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Challenges with Endovascular Treatment
Provisional Stenting

• DCB use in real-

world registries 

enrolling more 

complex disease is 

associated with 

increased 

provisional stenting 

• Provisional stent 

rates of 40-47%

1. Rosenfield K, et al.  New Engl J Med 373:145-53 (2015).
2. Presented by Brodmann M, AMP Chicago, USA 2016.
3. Presented by Zeller T, LINC Leipzig, Germany 2017.
4. Presented by Lyden S, TCT Washington DC, USA 2016.
5. Tepe G, et al.  Circ 131:495-502 (2015). 

6. Laird J, et al.  J Am Coll Cardiol 66:2329-38 (2015). 
7. Presented by Brodmann M, VIVA Las Vegas, USA 2015.
8. Bard Lutonix Instructions for Use, BAW1387400r3.
9. Presented by Tepe G, Charing Cross London, UK 2016.
10. Presented by Scheinert D, EuroPCR Paris, France 2015.

Primary patency rates may be calculated differently, and therefore may not be directly comparable. Chart is for illustration purposes only. 

12-Month Data from DCB RCTs and Registries 
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Debulking (plaque removal) prior to drug 
delivery could improve outcomes

1. Mechanically re-canalize 
the vessel without 
overstretch 

2. Remove the perfusion 
barrier – potential for 
better and more 
homogenous drug 
uptake

3. Reduce the likelihood of 
bail-out stenting and 
preserve the native 
vessel
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Optimizing PTA with prolonged balloon inflations reduces
dissection severity and rate and need for further intervention

• Inflation times of 180 
seconds improve immediate 
infrainguinal PTA results vs. 
a short dilation strategy 

• Significantly fewer major 
dissections and a modest 
reduction of residual 
stenoses are observed

1. N. Zorger et al. Peripheral Arterial Balloon Angioplasty: Effect of Short versus Long Balloon Inflation Times on the Morphologic Results. J Vasc Interv Radiol. 2002

Peripheral PTA: Effect of Short vs Long Balloon 
Inflation Times on the Morphologic Results1

Inflation Time (sec)

30 180 P-Value

Major dissection (grades 3 or 4) 16 5 .010

Minor or no dissection (grades 1 and 2) 21 32 .010

Further interventions (Stent, repeat 
dilatation, dilation with larger 
diameter)

20 9 .017

Residual stenosis (>30%) 12 5 .097

Complication (embolization, 
thrombosis)

1 1 -

Mean ankle-brachial index (before,
after intervention)

0.66, 
0.87

0.65, 0.84
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Primary 
Zilver PTX

64.9%

Provisional 
Zilver PTX

90.3%

74.9%

83.4%

69.1%

72.4%

65.5%

81.6%

82.7%

74.8%

Provisional stenting:

Stenting only allowed after failed PTA

At least 2 min inflation!

Adequate pressure to ensure full dilatation!
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High patency rates are demonstrated in cases where appropriate implant selection, vessel 
preparation, and deployment technique are used

Primary Patency (K-M ) by Percent Compression/ Elongation at 12 months

83,3% 81,8%

90.5%

73,7% 74,4%

57,7%

M oderate (21-

40%)

M inimal (11-20 %) Nominal (±  10 %) M inimal (11-20 %) M oderate (21-

40%)

Severe (>40 %)

n=6 n=38 n=39 n=26n=74n=22

NominalCompr essed Elongated 

p=0.480 p=0.268

p=0.026 p=0.029

p=<.001

M oderate M inimal             Nominal M inimal M oderate              Severe
(21-40%) (11-20%)                (+/- 10%) (11-20%) (21-40%)                (>40%)

PROPER	SIZING,	PREPARATION,	AND	DEPLOYMENT	
TECHNIQUE	RESULT	IN	EXCELLENT	PATENCY	RATES

Source:	US	Supera	Peripheral	Stent	System	Instructions	for	Use.	

This	data	is	from	a	post-hoc	analysis	
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Plaque	Scoring	in	calcified	SFA

• ASC	Technical	Success*	=	100%	(w/out	pre-dil)

• Overall	Primary	Patency		=	81.2%	(69/85)	

* successful scoring = ability to cross the lesion and inflate ASC at least at NP w/out balloon rupture

Primary	Patency	(KM)
per	treatment	strategy

Primary	Patency	(KM)	
per	degree	of	calcification

Supporting	the	role	of	plaque	scoring	for	vessel	prep	in	calcific	lesions	
and	the	hypothesis	that	degree	of	calcium	does	not	predict	patency

Lugenbiel	I,	Grebner	M,	Zhou	Q,	Strothmeyer	A,	Vogel	B,	Cebola	R,	Müller	O,	Brado	B,	Mittnacht	M,	Kohler	B,	Katus	H,	Blessing E. Treatment	of	femoropopliteal	lesions	
with	the	AngioSculpt	scoring	balloon	- results	from	the	Heidelberg	PANTHER	registry.	Vasa.	2017	Nov	8:1-7

Insights	form	the	PANTHER	Registry
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Clinical Data: Chocolate™ plus DCB

68 patients, 82 lesions

Chocolate™ followed by DCB (Ranger)

Average lesion length 
Stenoses:       64.9 ± 30 mm
Occlusions:   186.14 ± 82 mm

Bail-out stenting rate 9.5%

12 month: fTLR 95.7%

Sirignano P et al, CVIR 2017;e-Pub
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10:17

10:49



• Angioplasty of long lesions is plagued by high bail-out stent rates

• DCBs work less well in heavily calcified lesions

• Lesion preparation crucial prior placement of interwoven stents

(and drug eluting stents)

• Debulking plus DCB is an attractive treatment option in selected

cases („no stent zones“, bifurcations, young patients, severely

calcified lesions etc.)

• Specialty balloons and intravascular lithotripsy might offer a (less

complex) alternative to debulking devices

• Limited data from RCTs available for most „lesion preparation 

devices“

Conclusions
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