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Abstract

Objective: Claudication secondary to peripheral arterial disease (PAD) leads to reduced mobility,
limited physical functioning and poor health outcomes. Disease severity can be assessed with
quantitative clinical methods and qualitative self-perceived measures of quality of life. Limited
data exists to document the degree to which quantitative and qualitative measures correlate. The
current study provides data on the relationship between quantitative and qualitative measures of
symptomatic PAD.

Design: Descriptive case series

Setting: Academic vascular surgery unit and biomechanics laboratory

Subjects: Symptomatic PAD patients presenting with claudication

Main outcome measures: Quantitative evaluation included measurement of ankle-brachial index

(ABI), initial claudication distance, absolute claudication distance, and self-selected treadmill

pace. Qualitative measurements included the Walking Impairment Questionnaire (WIQ) and the

Medical Outcomes Survey Short Form-36 (SF-36). Spearman rank correlations were performed
to determine the relationship between each quantitative and qualitative measure and also between
WIQ and SF-36.

Results: Forty-eight patients (age: 62 £ 9.6 years; weight: 83.0 £ 15.4 kg) with claudication
(ABI: 0.50 + 0.20) were included. ABI correlated with the distance (r=.29) and speed (r=.32; 2
of 4) WIQ subscales. Initial claudication distance and absolute claudication distance correlated
with the pain (r value .40 and .43 respectively), distance (r value 35 and .41 respectively) and
speed (r value .39 and .39 respectively; 3 of 4) subscales of the W1Q. ABI did not correlate with
any of the SF-36 subscales. Initial claudication distance correlated with the bodily pain (r=.46)

and social functioning (r=.30; 2 of 8), while absolute claudication time correlated with the



physical function (r=.31) and energy (r=.30; 2 of 8) subscales of the SF-36. The results of both
questionnaires showed reduced functional status in claudicating patients.

Conclusions: Initial and absolute claudication distances and WIQ pain, speed and distance
subscales are the measures that correlated the best with the ambulatory limitation of patients with
symptomatic PAD. These results suggest the WIQ is the most specific questionnaire for
documenting the qualitative deficits of the patient with claudication, while providing strong
relationships with the quantitative measures of arterial disease. Future studies of claudication
patients should include both quantitative and qualitative assessments to adequately assess disease

severity and functional status in PAD patients.



INTRODUCTION

Peripheral Arterial Disease (PAD) affects approximately eight to twelve million people in
the United States @. PAD leads to reduced mobility, reduced physical functioning and poor
health outcomes, in addition to its association with increased cardiovascular morbidity and
mortality . Disease severity and functional status of PAD patients can be assessed using
quantitative clinical measures (such as ankle brachial index (ABI) and claudication distances)
and qualitative, self-perceived measures of quality of life (QOL). Despite a wealth of studies
documenting either quantitative or qualitative measures in patients with PAD, few studies exist
to document the degree to which quantitative and qualitative measures correlate. Conflicting data
exists with several studies demonstrating significant correlations “® while others show minimal
if any correlation ¢19, What is clear is an absence of standardization in studies evaluating PAD
patients, evidenced by a variety of reported quantitative test protocols and similar variation of
qualitative questionnaires. This lack of standardization makes it difficult for physicians to choose
the most appropriate measures to evaluate patients, determine indications for treatment and
consistently document and report treatment outcomes. The purpose of this study was to
determine the relationship between the most commonly used quantitative variables and the
currently recommended self-reported qualitative measures of physical function in PAD patients.
In addition we examined, the correlation between the two qualitative measures most commonly

used in PAD.



METHODS
PAD Subjects

Forty-eight symptomatic PAD patients diagnosed with moderate arterial occlusive
disease who experienced claudication in at least one leg were recruited from the vascular surgery
clinics of the Nebraska and Western lowa Veterans Affairs Medical Center and the University of
Nebraska Medical Center. All study patients were symptomatic and seen for initial evaluation of
their PAD with no prior treatment. Patients were specifically evaluated and screened by two
vascular surgeons. Patient evaluation included detailed history, physical exam and direct
assessment/observation of the patient’s walking impairment. A vascular surgeon observed the
patient walking and recorded all symptoms and signs affecting ambulation insuring ambulatory
limitation was secondary to vasculogenic claudication. Those patients with ambulation limiting
cardiac, pulmonary, neuromuscular or musculoskeletal disease or those who experienced any
pain or discomfort (even mild) during walking for any reason other than claudication (i.e.
arthritis, low back pain, musculoskeletal problems, neuropathy) were excluded. Presence and
extent of disease was documented with standard lower extremity noninvasive evaluation
supplemented on selected cases by Computerized Tomographic, Magnetic Resonance or invasive
angiography. Noninvasive evaluation included measurement of ABI, femoropopliteal and tibial
duplex and evaluation of Doppler waveforms at the femoral, popliteal and pedal levels. Level of
disease was established by the vascular surgeon after review of all available studies. The study
was approved by the institutional review boards of the Nebraska/Western lowa VA Medical
Center and the University of Nebraska Medical Center. Written informed consent was obtained

