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Cochrane Database of Systematic Reviews 2020, Issue 12. Art. 
No.: CD007561. DOI: 10.1002/14651858.CD007561.pub3. 

Background
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Ø A stenotic or occlusive lesion of the iliac artery can be treated successfully by PTA alone

Ø If PTA alone is technically unsuccessful, additional stent placement is indicated

Ø Alternatively, a stent could be placed primarily

Ø There is limited evidence to prove which endovascular treatment strategy is superior for stenotic and
occlusive lesions of the iliac arteries

Background
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There was no evidence of a difference following percutaneous transluminal angioplasty (PTA) with

selective stenting compared to primary stenting in technical success rates in either stenotic lesions

(OR 1.51, 95% CI 0.77 to 2.99; 279 participants; low certainty evidence); or iliac artery occlusions

(OR 2.95, 95% CI 0.12 to 73.90; 112 participants; low certainty evidence).

Background
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Journal of Endovascular Therapy 2015, Vol. 22(3) 314–318

18 pts.   DCB
22 pts.   PTA (control group)
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DCB vs PTA for Iliac Stent restenosis:  Midterm Results

PTA DCB p
CIA 20 14 0.335

EIA 5 7 0.335

ISR               type I 19 13 0.271

type II 4 6

type III 2 0

type IV 0 1

Lesion length (mm) 20.0±11.4 27.1±19.2 0.508

Rutherford category 3 3 0.084

Pre dilatation 3 12 0.002
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PP
6mos: 85.7% PTA – 90.5%DCB

12mos: 75.6% PTA – 71.4% DCB

Rutherford
10/16 PTA
16/21 DCB      p=0.367

ABI
11/15 PTA
14/21 DCB      p=0.818

DCB vs PTA for Iliac Stent restenosis:  Midterm Results
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6 pts.   ISR Lesion lenth: 61.7mm (40-80 mm)

Technical success: 100%

Estimated PP, PAP, SP, freedom from TLR: 100%

Mean FU: 15.5 mos

Ann Vasc Surg 2015 Aug;29(6):1315
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Journal of Endovascular Therapy 2019, Vol. 26(3) 316–321

§ 74 pts

§ In-stent Occlusion

§ Rotarex + DCB

Ø Technical success 73/74 pts.  (98.6%)
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12 mos Results
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Cardiovascular Revascularization Medicine 22 (2021) 66–70

§ Retrospective study of prospectively collected data on rotational atherectomy and orbital atherectomy + IVL

§ Single operator

§ Core laboratory analysis

§ Patients were treated with DCB post combine therapy

§ Primary safety endpoint: freedom from MAE including major dissection, perforation, distal embolization, or major amputation

§ Primary effectiveness endpoint: procedural success (≤ 30% residual at end of procedure)

§ Secondary endpoint: TLR
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Cardiovascular Revascularization Medicine 22 (2021) 66–70
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USCD: Severe stenoses of both CIA
Occlusion of the left SFA (mid-distal portion)
Calcium everywhere

62 M.
Previous smoker (30c/d for 25y)
Hypetension
Severe bilateral claudication

Previous stent Left CIA
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§ Bilateral retrograde CFA access

§ 0.035"/180cm angled hydrophilic GW (Terumo)

§ 6Fr/45cm "Destination"  introducer (Terumo)

§ Lithoplasty system (Shockwave Medical) Ø 7mm
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Lithoplasty
• Left: 7.0 Shockwave balloon, 60 pulses @ 4 atm, 30 pulses @ 6 atm
• Right: 7.0 Shockwave balloon, 60 pulses @ 4 atm, 30 pulses @ 6 atm
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Lithoplasty
• Left: 7.0 Shockwave balloon, 60 pulses @ 4 atm, 30 pulses @ 6 atm
• Right: 7.0 Shockwave balloon, 60 pulses @ 4 atm, 30 pulses @ 6 atm



21 Barcelona 30th June /1st July 2022

DCB
• Lt:  8.0x40mm
• Rt:  8.0x40mm

Inflation time 3min @ 8 atm.
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ABI: Rt 0.80 – Lt. 0.85

F.U. 36 mos

Post:
• 15% residual stenosis
• No dissection

ABI: Rt 0.85 – Lt. 0.85

Medical therapy: DAP 4 mos
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•Iliac: Stenting is typically the first 

treatment (>80%)

•Infrapopliteal: Balloon 

angioplasty most common

•Femoropopliteal: Stenting and 

angioplasty used equally

Percentage of patients with PAD who receive each therapy option

Source:  GlobalData (Primary reasearch with Interventional Radiologists in US, EU, APAC, South America)

Single therapy only
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immediat
e

days weeks months

Balloon inflation or 
stent deployment in 

atherosclerotic vessel

• Crush plaque
• Stretch artery
• De-endothelialization • Signaling cascades

• Inflammatory 
response

Platelets and fibrin 
deposited at injured site

• Smooth muscle cell 
(SMC) migration
• Cellular division

Neointimal 
proliferation

Restenosis

• Extracellular matrix 
production
• Re-endothelialization

Antiproliferative Agents
• Reduce inflammation
• Arrest mitosis
• Inhibit SMC 

migration

Restenotic Cascade
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Considerations for DCB vs DES in PAD
Severe calcium
• Consider adjunctive atherectomy

Predilate to assess vessel response 
• Uncoated balloon angioplasty

DCB, drug-coated balloon; DES drug-eluting stent.
Ansel G, Phillips JA. Drug elution, data, and decisions. Supplement to Endovascular Today. Nov 2014.

Predilatation

Successful predilatation DCB

Residual stenosis, dissection, 
or recoil

Scaffold 
(DES)
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Drug-coated Balloons

• Treat less-complex lesions

• Challenging stent zones

• Potential to cover long 
vascular territories

• Leave nothing behind 
(future options)

• Potential need for stent 
following DCB

Drug-eluting Stents

• Treat more complex lesions 

• Scaffold effect (higher lumen 
gain)

• Leaves permanent implant

• Sustained drug release

• Cost considerations if several 
stents are needed

Considerations for DCB vs DES in PAD
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DCB for PAD 
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The larger market size for femoropopliteal and infrapopliteal arteries is attributed to the feasibility of using DCB as a primary or alternative therapy in those vessels 

and the use of multiple DCB per procedure (~1-2 DCB/procedure)

Global* DCB Market for treating PAD in the lower extremity ($m), 2010–2019

GlobalData. MediPoint: Drug-Eluting Balloons – Global Analysis and Market Forecasts. 

*US, France, Germany, Italy, Spain, UK, Japan, China, India, Brazil
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Conclusions

Ø Despite recent advances in stent technology, in-stent restenosis (ISR) remains a common clinical problem

Ø Stenting is the preferred treatment modality in patients with atherosclerotic disease of the iliac arteries

Ø Covered stents may inhibit macrophage migration into the vessel wall as well as limit exposure to pro-
inflammatory cytokines and thereby reduce the inflammatory process that ultimately leads to neo-intimal
formation; it may simply act as a direct barrier, preventing growth of neo-intimal tissue and smooth muscle
cells through the stents struts.

Ø DCB represents a valid tool also for iliac arteries; the can be used as a single therapy or in combination with
other technologies

Ø More data are necessary to determine which patients may derive the greatest benefit and with which combination of
technology

Ø Combination therapy must derive a significant clinical benefit to avoid major economic impact on the management of
PAD
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Coming Soon

To become an expert ………..learn from the Experts !!!!!!


