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We hypothesise that diagnostic yield of OGD is low if a 50-years age cut-off is used.

Ethische beoordeling Positief advies
Status Werving gestopt
Type aandoening -
Onderzoekstype Observationeel onderzoek, zonder invasieve metingen

Samenvatting

ID

NL-OMON25468

Bron
Nationaal Trial Register

Verkorte titel
REDUES

Aandoening

Dyspepsia, upper gastrointestinal malignancy

Ondersteuning

Primaire sponsor: Jeroen Bosch Hospital stipendium
Overige ondersteuning: Jeroen Bosch Hospital (annual stipend; year 2018) and the
Netherlands Organisation for Health Research and Development (ZonMw), grant no.
80-83920-98-400.

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

Number of normal, non-clinically relevant and clinically relevant findings at OGD by age
group
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Toelichting onderzoek

Achtergrond van het onderzoek

In the Netherlands, dyspepsia is the indication for over 20% of all performed
oesophagogastroduodenoscopies (OGD) [ref]. Though the procedure of choice to diagnose
mucosal abnormalities in the upper GI tract, the diagnostic yield of OGDs in patients with
uncomplicated dyspepsia is limited. Even the presence of alarm symptoms alone in dyspeptic
patients without risk factors does not justify endoscopic evaluation, as the pooled sensitivity
and specificity of alarm symptoms is a mere 67% and 66% respectively.
As early as in 1988 it was stated that dyspeptic patients under 45 could safely receive
pharmacological treatment, instead of endoscopic evaluation. The years that followed were
marked by increased awareness of excessive use of OGDs and subsequently more stringent
guidelines for OGD indications. The American College of Gastroenterology and the Canadian
Association of Gastroenterology together updated the guidelines on dyspepsia in 2017,
raising the age limit for recommended OGD to 60 years of age (previously 55 years), and not
suggesting OGD under the age of 60, regardless of the presence of alarm symptoms. The
Dutch guideline for General Practitioners on the other hand still recommends OGD for all
patients with alarm symptoms and recommends to consider OGD in those over 50 years of
age with new onset dyspepsia. These Dutch guidelines do not stroke with the current
reserved attitude towards the use of OGD for dyspepsia. This may be because Dutch data on
the prevalence of malignancy in dyspeptic patients undergoing OGD per age group is dated
and cannot be expected to properly represent the current situation. In order to decide
whether or not to follow the ACG and CAG in raising the age limit for suggested OGD, new
data is needed. This could then subsequently be used as a cornerstone for future guidelines
updates and clinical trials in this field. Contributing to the decision whether or not to raise the
age limit should be the one year survival of patients with upper gastrointestinal malignancies
diagnosed at OGD, since early detection of cancer may justify OGD at younger age, if that
would result in a significant improvement of survival.The aim of this study will therefore be to
provide data on the current diagnostic yield of OGD in dyspeptic patients per age group. This
will be investigated through a multicentre, database study of open-access endoscopies,
performed in 3 medical centres in the period 2013-2016.

! This study was already submitted in June 2018 by the researcher. However, due to the
transition to the new website of the NTR the study is registered in 2020.

Doel van het onderzoek

We hypothesise that diagnostic yield of OGD is low if a 50-years age cut-off is used.

Onderzoeksopzet

1/1/2013 - 31/12/2016
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Contactpersonen

Publiek

Radboudumc
Judith de Jong

0652294497

Wetenschappelijk

Radboudumc
Judith de Jong

0652294497

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

- Open-acces upper gastrointestinal endoscopies performed between 1/1/2013 and
31/12/2016 in the Canisius-Wilhelmina Hospital, Nijmegen, VieCuri Medical Centre, Venlo, and
Jeroen Bosch Hospital, 's Hertogenbosch

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

- Surveillance or follow-up endoscopies
- Endoscopy in patients with known gastrointestinal malignancy
- Endoscopy in patients with known anatomical abnormality
- Emergency endoscopies (performed within 24 hours after referral)

Onderzoeksopzet
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Opzet

Type: Observationeel onderzoek, zonder invasieve metingen

Onderzoeksmodel: Anders

Toewijzing: N.v.t. / één studie arm

Blindering: Open / niet geblindeerd

Controle: N.v.t. / onbekend

Deelname

Nederland
Status: Werving gestopt

(Verwachte) startdatum: 06-06-2017

Aantal proefpersonen: 1500

Type: Werkelijke startdatum

Voornemen beschikbaar stellen Individuele Patiënten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nog niet bepaald

Ethische beoordeling

Positief advies
Datum: 21-05-2020

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.
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In overige registers

Register ID
NTR-new NL8631

Ander register
METC Arnhem-Nijmegen and local ethics committees : reference no.
2017-3411 [Radboudumc], A18-0792 [Jeroen Bosch Hospital], 303 [Viecuri
Medical Centre], 021-2017 [Canisius Wilhelmina Hospital]).

Resultaten