from all subjects prior to data collection.



Quantitative Measures

Ankle Brachial Index: The ABI values obtained during patient evaluation were used for
the correlations. The highest ABI value from the most symptomatic leg was reported as the ABI
for each subject.

Claudication Distance: To determine the initial and absolute claudication distances,
patients walked on a treadmill at .67 m/s (1.5 mph) and 10% grade V. The first indication of
claudication pain was recorded as initial claudication distance, and the total distance the patients
could walk on the treadmill before stopping due to pain was absolute claudication distance 2.
During the test, the technician asked the patient to confirm the presence or absence of pain to
ensure the correct initial claudication distance was recorded.

Self Selected Speed: Subjects were given ample time to familiarize themselves with
walking on the treadmill prior to beginning the test 3 To determine self-selected speed,
subjects walked on the treadmill at 1.61 km/hr (1.0 mph) and were asked to adjust the speed up
or down until it matched their typical pace. Prior to walking on the treadmill, the subjects were
shown how to adjust the speed. Subjects were encouraged to choose the speed in a timely
manner (within 10-20 seconds), to avoid the onset of claudication while determining the
preferred pace. This has been shown to be enough time to attain a steady state for knee
kinematics and most spatio-temporal parameters on a treadmill 44, Determining self-selected

treadmill pace was conducted as a separate test prior to the onset of any claudication.

Qualitative Measures
Physical function and health related QOL were assessed using the Walking Impairment

Questionnaire *® (WIQ) and the Medical Outcomes Study Short Form 36 6-18) (SF-36).



Walking Impairment Questionairre: The WIQ is a disease-specific questionnaire
validated in patients with intermittent claudication ). The questionnaire consists of four sub
categories: pain, distance, walking speed and stair climbing.

Medical Outcomes Survey Short Form-36: Eight health domains are assessed with the
SF-36: physical function, limitation due to physical health, limitation due to emotional problems,
energy, mental health, bodily pain, general health and social function. The SF-36 has been
extensively evaluated and tested with a variety of populations and is able to distinguish between
groups of varying health status ‘19, Both the WIQ and SF-36 use a scale from 0 to 100, with a
score of 0 representing the low score and 100 being the high score. Specific descriptions of each
subscale can be found in Appendix A. In the beginning of our study the SF-36 forms given to
both PAD patients and controls were missing the questions for the “Limitations-Physical” and
“Limitations-Emotional” subscales. This was corrected after more than half of all subjects were

recruited in the study.

Control Subjects

In addition, 25 healthy age-height-weight matched controls were recruited for the study.
Controls had an ABI > 0.9 and absence of subjective or objective ambulatory dysfunction.
Similar to PAD patients, control subjects were excluded for the same ambulation limiting
conditions. Control patients did not undergo any treadmill testing for the determination of
claudication distances or self selected speed but had lower extremity noninvasive evaluation to
document absence of appreciable occlusive disease and completed both the WIQ and SF-36

questionnaires.



Statistical analysis

Scores for ABI, initial claudication distance, absolute claudication distance, self-selected
walking speed and the sub-scores of each questionnaire were ranked for each subject. Spearman
rank correlations were performed between ABI, initial claudication distance, absolute
claudication distance, self-selected walking pace and each sub score of the questionnaires. In
addition, rank correlations were calculated between the WIQ and SF-36. If questions were not
answered on the WIQ or SF-36, the patient was excluded from the specific subscale analysis.
All analyses were performed using SPSS (SPSS Inc., 14.0) statistical package and tested at P <

.05.



