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Who is a DVA candidate?

• No-option CLTI
• Rutherford 5/6
• Patient in an established wound 

care
• Multi-disciplinary team agreement 

of no option

Shishehbor et al. N Engl J Med. 2023

No endo or surgical options

Baseline angiogram Baseline ulceration

Case example (my first case)

70 year old male
CAD, PCI/Stent 2000
AFib
CVRF: Diabetes, art. HTN

Rutherford 5 left foot
Gangrene D III and D V

Case example LimFlow TADV Procedure (Formerly pDVA)
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Case example Case example

Case example Case example

Immediately after 
Intervention

3 weeks after the
intervention

Case example

3 weeks after the
intervention

Case example

6 weeks after the
intervention

8 weeks after the
intervention
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Case example

8 months after the intervention

TcPO2: 80 mm Hg!
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MN (A.S.M.); and the Department of Vas-
cular Surgery, Vanderbilt School of Medi-
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BACKGROUND
Approximately 20% of patients with chronic limb-threatening ischemia have no 
revascularization options, leading to above-ankle amputation. Transcatheter arte-
rialization of the deep veins is a percutaneous approach that creates an artery-to-
vein connection for delivery of oxygenated blood by means of the venous system 
to the ischemic foot to prevent amputation.

METHODS
We conducted a prospective, single-group, multicenter study to evaluate the effect 
of transcatheter arterialization of the deep veins in patients with nonhealing ulcers 
and no surgical or endovascular revascularization treatment options. The composite 
primary end point was amputation-free survival (defined as freedom from above-
ankle amputation or death from any cause) at 6 months, as compared with a perfor-
mance goal of 54%. Secondary end points included limb salvage, wound healing, 
and technical success of the procedure.

RESULTS
We enrolled 105 patients who had chronic limb-threatening ischemia and were of 
a median age of 70 years (interquartile range, 38 to 89). Of the patients enrolled, 
33 (31.4%) were women and 45 (42.8%) were Black, Hispanic, or Latino. Transcath-
eter arterialization of the deep veins was performed successfully in 104 patients 
(99.0%). At 6 months, 66.1% of the patients had amputation-free survival. Accord-
ing to Bayesian analysis, the posterior probability that amputation-free survival at 
6 months exceeded a performance goal of 54% was 0.993, which exceeded the 
prespecified threshold of 0.977. Limb salvage (avoidance of above-ankle amputa-
tion) was attained in 67 patients (76.0% by Kaplan–Meier analysis). Wounds were 
completely healed in 16 of 63 patients (25%) and were in the process of healing in 
32 of 63 patients (51%). No unanticipated device-related adverse events were re-
ported.

CONCLUSIONS
We found that transcatheter arterialization of the deep veins was safe and could 
be performed successfully in patients with chronic limb-threatening ischemia and 
no conventional surgical or endovascular revascularization treatment options. (Funded 
by LimFlow; PROMISE II study ClinicalTrials.gov number, NCT03970538.)
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plinary physician review committee, which con-
firmed the patient’s no-option status before enroll-
ment. However, the presence of no-option chronic 
limb-threatening ischemia is associated with sev-
eral variables beyond anatomy alone. Access to 

subspecialty care, geographic location, and socio-
economic status all contribute to a real-world lack 
of peripheral artery revascularization and an 
increased incidence of major amputation. The 
transcatheter arterialization procedure may ad-
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Critical practices in post-DVA wound care

• AVOID aggressive debridement/amputations
• Early debridement (less than 4 – 6 weeks post-TADV) must be performed cautiously; debride 

only necrotic/infected tissue 

• AVOID tourniquet use
• Vascular occlusion
• Hides ligated vessels

• AVOID proximal foot amputations;  ideally should be mid-metatarsal
• may damage the lateral plantar vein, 1st metatarsal perforator and dorsal outflow tract

• AVOID primary wound closure in early TADV patients
• Utilize low-pressure (60 – 80mmHg) NPWT when appropriate

• Prepare for bleeding and properly plan for post op dressings
• i.e.: use of coagulant products

Strong communication amongst care teams a must

DVA procedural evaluation

None To Mild 
(Improvement)

Discharge patient 

Mild to Moderate 
(Controlled)

Discharge patient 
Closely monitor pain 

and swelling 3-4 weeks

Moderate to Severe
(Uncontrolled/Worse) 

Keep admitted 

Identify pain type/root 
cause: Angio, DUS, 

measure flow volumes

HIGH flow 
volumes

LOW flow 
volumes

Venous outflow 
embolization

Rescue any arterial 
collaterals

Decompression foot 
surgery Minor 

amputation/gTMA

Pain/Swelling 
Severity:

Considerations 
for Action:

WOUND BEST PRACTICES: 
• Indications for early foot surgery: infection and pain
• Delay minor amputations until there is clinical evidence of tissue 

oxygenation and perfusion (typically 4-6 weeks, ultrasound, 
wound assessment)

Courtesy of Drs. Montero-Baker and Lepow

Post
Procedure

Discharge/
48hrs

1 Week 2 Week 3 Week 1 Month 6 Weeks* 2 Month 3 Month 6 Month 9 Month 1 year 2 year

Angiogram X

MD Hand-
Held/Blind 
Doppler

X X X X X X X X X

Duplex X X X X X X X X X X

Pain X X X X X X X X X X X

Swelling X X X X X X X X X X X

Wound Status X X X X X X X X X X X

*DUS recommended if patient has new or increased pain and/or wound deterioration

If no increased pain and/or wound deterioration noted after year 1, yearly Duplex surveillance is recommended.

Recommendations based on protocol and learnings from PROMISE II study

Recommended physician follow-up schedule


