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BACKGROUND

« Patients with peripheral artery disease (PAD)
have impaired walking capacity and function

* The 6-minute walk test (6MWT) Is an important
functional assessment, but variability in results
may limit its utility and interpretation

STUDY DESIGN

Figure 1. OPTIMIZE PAD-1 Study Design
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Objectives:

1) To evaluate the efficacy of an interprofessional vascular care
team and intensive algorithm-based approach for lipid
management versus usual care

2) To evaluate the effect of a structured quality assurance
program (EQuIP) on variability in 6MWT compared with site-
conducted testing

Key eligibility criteria: Patients with non-coronary arterial
disease cared for at University of Colorado with goal LDL-C <70
mg/dl per ACC/AHA guidelines and screening LDL-C =70 mg/dl

METHODS

Due to COVID-19, all 6GMWT were performed virtually

« Patients assigned to site-conducted 6MWT were sent a tape
measure and written instructions, which were reviewed over the
phone

 The EQuIP program included real-time virtual monitoring and
multiple features to try to control for variability, including careful
assessments of course length, assuring course length; clear of
obstacles; impact of carrying objects (add course length)

« Variability in 6MWT was assessed using Levene’s test

Figure 2. Baseline and Follow-Up 6MWT
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Figure 3. Variability in 6MWT
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RESULTS
Figure 4. CONSORT Diagram1l

166 enrolled

52 (32%) screen failed
43 (83%) LDL-C at goal
6 (12%) did not want to continue
3 (6%) died prior to randomization

114 randomized

62 agreed to participate in 6MWT

30 randomized to site 6MWT
29 (97%) completed baseline site 6MWT

32 randomized to EQuIP 6MWT
31 (97%) completed baseline EQuIP 6MWT

26 (81%) completed 2 follow-up EQuIP 6MWT 17 (57%) completed 2 follow-up site 6MWT

32 patients included in primary efficacy 30 patients included in primary efficacy
analysis analysis

Table. Baseline Characteristics

EQuUIP 6MWT
(N=32)
Demographics, n

Age, mean (SD), years 67 (10.8)
Female sex 11
Hispanic/Latino 2
Race

Black/African American 8

White 24

Comorbidities, n

Hypertension 26
Diabetes 9
Heart failure 5
Atrial fibrillation/flutter 4
Chronic kidney disease 7
Current smoker 7
Coronary artery disease 17
Cerebrovascular disease 7
Peripheral artery disease (PAD) 24
Prior lower extremity 18
revascularization
Prior major amputation 2
Baseline ABI, median (IQR)? 0.73 (0.58-0.80)
Polyvascular disease? 15

IQR, interquartile range; SD, standard deviation

1Calculated among patients with PAD

2Defined as any two of the following: coronary artery disease, cerebrovascular disease, or peripheral artery
disease

LIMITATIONS

. OPTIMIZE PAD-1 was conducted at a single site

CONCLUSIONS

. This randomized trial of EQuIP demonstrated a highly
significant 80% reduction in 6MWT variability at baseline that
was maintained through follow-up compared with site-reported
results

. EQUuIP also resulted in better follow-up than site-conducted
6MWT

IMPLICATIONS

. Use of EQUIP for trials assessing 6MWT as an outcome in
patients with vascular disease could improve data quality and
reduce the study sample size

. For example, assuming a difference in mean 6MWT of 25
meters (SD of 100) with 2-sided alpha of 0.05, 503 patients
would need to be randomized 1:1 to achieve 80% power. An
80% reduction in variability would translate to 101 patients
needing to be randomized (i.e. 80% fewer patients).
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