RESULTS

Demographic characteristics and results of the quantitative clinical tests are summarized
in Table I and mean scores for each subscale of the SF-36 and the WIQ are listed in Table II.
Findings from noninvasive lower extremity testing supplemented by data from Computerized
Tomographic, Magnetic Resonance or invasive angiography revealed the majority of our patients
(52.1%) have multi-level disease consisting of a combination of aortoiliac, femoropopliteal and
tibial levels of occlusive disease (Table 1). The remaining patients had single level disease with
19.6% having aortoiliac occlusive disease, 28.3% having femoropopliteal disease, and no
patients having solely tibial occlusive disease. No significant relationship existed between
occlusive disease levels and SF-36 and WIQ measures (P>0.05).

When relating the quantitative measures of functional status with the qualitative
questionnaire subscales, three of the four quantitative measures had significant correlations with
one or more of the questionnaire subscales (Table Il and I11). ABI had significant correlations
with the distance and speed components of the WIQ but did not correlate with any of the SF-36
subscales nor any of the claudication distances. Initial claudication distance and absolute
claudication distance had significant correlations with several WIQ and SF-36 subscales. More
specifically, both initial claudication distance and absolute claudication distance had significant
correlations with the pain, distance and speed subscales of the WIQ. In addition, absolute
claudication distance correlated with physical function and energy and initial claudication
distance correlated with bodily pain and social functioning subscales of the SF-36. Of all
correlations, those between claudication distances (initial and absolute) and the WIQ pain,
distance and speed components were the strongest. Weaker were the correlations between

claudication distances and SF-36 subscales, while the weakest correlation was noted between



ABI and WIQ subscales. Self-selected pace had no significant correlations with any of the
questionnaires subscales.

The correlation coefficients between questionnaire subscales indicated that many
subscales from the questionnaires had significant correlations (Table V). The WIQ pain,
distance, speed and stair components were each correlated with six or more subscales of the SF-
36. Both the WIQ and the SF-36 results indicated reduced functional status in PAD patients
compared to healthy controls (Table 11). Compared to controls, PAD patients exhibited
significantly (P <0.5) lower scores for all four subscales of the WIQ and for seven of the

subscales of the SF-36, with the eighth subscale approaching significance (p=0.061).



DISCUSSION

Our study demonstrates that initial and absolute claudication distances are the
quantitative tests with the highest and most consistent correlation with qualitative parameters.
Furthermore, the WIQ is the qualitative measure that best reflects actual ambulatory performance
of the PAD patients. More specifically, pain, distance and speed (with the pain subscale being
the strongest) appear to be the WIQ subscales that more thoroughly describe the ambulation
related limitations of PAD patients. When we compared quantitative clinical measures with
questionnaire subscale scores, we found 12 of 48 (25.0%) comparisons were significantly
related. Of the quantitative measures, the absolute claudication distance and initial claudication
distance were related with the largest number of subscales of the questionnaires. The pain,
distance and speed components of the WIQ, all correlated with both the absolute and initial
claudication distances. Our finding is in agreement with previous work on WIQ validation ® and
suggests that either test (absolute and initial claudication distances) could be used as a
quantitative measure of physical function.

ABI correlated significantly with two WIQ subscales, again indicating WIQ may be the
most specific questionnaire to capture both the physiologic (reflected by ABI) and quantitative
ambulatory dysfunction (reflected by claudication distances) associated with PAD and
claudication. Different subscales of SF-36 demonstrated correlation with the quantitative
measures, but unlike WIQ subscales no single SF-36 subscale consistently related with them,
again suggesting that the SF-36 (as a general QOL measure) is less suitable than WIQ in fully
describing the ambulatory limitation of claudicants.

In contrast to claudication distances, self-selected speed did not correlate with any

qualitative measures. Our data demonstrated that self-selected pace exhibited no significant



