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One Year Results Of The SPORTs Trial: DCBs
Vs. DES (Eluvia) VS. Bare Stents In Long SFA
Lesions (TASC C AND D) - What Is Best?
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Limitation on the current data TASC C + D
Within the prior 24 months, I have had a relevant financial for endovascular intervention
relationship(s) with an ineligible company(ies) listed below.

Most prospective randomized studies
- IDE trials, TASC A and B

Grant/Research Support BSC, BBraun, Biotronic, CVT,
Medtronic, Medalliance, Philips
N B + Truly long lesions
Consultant Fees/Honoraria BSC, Medtronic - Often retrospective or registries
Individual Stock(s)/Stock Options - No control group and dubious indirect comparisons

Royalties/Patent Beneficiary - No standardized f/u, no core lab

Executive Role/Ownership Interest

Other Financial Beneft o defitivel 3t on primars srateay decison making
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Current treatment possibilities for TASC C + D SPORTS N2 Kiiniken
« DESIGN: Prospective, randomized, open-label, 3-arm, multi-center
« Endovascular
- POBA « OBJECTIVE: To compare angiographic and clinical outcome of TASC C and D lesions in
TDCB (+ high rate ball out stent) the SFA after treatment with PCB, PES or BNS
- Stent (which one?)
i « PRIMARY ENDPOINT: Angiographic diameter stenosis at 12 month
~Covered Stentgraft
* HYPOTHESES: 1) Sl’A\lJEI'IOth of PES over BNS
2) Non-inferiority of PCB versus BNS
+ Bypass Surgery « PRINCIPAL INVESTIGATOR
Gunnar Tepe, MD
RoMed Klinikum, Germany
— peB ;pach(axe\ coated balloon It Please
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SPORTS \'\ Romed SPORTS § Y Romed
MAIN INCLUSION CRITERIA MAIN EXCLUSION CRITERIA Prof. s. Maller- Dr. H. Schroder
Hilsbeck — Ihre-Radiologen,

- Rutherford classes 2 - 4 - ISR lesions Py Tennavs Jadisches Krankenhous,
- Peripheral lesions in the SFA and / - A.pop. Seg II or below or within a bypass graft Prof. 3.7, Goltz Tna-Radtaiogen,

or A.pop. seg I . Acute thrombosis of the study lesion SANA Kinikum, Franaiskus Krankenhaus,

Berlin
Prof. T. Albrecht.

Minimum diameter stenosis 270%

Strongly calcified lesions with circumferential Prof. .7, Goltz/Dr. Stroth

+ Treatment length at least 15 cm presence of calcifications and a lesion Universititsklinikum ‘é:jk"ﬁ; KB“:;:‘I:'“
(lesion length at least 13 cm) calcification length >4 cm Schieswig-Holstain, .
Libeck
+ RVD <4 mm and >6 mm Dr. M. Lichtenberg :;u;‘e(; KThenpium
. Klinikum - "
Lesions below the knee requiring treatment Hochsauerland, Rosenheim
Amnsber

No patent distal run-off vessel Prof. M. Brodmann

Medizinische
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Universitats-
Herzentrum
Bad Krozingen
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Study patient and follow up chart () RoMed ) R L. ) RoMed
Baseline: 1/E, RF, ABI, Intervention, angiography, AE N7 Kiiniken Patient baseline characteristics <SZ7 Kiniken

224 patients enrolle
T

\ & month cinicalfolow-up A7, ABl, DUS, AE

RUTHERFORD
CLASSIFICATION
BASELINE

eight (kg, meanSD)

Clinical Fup n=57 Clinical Fup n=63 Clinical Fup n=67 Diabete 2
Phone Fup Phone Fup n=8 i
Lostto Fup n=12 Lost to Fup n=3 Lost to Fup n=1 Hyperte E
Hyperlidemia (%) 2
12 month clinical follow-up: RF, ABI, DUS, angiography, AE E o
Clinical Fup n=57 Clinical Fup =63 Clinical Fup =59 &
Phone Fup Phone Fup 7 Phone Fup n=12 &
Lost to Fup Lost to Fup Lost to Fup 55 3
Death Death 0602 0602 L
i ‘neei : s
Angiographic primary efficacy endpoint* ‘ .
* 12 mo scheduled angio or prior TLR or occlusion
5 Lesion baseline 5
. . L. Y RoMed P « % RoMed
Lesion baseline characteristics N2 Kiniken characteristics 2 Kiiniken

PES BNS P val
n=74 n=76 \LED P value
. A . 235+ 78 227 + 78
esion length, mm, mean i or
Occlusion, n (%) 52 (70) 63 (85) 56 (74)

+ 179 +£ 89 151 + 81
Occlusion length, mm, mean % SD A EE
n=51 n=62
RVD, mm, mean + SD 5.0 £ 0.6 53+0.7

MLD in lesion, mm, mean + SD 0.4+ 0.7 0.2+0.6

Diameter stenosis in lesion, %, mean
+ SD

92.6 £ 13.2 96.8 £ 9.7 94.2 £ 11.7
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* CRF data; ? Corelab analysis; NA = not applicable
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Procedural data

P value

anSD)?

n, mm
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Efficacy and safety endpoints
12 month Corelab data, ITT

sD
LLLin lesion, mm, mean + SD 0.4+1.7

MLD in lesion, mm, mean £ SD ERES W)

Hypothesis 1: Superiority DES vs. BNS

Hypothesis 2: Non-inferiority PCB vs. BNS Qf

ctimotesand pvolues bosed on JIELL g sl
ovarate

2.1+1.6

p<0.0001 (-34.7 [CI 97.5%: -47.7.
202)*

p=0.0010 (-6.3 [CI 97.5%
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P value

<0.0001

<0.0001

22.3; 7.6))*

e

Event.ree probabilty
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Efficacy and safety endpoints N7 Kiniken
[ —— Freedom from CD-TLR

N
o PES
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Efficacy and safety endpoints
Rutherford Classification

6 month*
-
g 5
f i
H 8 P
3 - 2
e £ s
s £

12 month*

B E B
20
18
35
2%

¢ RoMed
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Hirnrosio
* pre-TLR data if'case o preiious T

6 month (180 days) 95.8% 98.7% 96.0%
0.015
12 month (365 days) 80.7% 94.5% 77.4%
) RoMed
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Summary and Conclusion

PES showed significantly better angiographic results 12 months after treatment
compared to treatment with BNS

Non-inferiority of PCB treatment compared to BNS shown for angiographic stenosis
degree

PCB treatment in long, complex lesions required high bailout stenting rate, mainly
due to dissections

TLR rates favor PES over PCB and BNS treatment

Long-term data necessary

Subgroup analyses planned
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