iliac artery in 6 3.34 4027 3 44 %100

week

6 JA J 12 JE B 20 230 3R 25 22 o A B,
Palmaz— Schatz 209 #f /7 E T AR B B KT V- Flex™
4 (# 3, Table 3), % Palmaz— Schatz tt V- Flex™
YHEG G AL, V- Fle™ 3238 E NI
JEiE A R A JE S N IR J N R B R R R
(% 4, Table 4)

#£4 12 BARALSREZTMN

Table 4 The pathologic score of vascular injury in 12 week
(n=8)
Index V- Flex™ Palmaz— Schatz
group group

Vascular injury 0. 50 0. 24° 1.36%0.52
Inflammation around stent 1. 12 £0. 25 1.98 %0. 48
Inflammation around vessel 0. 82 £0. 44° 1. 66 0. 38
Thrombus 0.25%0.11° 0.79 £0.20

a: P< 0.01; b: P< 0.001, compared with Palmaz— Schatz group.

&3 6FEF 12 AR V- Flex™4B 0 Palmaz— Schaiz ARSF S LR
Table 3 The morphologic result in V- Flex™ and Palmaz— Schatz group in 6 week and 12 week ( n= 8)

6 week 12 week
Index - .
V- Flex™ eroup Palmaz— Schatz group V- Flex™ eroup Palmaz— Schatz group
Area of cross— section( mm?) 1. 18 0. 77 0.94 £0. 58 1.02 %0.58 0. 63 0. 39
Area of intra elastic membrane( mm2) 2.29 +0. 76" 3.33 10.37 2.55 0. 54° 3.10 0. 48
Area of extra elastic membrane( mm?) 4.01 0. 94° 5.29 0. 67 5.12%1.01 5.69%1.11
Rate of stenosis( % ) 46 120* 70 £18 55 £19° 78 £13
Area of neointeria( mm?) 1.11 %0. 73" 2.40 £0. 36 1.53 +0. 42° 2.4720. 63

a: P< 0.05, b: P< 0.01, compared with Palmaz— Schatz group.
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