correlation with the WIQ or SF-36 scores. Therefore, our results suggested that self-selected
walking pace itself is not a predictor of QOL in patients with symptomatic claudication.
Previous studies have compared different quantitative measures with self-reported QOL
measures, and our results strengthen and add to their findings. Izquierdo-Porrera et al ©
calculated Pearson correlations between ABI, time to maximal claudication and distance walked
in six minutes with all subscales of the SF-36 and with the distance, stair and speed components
of the WIQ (the WIQ pain subscale was not included in their study). Of the 36 associations
evaluated, 18 were found to be significant. Another study by Regensteiner et al ® related
maximal walking time and time to onset of claudication with individual questions from the WIQ
in 26 PAD patients. A total of 22 comparisons were made, with 10 of those being significant.
McDermott et al ®? performed linear regression analysis between ABI category (0.9 to < 1.5, 0.4
to < 0.9 and < 0.4) and subscales of the WIQ and SF-36 in 158 PAD patients with a variety of
leg symptoms. Results of the regression analyses between ABI and WIQ found that ABI was a
predictor of walking distance and speed when the PAD group was evaluated in its entirety.
However when the effect of leg symptoms, comorbidities and previous revascularization were
removed, ABI only predicted walking distance. For the analyses with SF-36 subscales, ABI was
not independently associated when controlling for leg symptoms and comorbid diseases. These
results are consistent with our findings showing that WIQ more appropriately describes problems
due to flow limitations compared with the SF-36, which is a more general measure of QOL.
McDermott et al ®? also pointed that ABI is less predictive of leg function in patients with
claudication (similar to our study population) compared to a group including PAD patients with

varying leg symptoms (including asymptomatic, claudicating and rest pain PAD patients). This is



consonant with our finding that claudication distances are more related with QOL than ABI
values.

Our study is also in agreement with prior work demonstrating PAD patients have reduced
QOL, ™9 and that this QOL deterioration is similarly reflected in both W1Q and SF-36. When
relating the SF-36 and the WIQ, 26 of the 32 (81.3%) comparisons were significantly related.
Our results are in accordance with those of Izquierdo-Porrera et al ®, which demonstrated
significant correlations between 22 of the 24 comparisons between WIQ and SF-36. Although
the SF-36 is a generic measure of health related QOL and the WIQ is a disease specific measure,
the significant correlations in greater than eighty percent of the comparisons between them,
shows that both questionnaires can be useful in providing information about the QOL of PAD
patients. In the absence of SF-36 data, WIQ can adequately reflect overall drop in QOL in
claudicants.

Our study is unique as all patients were carefully screened and those with any gait
dysfunction other than claudication (even mild ones) were excluded. Due to the strict exclusion
criteria, our data accurately reflect that the ambulatory and QOL limitation are due solely to
claudication. However, our results may not be reflective of the overall PAD population since
claudicants frequently have comorbidities (osteoarthritis, neurogenic claudication, peripheral
neuropathy) that affect walking in varying degrees 2%,

In conclusion, our data demonstrated that absolute and initial claudication distances and
WIQ pain, speed and distance subscales are the measures with the best ability to describe the
ambulatory limitation of the claudicant while they also closely relate to his/her QOL. It is the
authors opinion that future claudication research should include both quantitative and qualitative

measures consisting of claudication distances and WIQ at a minimum. These complementary



measures are essential and requisite tools to adequately characterize and determine the degree of

a PAD patient’s impairment.



ACKNOWLEDGMENTS

Supported by the Nebraska Research Initiative, the NIH (K25HD047194), the US Department of
Education (H133G040118), the American Geriatric Society’s Dennis W. Jahnigen Award, the

Kate Field Grant-In-Aid, and the NASA Nebraska Space Grant Scholarship for Service.



REFERENCES

1. Nehler MR, McDermott MM, Treat-Jacobson D, Chetter I, Regensteiner JG. Functional
outcomes and quality of life in peripheral arterial disease: Current status. Vasc Med. 2003

May;8(2):115-26.

2. Toursarkissian B, Shireman PK, Harrison A, D'Ayala M, Schoolfield J, Sykes MT. Major
lower-extremity amputation: Contemporary experience in a single veterans affairs institution.

Am Surg. 2002 Jul;68(7):606-10.

3. Nicoloff AD, Taylor LM,Jr, McLafferty RB, Moneta GL, Porter JM. Patient recovery after
infrainguinal bypass grafting for limb salvage. J Vasc Surg. 1998 Feb;27(2):256,63; discussion

264-6.

4. Chetter IC, Spark JI, Kent PJ, Berridge DC, Scott DJ, Kester RC. Percutaneous transluminal
angioplasty for intermittent claudication: Evidence on which to base the medicine. Eur J Vasc

Endovasc Surg. 1998 Dec;16(6):477-84.

5. Regensteiner JG, Steiner J, Panzer R, Hiatt W. Evaluation of walking impairment by
questionnaire in patients with peripheral arterial disease. Journal of vascular medicine and

biology. 1990;2:142-52.

