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Are we talking about relatively simple
TASC II A and B Iesmns’?




Fhe NEW ENGLAND JOURNAL of MEDICINE

Local Delivery of Paclitaxel to Inhibit
Restenosis during Angioplasty of the Leg

r. M.D., Thomas Albrecht, M.D.,
M.D., Jean-Paul Beregi, M.D
1 Oldenbu 2 M.D., Bruno Scheller, M.D.,

h Speck, Ph.D.
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K-M plots of % TLR in THUNDER

Logrank p=0.0003
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1: Paccocath Balloon
2: Uncoated Balloon

Time free of TLR (years)
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Vascular Medicine

Inhibition of Restenosis in Femoropopliteal Arteries

Paclitaxel-Coated Versus Uncoated Balloon: Femoral Paclitaxel
Randomized Pilot Trial

Michael Werk, MD; Soenke Langner, MD; Bianka Reinkensmeier, MS; Hans-Frank Boettcher, MD;
Gunnar Tepe, MD; Ulrich Dietz, MD; Norbert Hosten, MD; Bernd Hamm, MD;
Ulrich Speck, PhD; Jens Ricke, MD
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Time jmonths] from intarvention untl 1st TLR or st major amputation (death= censored)
Pac balloon vs Controdl

Fallow up B andiar 24 months
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Time jmonths] from intarvention untl 1st TLR or st major amputation (death= censored)
Pac balloon vs Controdl

Fallow up B andiar 24 months
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Primary Patency

5-year Primary Patency (PSVR < 2.0)
ZilverPTX vs. Standard Care
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Primary Patency
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Lesion/Procedural Characteristics (ITT)
| pcB_ | StandardPIA | P-value | Pooled

‘Two lesions treated 1.9% (6/316) 3.1% (5/160) 0.400 2.3% (11/476)
| i 62.9 £41.5 (315 63.6 +40.3 (160 i 63.2+41.1 (475
Treated Length (mm) 107.7 £47.0 (316) 107.3 £49.3 (160) 0933 107.6x47.7 (476)

Calcification 959.2% (187/316) o97.5% (92/160) 0.726 28.6% (279/476)
Severe 17.6% (33/187) 13.0% (12/92) 0.326 16.1% (45/279)
Total Occlusion 20.6% (65/316) 21.9% (35/160) 0.741 21.0% (100/476)
%DS post-treatment 234 +12.3(316) 23.8+12.3(158) 0.703 23.5x123(474)
Bail-out Stenting 2.5% (8/316) 6.9% (11/160) 0.022 4.0% (19/476)
Dissection 63.7% (200/314) 72.3% (115/159) 0.060 66.6% (315/473)
zTaeLProcedural Dissection 0.075
Grade A 959.5% (119/200) 93.9% (62/115) o7.5% (181/315)
Grade B 36.5% (73/200) 35.7% (41/115) 36.2% (114/315)
Grade C 4.0% (8/200) 10.4% (12/115) 6.3% (20/315)
Procedural success (core lab) 88.9% (281/316)  86.8% (138/159) 0497  88.2% (419/475)
Geographic Miss (core lab) 7.9% (24/316) 21.9% (35/160)  <0.001  12.6% (60/476)
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Test DCB Control PTA
%o(n/N) %o(n/N) Difference
Measure [95%% CT] %% [95% CI] P-value!

) 0.208
Total TLE. at 12 Months

Based on asymptotic Likelihood Ratio test. CIs for groups and difference are asymptotic.

Department of Cardiothoracic Surgery, Stanford University School of Medicine g



Test [HC B Control PTA
) %o(n/N) Difference
Measure [95%% CT] %% [95% CI] P-value!
16.8% ( "*4 143)
[11::_ 7,229]

Based on asymptotic Likelihood Ratio test. CIs for groups and difference are asymptotic.

Total TLR at 12 Months

Test DCB Control PTA
%o(n/N) L 11-'\ ) Difference .
Measure [95%4% CI] 95% C %0 [95% CI] P-value®

Primary Paten:rj,rl 55.2° 52.6% (71/135) 2 6% 0.015
[44.2 61.0]

Primary Patency i1s defined freedom from target lesion restenosis (defined by DUS core lab adjudication) and target
lesion revascularization (TLR).
*Based on asymptotic likelihood ratio test. CIs for groups and difference are asymptotic.
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Table 16: Primary Patency Rate at 12 Months based on Alternative PSVR Thresholds (ITT

Population)

Threshold for Binary
Restenosis’

Lutonix DCB
% (n/N)
[95% CI]

Control PTA
% (n/N)
[95% CI]

Difference
% [95% CI]

2
P-value

All Core Lab Adjudications
(primary analysis)

65.2% (172/264)
[59.4, 70.9]

52.6% (71/135)
[44.2. 61.0]

12.6%
[2.4,22.8]

0.015

DUS PSVR = 3.0
(> ~60% stenosis)

68.3% (164/240)
[62.4, 74.2]

56.1% (69/123)
[47.3, 64.9]

12.2°
[1.7. .8]

0.022

DUS PSVR >2.5
(per original p10t0col)

(> 50% stenosis)

64.0% (155/242)
[58.0, 70.1]

1.2% (65/127)
[42.5. 59.9]

12.9%
[2.3.23.5]

0.017

DUSPSVR =20

(> ~40% stenosis)

53.2% (133/250)

47.0. 59.4]

45.0% (59/131)
[36.5. 53.6]

8.2%

[-2.4, 18.7]

0.130

! Primary Patency is defined as the absence of target lesion restenosis (totally occluded or application of the strict stated PSVR
threshold) and target lesion revascularization (TLR).
’Nominal P-values based on asymptotic Likelihood Ratio test and Cl for difference are provided without adjustment for multiplicity;

hypothesis testing at alternative thresholds was not prespecified.
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