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Challenges in Researching CLTI

• Patient complexities due to severe comorbidities.
• Lack of standardized definitions for outcomes (e.g., MALE, patency).
• Variability in wound assessment and QOL measures.
• Limited patient-centric metrics in trials.

The “Global Vascular Guidelines on the Management of Chronic Limb-Threatening Ischemia” 
Journal of Vascular Surgery, June 2019
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Objective outcome measures for trials in patients with CLTI across 2 decades. 
JACC 2021

Thoughts on how to advance this...

• Need to all speak the same language – WIFi
• Need to refurbish nomenclature (ie. Adapt from oncology)
• Need to advance patient-centric end-points
• PROMs
• WROs

• Hemodynamic assessment needs improvement

Oncology as a Model for CLTI

• Oncology uses terms like 'remission' and 'stable disease' to guide care.
• Proposed CLTI terms: 'Limb Remission' and 'Vascular Stability.'
• Focus on perfusion improvements and sustained healing.

• PROPOSAL
• Limb Remission: Resolution of ischemic wounds &/or pain
• Vascular Stability: Sustained improvement in perfusion metrics (achieving PAT = or <2).

Patient related outcomes (PROM)

• - QOL assessed in 55% of trials.
• - EQ-5D commonly used but lacks CLTI-specific validation.
• - Suggested tools:
•   * VascuQoL (vascular disease-specific tool).
•   * Functional status scales.
• [Source: Systematic Review of PROMs]

Standardizing Wound Assessment

• Less than 20% quantitatively assess. 
• Need for longitudinal tracking of wound healing.
• Weekly evaluations
• Determine the impact of any infectious hiccup

Objective outcome measures for trials in patients with CLTI across 2 decades. 
JACC 2021

Hemodynamics
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Suggested Core Outcomes for CLTI Trials

• QOL and functional outcomes. (e.g., pain, IDLs)
• Time to limb remission
• Time to 50% wound healing
• Time to 100% wound healing
• Time to surgical wound healing
• MACE and Mortality (all-cause, 30-day).
• MALE
• Patency, TLR and PATs

Conclusion

• Standardization and collaboration are key to advancing CLTI trials.

• Incorporate core outcomes and patient-centric metrics.

• Use validated tools for meaningful comparisons and improved 
care.

• Collaborative efforts across stakeholders
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