6. Izquierdo-Porrera AM, Gardner AW, Bradham DD, Montgomery PS, Sorkin JD, Powell CC,
et al. Relationship between objective measures of peripheral arterial disease severity to self-
reported quality of life in older adults with intermittent claudication. J Vasc Surg. 2005

Apr;41(4):625-30.



7. Guralnik JM, Simonsick EM, Ferrucci L, Glynn RJ, Berkman LF, Blazer DG, et al. A short
physical performance battery assessing lower extremity function: Association with self-reported
disability and prediction of mortality and nursing home admission. J Gerontol. 1994

Mar;49(2):M85-94.

8. McDermott MM, Liu K, Guralnik JM, Mehta S, Criqui MH, Martin GJ, et al. The ankle
brachial index independently predicts walking velocity and walking endurance in peripheral

arterial disease. J Am Geriatr Soc. 1998 Nov;46(11):1355-62.

9. Scherer SA, Hiatt WR, Regensteiner JG. Lack of relationship between gait parameters and

physical function in peripheral arterial disease. J Vasc Surg. 2006 Oct;44(4):782-8.

10. Gardner AW, Killewich LA. Lack of functional benefits following infrainguinal bypass in

peripheral arterial occlusive disease patients. Vasc Med. 2001;6(1):9-14.

11. Labs KH, Nehler MR, Roessner M, Jaeger KA, Hiatt WR. Reliability of treadmill testing in
peripheral arterial disease: A comparison of a constant load with a graded load treadmill

protocol. Vasc Med. 1999;4(4):239-46.

12. Labs KH, Dormandy JA, Jaeger KA, Stuerzebecher CS, Hiatt WR. Transatlantic conference
on clinical trial guidelines in peripheral arterial disease: Clinical trial methodology. basel PAD

clinical trial methodology group. Circulation. 1999 Oct 26;100(17):e75-81.

13. Matsas A, Taylor N, McBurney H. Knee joint kinematics from familiarised treadmill
walking can be generalised to overground walking in young unimpaired subjects. Gait Posture.

2000 Feb;11(1):46-53.



14. Van de Putte M, Hagemeister N, St-Onge N, Parent G, de Guise JA. Habituation to treadmill

walking. Biomed Mater Eng. 2006;16(1):43-52.

15. Coyne KS, Margolis MK, Gilchrist KA, Grandy SP, Hiatt WR, Ratchford A, et al.
Evaluating effects of method of administration on walking impairment questionnaire. J VVasc

Surg. 2003 Aug;38(2):296-304.

16. Ware JE Jr, Sherbourne CD. The MOS 36-item short-form health survey (SF-36). .

conceptual framework and item selection. Med Care. 1992 Jun;30(6):473-83.

17. McHorney CA, Ware JE,Jr, Raczek AE. The MOS 36-item short-form health survey (SF-36):
I1. psychometric and clinical tests of validity in measuring physical and mental health constructs.

Med Care. 1993 Mar;31(3):247-63.

18. Ware J. SF-36 health survey: Manual and interpretation guide. Boston: The Health Institute;

1993.

19. Garratt AM, Ruta DA, Abdalla MI, Buckingham JK, Russell IT. The SF36 health survey
questionnaire: An outcome measure suitable for routine use within the NHS? BMJ. 1993 May

29:306(6890): 1440-4.

20. McDermott MM, Mehta S, Liu K, Guralnik JM, Martin GJ, Criqui MH, et al. Leg symptoms,
the ankle-brachial index, and walking ability in patients with peripheral arterial disease. J Gen

Intern Med. 1999 Mar;14(3):173-81.



21. Norgren L, Hiatt WR, Dormandy JA, Nehler MR, Harris KA, Fowkes FG, et al. Inter-society
consensus for the management of peripheral arterial disease (TASC I11). J Vasc Surg. 2007 Jan;45

Suppl S:S5-67.

22. Issa SN, Sharma L. Epidemiology of osteoarthritis: An update. Curr Rheumatol Rep. 2006

Feb;8(1):7-15.

23. D'Souza JC, Franzblau A, Werner RA. Review of epidemiologic studies on occupational
factors and lower extremity musculoskeletal and vascular disorders and symptoms. J Occup

Rehabil. 2005 Jun;15(2):129-65.



	Claudication distances and the Walking Impairment Questionnaire best describe the ambulatory limitations in patients with symptomatic peripheral arterial disease
	Recommended Citation
	Authors

	Disease

