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Efficacy and safety of drug —coated balloon angioplasty in the treatment of lower extremity arterial
occlusive disease

LUO Guang-ze, PAN Hong-rui, ZHU Jie-chang, LUO Yu-dong, FAN Hai—lun, FENG Zhou, DAI Xiang—chen

(Department of Vascular Surgery, General Hospital , Tianjin Medical University, Tianjin 300052, China )

Abstract Objective: To evaluate the efficacy and safety of the paclitaxel drug—coated balloon in the endovascular treatment of lower
extremity arteriosclerosis obliterans. Methods: A retrospective analysis of 83 patients with clinical trials of femoral —popliteal artery
occlusion disease was performed. Results: There was no statistically significant difference in preoperative data between the two groups
(P >0.05). The average target lesion length (8.4+5.3)cm in the drug—coated balloon group (DCB group) was significantly longer than that in
the uncoated balloon group (UCB group) (8.0+4.3)cm (P <0.05); the rate of target vessel implantation with remedial metal bare stent in DCB
group (23.6%) was significantly lower than that in UCB group (42.6%) (P <0.01). The patency rates of the DCB group at 3, 6 and 12 months
were significantly higher than those in the UCB group (P <0.01). No patients passed away during the follow—up period in the DCB group
and the UCB group, and the target limb amputation rate in the UCB group(7.1%) was significantly higher than that in the DCB group (0.0%)
(P <0.01). Conclusion: The clinical efficacy of DCB in the treatment of arteriosclerosis occlusions of lower limbs may be superior to UCB,
and the safety of DCB treatment is not inferior to UCB.
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Tab 1 Comparison of general conditions between the two groups

iz DCB 4 (n=55)

UCB 41 (n=28) P

ARSI xes ) 69.0+8.2 68.1+7.6 0.67
PER (%)) 1.00

5 39(70.9) 21(75.0)

-y 16(29.1) 7(25.0)
DRI/ (% )] 29(52.7) 12(42.8) 0.43
BRI/ ( % )] 43(78.2) 24(85.7) 0.09
B ILAE/[n (%)) 15(27.3) 7(25.0) 0.66
TELIRn (%)) 21(38.2) 16(57.1) 0.46
i FE /[ (% )] 10(18.2) 3(10.7) 0.07
WA L /[ (% )] 33(60.0) 19(67.9) 0.14
ABI (5) 0.46+0.13 0.44+0.14 027
Rutherford 534%/[n(%)] 1.00

2 6(10.9) 2(7.1)

3 27(49.1) 18(64.3)

4 22(40.0) 8(28.6)
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Tab 2 Comparison of vascular and surgical indicators between the

two groups
ity DCB #H(n=55) UCB#(n=28) P
R A
SFA(P)/[n(% )] 9(16.4) 10(35.7)
SFA(M)/[n(%)] 21(38.2) 13(46.4)
SFA(D)/[n(%)] 28(50.9) 12(42.9)
PPA/[n(%)] 10(18.2) 3(10.7)
AR e, s | 8.4+5.3 8.0+4.3 0.02
JEE (%)) 15(27.3) 7(25.0) 0.66
L4 %€/ n(%)] 24(43.6) 14(50.0) 0.50
S M4 HAR [mm, x5 | 4.8+0.5 4.8+0.4 0.21
AR
Wy 5K/n (%)) 55(100.0) 28(100.0) 1.00
ERBEY 5K T3/ (atm, s ) 6.9+1.1 6.6=1.1 0.20
Pkt E] s, xks | 14028 137228 0.50
SEVASSE YR
A2 (%)) 14.7£13.6 14.0£17.3  0.07
JeZIE i n( %)) 6(10.1) 4(14.3) 0.38
RS A0 (%)] 13(23.6) 12(42.6)  0.004
FARBIIHn(%)] 42(76.4) 16(42.9)  0.004
ARJE T FE I RAE (% )] 0(0.0) 0(0.0) 1.00

Tab 3 Comparison of ABI pre—operation, a week, three months and six months after operation between the two groups(x=s )

ABI

Y131 RAT KEUR A3 A AR 6 ” i P

DCB 2H 0.46+0.13 0.83+0.14 0.81+0.15 0.81+0.17 <0.01 0.99 0.40
UCB 41 0.44+0.14 0.82+0.15 0.82+0.16 0.84+0.14 <0.01 0.87 0.78
P 0.27 0.86 0.96 0.61
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Tab 4 Comparison of the efficacy and safety variables between the

two groups
b DCB 4 UCB 41 P
34~ A Bivi N=55 N=28
—IiE R (%)) 52(94.5)  24(85.7) 0.007
TG ARIERIF LN (%)]  52(94.5)  24(85.7) 0.007
A T A% (% )] 3(5.4) 3(10.7)  0.09
E BB A [0 (% )] 0(0.0) 2(7.1)  0.00
T/ %)) 0(0.0) 0(0.0) 1.00
6 4~ H B N=45 N=27
— %%/ [n(%))] 42(93.3)  22(81.5) 0.002
F G R AR [0 (% )] 41(91.1)  21(77.8) 0.76
AR AR B A1 96/ (% )] 2(4.4) 2(74) 030
H BRI [0 (% )] 0(0.0) 0(0.0)  1.00
ST /[n( %)) 0(0.0) 0(0.0) 1.00
124~ H Kivi N=32 N=24
— %% n( %)) 29(90.6)  18(75.0) 0.002
F I ARIEAR [0 (% )] 30(93.8)  20(83.3)  0.01
TR AR B A 2E /[0 (% )] 3(9.4) 2(83)  0.79
HFRIAR B [0 (%)) 0(0.0) 0(0.0)  1.00
BT/ [n( %)) 0(0.0) 000.0) 1.00
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WIRYT 5. (R I N HOR AN 08T, A1/
PR Z T DCB X FEBIFY , 78I PR S B rhAS iR
RKERRE.

