Diagnostic Imaging for Peripheral
Arterial Disease: the DIPAD trial.

No registrations found.

Ethical review Positive opinion
Status Recruitment stopped
Health condition type -

Study type Interventional

Summary

ID

NL-OMON26004

Source
NTR

Brief title
DIPAD trial

Health condition

Peripheral arterial disease (PAD) is the expression of atherosclerosis in the lower limb distal
to the aortic bifurcation, which is a major problem in the population of 55 years and older.
The first manifestation of symptomatic PAD is usually intermittent claudication. In a minority
of patients, the disease progresses to critical limb ischemia, i.e. rest pain and tissue necrosis.
PAD was defined as symptoms of intermittent claudication and/ or critical ischemia with an
ankle-brachial index < 0.90.

Sponsors and support

Primary sponsor: -Prof. Dr. M.G.M. Hunink

Dept of Radiology and Dept of Epidemiology & Biostatistics,

Program for the Assessment of Radiological Technology (ART),

Erasmus Medical Center Rotterdam

-Prof. Dr. J.M.A. van Engelshoven

Dept of Radiology

Academic Hospital Maastricht

P.O. box 5800

6202 AZ Maastricht

Source(s) of monetary or material Support: Supported by grant 945-01-039 from
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ZonMw, Netherlands Organization for Health Research and Development and in part by grant
904-66-091 from The Netherlands Organization for ScientificResearch

Intervention

Outcome measures

Primary outcome

Primary outcomes evaluated were quality of life and costs.

Secondary outcome

Secondary outcomes evaluated were clinical utility and functional patient outcomes.

Study description

Background summary

Peripheral arterial disease (PAD) is the expression of atherosclerosis in the lower limb distal
to the aortic bifurcation, which is a major problem in the population of 55 years and older.
The first manifestation of symptomatic PAD is usually intermittent claudication. In a minority
of patients, the disease progresses to critical limb ischemia, i.e. rest pain and tissue necrosis.
If PAD is suspected on the basis of patient history and physical examination, ankle-brachial
indices (ABI) are generally measured to document the severity of the disease.

Diagnostic imaging is performed when PAD becomes lifestyle limiting and a revascularization
procedure is considered. Non-invasive imaging tests including Duplex ultrasound (DUS),
computed tomographic angiography (CTA), and magnetic resonance angiography (MRA) are
increasingly used for the initial evaluation of patients with PAD. DUS provides both
anatomical and functional information about the arterial system and has been shown to be a
reliable modality with fairly good sensitivity and specificity. DUS is, however, operator
dependent and does not provide a precise roadmap for planning treatment. Both MRA and
CTA are relatively new non-invasive vascular imaging tests used in the diagnostic workup of
peripheral arterial disease. Both modalities provide three-dimensional images of the arterial
system with high sensitivity and specificity.

Disadvantages of MRA include the higher investment cost for equipment, the small number of
cases in whom the image is uninterpretable due to artifacts, and the fact that some patients
are claustrofobic or have a contraindication for MR scanning. The main disadvantages of CTA
are the use of radiation, the use of potentially nephrotoxic iodinated contrast media, vessel
wall calcifications that affect image interpretation, and the time-consuming 3D reconstruction
techniques. The question arises which imaging test is preferred in the diagnostic work-up of
PAD.

To determine which non-invasive test is preferred as initial imaging test in clinical practise we
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need to take into account not only the diagnostic accuracy of each test, but also the related
effects of diagnostic imaging tests on treatment planning, functional improvement, quality of
life, and costs. For this purpose we designed the Diagnostic Imaging of Peripheral Arterial
Disease (DIPAD) randomized trial to compare outcomes following DUS, MRA, and CTA as the
initial imaging test in the diagnostic workup of patients with peripheral arterial disease.
Primary outcomes evaluated were quality of life and costs. Secondary outcomes evaluated
were clinical utility and functional patient outcomes.

Study objective

Is the diagnostic imaging workup of patients with peripheral arterial disease performed
initially with MR angiography cost-effective compared to the currently employed workup with
duplex ultrasound or CT angiography?

Intervention

1. Magnetic resonance angiography: requires intravenous contrast material injection and
duration of the examination is 30 minutes;

2. Duplex ultrasound: requires no intravenous contrast material injection and duration of the
examination is variable;

3. Computed tomographic angiography:requires intravenous contrast material injection and
duration of the examination is 10 minutes.

Contacts

Public

Erasmus Medical Center, Department of Radiology,
P.O. Box 2040

R. Ouwendijk

Rotterdam 3000 CA

The Netherlands

Scientific

Erasmus Medical Center, Department of Radiology,
P.O. Box 2040

R. Ouwendijk

Rotterdam 3000 CA

The Netherlands

Eligibility criteria
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Inclusion criteria

Men and women at least 18 years old with symptomatic PAD and an ankle-brachial index
<0.90 who were referred from the Department of Vascular Surgery for a diagnostic imaging
workup to evaluate the feasibility of a revascularization procedure were eligible for
enroliment.

Exclusion criteria

Patients were excluded if they had contraindications for MR angiography (eg, pacemaker,
cerebral vessel clipping, or claustrophobia) or CT angiography (eg, severe renal insuffiency or
adverse reactions to iodinated contrast agent), or if they needed an acute intervention at the
time of randomization.

Study design

Design

Study type: Interventional
Intervention model: Parallel

Masking: Open (masking not used)
Control: Active
Recruitment

NL

Recruitment status: Recruitment stopped
Start date (anticipated): 01-12-2001
Enroliment: 514

Type: Actual

Ethics review

Positive opinion
Date: 08-09-2005

Application type: First submission
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Study registrations

Followed up by the following (possibly more current) registration
No registrations found.

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID

NTR-new NL160

NTR-old NTR195

Other : N/A

ISRCTN ISRCTN2671851

Study results

Summary results
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