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Non-invasive markers have an additional role in screening and surveillance of patients at high
risk for CRC.

Ethische beoordeling Niet van toepassing

Status Werving nog niet gestart

Type aandoening -

Onderzoekstype Observationeel onderzoek, zonder invasieve metingen
Samenvatting

ID

NL-OMON23263

Bron
Nationaal Trial Register

Verkorte titel
N/A

Aandoening
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Ondersteuning

Primaire sponsor: Maastricht University Medical Center
Overige ondersteuning: Maastricht University Medical Center

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

Diagnostic accuracy of molecular and protein markers in screening for colorectal neoplasia in
subjects at high-risk for CRC and CRC patients, in comparison with average-risk subjects.
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Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: Colonoscopy is considered to be the gold standard for the detection of colorectal
neoplasia. However, this method has important disadvantages, such as invasiveness,
complication risk, and possible shortage of clinical capacity. Therefore, the potential
additional role of non-invasive screening methods as pre-selection tool for colonoscopy,
deserves further investigation. Non-invasive markers for CRC have recently been developed
for blood and feces. These markers are currently tested in an average-risk population. In
patients at high-risk, as a result of a positive family history, the clinical utility of these
markers as pre-selection tool has not been investigated yet. Likewise, no data are available
regarding the potential role of these markers in risk stratification of these patients. The
clinical utility of such markers to identify risk profiles and hence, to design more
individualized surveillance strategies, deserves further investigation.

Objective:
Two issues will be addressed:

|. To study the diagnostic accuracy of molecular and protein markers in screening for
colorectal neoplasia in subjects at high-risk for CRC and CRC patients, in comparison with
average-risk subjects.

Il. To investigate the role of non-invasive markers in risk stratification of patients at high-risk
for CRC. To provide insights in the molecular features of patients at high-risk.

Study design:

For this purpose, a prospective, cross-sectional study will be performed. The following groups
of patients will be included:

i) 200 patients with a family history of CRC and

ii) 150 patients diagnosed with CRC.

Medical data will be collected, all subjects will undergo colonoscopy and non-invasive
markers for colorectal neoplasia will be investigated in blood and fecal samples. Additionally,
a subset of patients with a non-colorectal gastrointestinal malignancy (e.g. esophageal,
gastric or pancreatic cancer) will be included in order to investigate the influence of these
lesions on the non-invasive markers profile.
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Doel van het onderzoek

Non-invasive markers have an additional role in screening and surveillance of patients at high
risk for CRC.

Onderzoeksopzet

2 years

Onderzoeksproduct en/of interventie

Collection of blood and fecal samples (once). Non-invasive markers for colorectal neoplasia
will be determined in blood, feces and tissue. All combinations of markers will be tested in
order to optimize the diagnostic accuracy for colorectal neoplasia, considering the outcome
of colonoscopy as the gold standard. In addition the results of the non-invasive markers in
patients at high-risk will be compared with the results of an average-risk population, in order
to identify risk factors.

Contactpersonen

Publiek

University Hospital Maastricht

Department of Gastroenterology and Hepatology
PO BOX 5800

S. Sanduleanu

University Hospital Maastricht

Department of Gastroenterology and Hepatology
Maastricht 6202 AZ

The Netherlands

+31 (0)43 3875021

Wetenschappelijk

University Hospital Maastricht

Department of Gastroenterology and Hepatology
PO BOX 5800

S. Sanduleanu

University Hospital Maastricht

Department of Gastroenterology and Hepatology
Maastricht 6202 AZ

The Netherlands

+31 (0)43 3875021
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Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

- This population will include patients with hereditary forms of CRC (Lynch syndrome or FAP)
as well as patients fulfilling the criteria for familial CRC syndrome:

i) 31 first degree relative (FDR) with CRC diagnosed < 50 year or

ii) 32 FDR with CRC diagnosed between 50-70 year or

iii) 1 FDR and 1 second degree relative with CRC diagnosed < 70 year.
- Furthermore patients diagnosed with CRC will be included.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

Individuals will be excluded if:
1. Younger than 18 years of age
2. Diagnosed with inflammatory bowel disease (Crohn’s disease or ulcerative colitis)

3. Diagnosed with major co-morbidity which may interfere with the outcome of the study
(e.g. severe cardiovascular or pulmonary disease, other malignancies)

Onderzoeksopzet

Opzet

Type: Observationeel onderzoek, zonder invasieve metingen
Onderzoeksmodel: Parallel

Toewijzing: Niet-gerandomiseerd

Blindering: Open / niet geblindeerd

Controle: N.v.t. / onbekend
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Deelname

Nederland

Status: Werving nog niet gestart
(Verwachte) startdatum: 01-09-2008

Aantal proefpersonen: 410

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 NL1318

NTR-old NTR1367

Ander register : MEC 08-2-038

ISRCTN ISRCTN wordt niet meer aangevraagd
Resultaten

Samenvatting resultaten
N/A
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