Non-invasive imaging of Peripheral
Vascular Disease with MultiSpectral
Optoacoustic Tomography (PVD-MSOT).
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Peripheral vascular disease (PVD) is a highly prevalent disease associated with significant
morbidity and mortality. Current diagnostic procedures, such as duplex ultrasound
examination, are not able to visualize the direct cause of the symptoms,...

Ethische beoordeling Niet van toepassing

Status Werving nog niet gestart

Type aandoening -

Onderzoekstype Observationeel onderzoek, zonder invasieve metingen

Samenvatting

ID
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Bron
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Verkorte titel
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Ondersteuning

Primaire sponsor: University Medical Center Groningen (UMCG).
http://www.umcg.nl
Overige ondersteuning: University Medical Center Groningen (UMCG).

Onderzoeksproduct en/of interventie
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Uitkomstmaten

Primaire uitkomstmaten

The study aims to acquire MSOT images at landmarks of both feet of each included patient.
These landmarks correspond to either large arteries (e.g. arteria tibialis posterior) or regions
where microvasculature should be assessed (e.g. pads of each toe). The acquired images will
then be analyzed to obtain the following parameters:

Microvascular parameters
- Quantification of total amount of HbO2 per volume at landmarks

Large artery parameters
- Hemoglobin oxygen saturation
- Morphology (normal/plaque)

Toelichting onderzoek

Achtergrond van het onderzoek

This study aims to investigate the feasibility and clinical performance of MSOT imaging of the
feet in Peripheral Vascular (PVD) patients. Our main objective is to investigate and obtain
new information about the state of arteries in PVD patients using MSOT. Our second objective
is to investigate the use of MSOT compared to duplex ultrasound and standard diagnostic
work-up (including Fontaine classification) in providing more information on microvascular
perfusion and oxygenation in the extremities in relation to severity of the PVD.

A total of 24 patients diagnosed with PVD (Fontaine Classification Il, I, and IV) will be imaged
using MSOT in this non-randomized, non-blinded, prospective, single center feasibility study.
The patients will be imaged on both feet at particular landmarks, which include large arteries
(arteria tibialis posterior and dorsalis pedis) and microvasculature (on each of the toes). The
images will be compared to duplex ultrasound images of the large arteries, which are
acquired as part of the standard of care, as well as other available diagnostic information,
including the Fontaine classification.

Doel van het onderzoek

Peripheral vascular disease (PVD) is a highly prevalent disease associated with significant
morbidity and mortality.

Current diagnostic procedures, such as duplex ultrasound examination, are not able to
visualize the direct cause of the symptoms, namely insufficient oxygenated blood perfusion
of the extremities. Multispectral Optoacoustic Tomography (MSOT) is an emerging imaging
technique which is capable of real-time visualization of resolving hemoglobin in its different
oxygenation states and perfusion.
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It is therefore hypothesized that MSOT can become a valuable diagnostic vascular imaging
tool, by directly visualizing perfusion and oxygenation of blood in the extremities, as well as
providing new contrast for examining blood vessels in health and disease.

Onderzoeksopzet

One time-point measurement after obtaining informed consent.

Onderzoeksproduct en/of interventie

- MSOT imaging of the microvasculature will be performed on both feet at the arteriae tibialis
posterior and dorsalis pedis, the medial side of the hallux, and plantar distal side of the
phalanges.

- Pulse oximetry of each toe (10 in total) will be performed.

- The skin autofluorescence will be determined by an Advanced Glycation Endproducts (AGE)
Reader and recorded.

- For comparison and validation of the MSOT images of the arteriae tibialis posterior and
dorsalis pedis, duplex ultrasound imaging will be performed at these two landmarks by
experienced vascular labtechnicians.

- Ankle-Brachial Index (ABI) will be measured by experienced vascular labtechnicians.

- Fontaine Classification as described in the Medical History will be recorded.

Contactpersonen

Publiek

University Medical Center Groningen
Hanzeplein 1

C.J.A.M. Zeebregts

Groningen 9700 RB

The Netherlands

Wetenschappelijk

University Medical Center Groningen
Hanzeplein 1

C.J.A.M. Zeebregts

Groningen 9700 RB

The Netherlands

Deelname eisen
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Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

- Patients attending the outpatient clinic of the vascular surgey at the Universal Medical
Center Groningen.

- Age > 18 years.

- Peripheral Vascular Disease Fontaine Classification stages II, lll, or IV.

- Obtained written informed consent.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

- Medical or psychiatric conditions that compromise the patient's ability to give informed
consent.

- Previous surgical or radiological treatment (percutaneous procedures with or without
stenting) for PVD in the legs.

- Surgical treatment for skin abnormalities (e.g. removal of skin, skin transplants and/or
tattooing).

- Active auto-immune vascular diseases.

- Lower leg fractures within the past 12 months.

- Pregnancy or breast feeding.

- (Partial) amputation of one of the legs and/or toes.

Onderzoeksopzet

Opzet

Type: Observationeel onderzoek, zonder invasieve metingen
Onderzoeksmodel: Parallel

Toewijzing: N.v.t. / één studie arm
Blindering: Open / niet geblindeerd
Controle: N.v.t. / onbekend
Deelname

Nederland

Status: Werving nog niet gestart
(Verwachte) startdatum: 01-05-2014
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Aantal proefpersonen: 24

Type: Verwachte startdatum

Ethische beoordeling

Niet van toepassing
Soort: Niet van toepassing

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie
Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID

NTR-new NL4308

NTR-old NTR4461

Ander register EudraCT number: 2014-000989-21 : CCMO-NL-48515
Resultaten

Samenvatting resultaten
N/A.
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