


‘loose seton prior to surgery for single
RCT’

Protocol ID NL-010338 • PI-01.01

Short title SETON-trial

Version 4.0

Date

Coordinating investigator/project 

leader

Principal investigator(s) (in Dutch: 

hoofdonderzoeker/ uitvoerder)

Sponsor (in Dutch: 

verrichter/opdrachtgever)

Subsidising party

Independent expert(s)

AMC, Meibergdreef 9, 1105 AZ, Amsterdam

Tel: 020-4444444



Name Signature Date

Sponsor or legal representative: Dr C Molenaar, surgeon-

proctologist, director of Proctos 

Clinics, Head of Department

09-07-2025

[Coordinating Investigator/Project 

leader/Principal Investigator]:

Dr IJM Han-Geurts, surgeon 09-07-2025







010338 • PI

ABR General Assessment and Registration form (ABR form), the application form that is 

required for submission to the accredited Ethics Committee; in Dutch: Algemeen 

Beoordelings- en Registratieformulier (ABR-formulier)

AE Adverse Event

CCMO Central Committee on Research Involving Human Subjects; in Dutch: Centrale 

Commissie Mensgebonden Onderzoek

CV Curriculum Vitae

DSMB Data Safety Monitoring Board

GCP Good Clinical Practice

GDPR General Data Protection Regulation; in Dutch: Algemene Verordening 

Gegevensbescherming (AVG)

IB Investigator’s Brochure

IC Informed Consent

IMDD Investigational Medical Device Dossier 

METC Medical research ethics committee (MREC); in Dutch: medisch-

ethische 

toetsingscommissie (METC)

Review

committee

Medical research ethics committee (MREC) or CCMO

(S)AE (Serious) Adverse Event

Sponsor The sponsor is the party that commissions the organisation or performance of the 

research, for example a pharmaceutical

company, academic hospital, scientific organisation or investigator. A party that 

provides funding for a study but does not commission it is not regarded as the 

sponsor, but referred to as a subsidising party.

UAVG Dutch Act on Implementation of the General Data Protection Regulation; in Dutch: 

Uitvoeringswet AVG

WMO Medical Research Involving Human Subjects Act; in Dutch: Wet Medisch-

wetenschappelijk Onderzoek met Mensen
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through internet. Data will be analyzed on ‘intention to treat’ basis in case patients are not subjected 
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‘the new treatment is worse than the old 

method’, whereas the alternative hypothesis, HA, was ‘the new treatment is as good as or better than 

the old treatment’. For power calculations, the margin of difference for the two treatment methods 



010338 • PI

–



010338 • PI



010338 • PI



010338 • PI

used in economic evaluation. The instrument examines a patient’s HRQoL on the day 

extreme problems. Responses to the 5 items result in a patient’s health state that can 

VAS records the patient’s self

endpoints labelled ‘the best health you can imagine’ at the top and ‘the worst health 

’ at the bottom. 
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—

problems) to 24 (severe symptoms). Alongside that, we’ll use the Fecal Incontinence 

▪

surgery; type of surgery; blood loss in milliliters; ‘skin to skin’ operation time; 

•

•

•
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in a trial log book. If the patient fits the criteria for the study, they’ll be given both a verbal 

about, why it’s being done, and what participation would involve. They’ll have time to think it 

they’ll be asked to sign a co

—
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requires hospitalisation or prolongation of existing inpatients’ hospitalisation;



010338 • PI



010338 • PI



010338 • PI

— —



010338 • PI

guidelines for budget impact analysis [9,10]. From a societ

— —

In the Netherlands, about 5,000 anal fistula surgeries are performed annually [11]. As precise 

usage rates of seton placement vary and aren’t consistently documented in national data, we’re 

placing and managing a seton at around €1,000 per patient. This total incorporates the minor 

procedure (typically €450–€550), materials (€50–€100), one or mor up visits (€150–€200), 

and seton replacements or adjustments in about a quarter of cases (€100–€200) [12].

This translates to around €5 million in annual healthcare costs related to seton use. Beyond this, 

—

€278 [13]—this could save €1,390 per patient in lost productivity. Across the 5,000  patients, 

that’s an additional €7 millio

seton placement in 500 patients. That would mean a saving of €1620000 annually.
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http://www.castoredc.com/
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of 8 weeks. The end of the study is defined as the last patient’s last visit. 
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https://richtlijnendatabase.nl/
https://doi.org/10.1111/codi.16741
https://doi.org/10.1007/s00384-010-0993-7
https://doi.org/10.1007/s10151-020-02164-1
https://doi.org/10.1097/01.sla.0000133083.54934.ae
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