S 3HR:

[1] Spreen M I, Martens J M, Hansen B E, et al. Percutaneous translu—
minal angioplasty and Drug—Eluting stents for infrapopliteal lesions
in critical limb ischemia (PADI)trial[J]. Circ Cardiovasc Interv,
2016, 9(2): e002376

[2] Tsetis D, Uberoi R. Quality improvement guidelines for endovascu—
lar treatment of iliac artery occlusive disease[]]. Cardiovasc Inter—
vent Radiol, 2008, 31(2):238

3] Bkl BB S5 A ATATT R RS KT AL b ZE5E 1Y
IPROWERL. A SMEF S T, 2012, 4(3):169

[4] SBHE,TE. Z540R R IE AT FEL S s 10 O S 2 VAR ).
b EE MR, 2016, 25(6):785

[5] Clair D G, Beach J M. Strategies for managing aortoiliac occlusions:
access, treatment and outcomes|J].Expert Rev Cardiovasc Ther,2015,
13(5):551

[6] Norgren L, Hiatt W R, Dormandy J A, et al. Inter—society consensus
for the management of peripheral arterial disease (TASC 1I)[J]. Eur J
Vasc Endovasc Surg, 2007, 33(1):S5

[7] kKA R L4E K. 2500 0R R BRI TN s bk it AL 1] 28
FERSTRLL]. v AR 2.2016,25(12):1719

[8] Joner M, Byrne R A, Lapointe ] M, et al. Comparative assessment of
drug —eluting balloons in an advanced porcine model of coronary
restenosis|J]. Thromb Haemost, 2011,105(5, SI):864

[9] Toelg R, Merkely B, Erglis A, et al. Coronary artery treatment with
paclitaxel —coated balloon using a BTHC excipient: clinical results
of the international real-world DELUX registry[J]. Eurolntervention,
2014,10(5):591

[10] Siablis D, Kitrou P M, Spiliopoulos S, et al.Paclitaxel-Coated balloon

angioplasty versus Drug—Eluting stenting for the treatment of in—
frapopliteal Long—Segment arterial occlusive disease the IDEAS ran—
domized controlled trial[J]. JACC Cardiovasc Interv, 2014, 7(9):1048

[11] Rosenfield K,Metzger D C,Scheinert D. A Paclitaxel-Coated balloon
for femoropopliteal artery disease REPLY[J]. N Engl J Med, 2015,
373(18):1785

[12] Mwipatayi B P, Hockings A, Hofmann M, et al. Balloon angioplasty

compared with stenting for treatment of femoropopliteal occlusive
disease: A meta—analysis[J]. ] Vasc Surg, 2008, 47(2):461

[13] Kayssi A, Al-Atassi T, Oreopoulos G A, et al.Drug—eluting balloon

angioplasty versus uncoated balloon angioplasty for peripheral
arterial disease of the lower limbs[J]. Cochrane Database Syst Rev,
2016, 8(8):CD011319
[14] Tepe G, Laird J, Schneider P, et al. Drug—coated balloon versus
standard percutaneous transluminal angioplasty for the treatment of
superficial femoral and popliteal peripheral artery disease: 12—month
results from the IN. PACT SFA randomized trial[J].Circulation, 2015,
131(5):495
Herdeg C, Oberhoff M, Baumbach A, et al. Local paclitaxel delivery
for the prevention of restenosis: Biological effects and efficacy in
vivo[J]. J Am Coll Cardiol, 2000, 35(7):1969
[16] #9435 7. SRR Sl bk By 42 S 28 RIS AT TR Y 7 R
ST HAEESMEIRAE, 2016, 54(8):586
[17] Alfonso F, Cuesta J. Long—Term results of Drug—Coated balloons for

[15

Drug —Eluting In —Stent restenosis gaining perspective [J]. JACC
Cardiovasc Interv, 2015, 8(7):885

Ansari F, Pack L K, Brooks S S, et al. Design considerations for

(18

[t}

studies of the biomechanical environment of the femoropopliteal
arteries[J]. J Vasc Surg, 2013, 58(3):804

[19] Scheinert D, Scheinert D, Duda S, et al. The Levant I (lutonix Pacli—
taxel ~Coated balloon for the prevention of femoropopliteal resteno—
sis) trial for femoropopliteal revascularization First—in—-Human ran—
domized trial of Low—Dose Drug—Coated balloon versus uncoated
balloon angioplasty[J]. JACC Cardiovasc Interv, 2014,7(1):11

20

[}

Zeller T, Rastan A, Macharzina R, et al. Drug—Coated balloons vs.
Drug-Eluting stents for treatment of long femoropopliteal lesions|]].
J Endovasc Ther, 2014, 21(3):359

(2018-10-16 Yithi)



