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1. INTRODUCTION
Barrett’s oesophagus (BO) is a risk factor for oesophageal adenocarcinoma. Current endoscopic therapy (including endoscopic mucosal resection and/or radiofrequency ablation) commonly achieves complete eradication of intramucosal adenocarcinoma and Barrett’s dysplasia, however lifelong endoscopic surveillance is indicated to assess for any evidence of disease recurrence. Our current standard of care (which is based on expert opinion from published Australian guidelines) is 3-6 monthly endoscopies in the first year followed by 6-12 monthly in the following years. Large numbers of targeted and surveillance biopsies as per the Seattle protocol (4 biopsies each centimetre of the previous BO segment) are taken during these procedures for histological assessment to exclude or identify recurrent Barrett’s metaplasia, dysplasia or intramucosal adenocarcinoma. This study aims to assess our hypothesis whether taking targeted biopsies only is non-inferior to obtaining both targeted and surveillance (Seattle protocol) biopsies. 
2. AIMS

Key Research Question

Is a targeted biopsy regimen non-inferior to a targeted and surveillance (Seattle protocol) biopsy regimen in eradicated Barrett’s dysplasia/intramucosal adenocarcinoma.
Objectives

Primary outcome

To assess whether targeted biopsies are non-inferior to targeted and surveillance (Seattle protocol) biopsies during follow-up of eradicated Barrett’s dysplasia/intramucosal adenocarcinoma.
Secondary outcomes 

· Time required for surveillance biopsies

· Costs involved for surveillance biopsies

· Proportion of neo-squamous biopsies with abnormal histological results

3. HYPOTHESIS

Gastric cardia and targeted biopsies by experts are non-inferior to gastric cardia, targeted and surveillance biopsies (Seattle protocol) in detecting any disease recurrence after previously documented complete eradication. This finding would be associated with a significant improvement in cost effectiveness. 
4. STUDY SETTING
This is a single centre study to be performed at the Princess Alexandra Hospital, a tertiary referral centre for the management of Barrett’s dysplasia and intramucosal adenocarcinoma.
5. STUDY POPULATION

All adult patients over the age of 18 years who have undergone successful eradication of Barrett’s dysplasia and intramucosal adenocarcinoma at our institution and are currently having follow-up surveillance endoscopies are included. 

6. ELIGIBILITY CRITERIA

Inclusion criteria

All patients with eradicated Barrett’s dysplasia and intramucosal adenocarcinoma undergoing surveillance at the Princess Alexandra Hospital.
Exclusion criteria
None

7. STUDY DESIGN

Prospective study. All patients with eradicated Barrett’s dysplasia/intramucosal adenocarcinoma who present for routine follow-up endoscopies at the Princess Alexandra Hospital will be included. Current standard of care will be applied with regards to performing upper endoscopies and obtaining biopsies (ie. gastric cardia, targeted and surveillance biopsies as per Seattle protocol). Their medical records will be reviewed.
8. PATIENT RECRUITMENT

Patients already known to the Princess Alexandra Hospital with eradicated Barrett’s dysplasia/ intramucosal adenocarcinoma. These procedures will be performed by two experienced endoscopists at PAH.
9. STATISTICAL ANALYSIS

All patients who undergo surveillance upper endoscopies for eradicated Barrett’s dysplasia/ intramucosal adenocarcinoma will be included. Analysis will be performed on the numbers and proportions of surveillance and targeted biopsies, their histopathological results and the time and costs involved in obtaining these biopsies. Patients can be included multiple times if they have multiple surveillance procedures over the course of the study.
10. OUTCOME

The study will provide information on the yield of surveillance and targeted biopsies in this cohort of patients and may impact on future surveillance protocols for Barrett’s oesophagus. Currently, it is based on expert opinion rather than a robust evidence based data. There is also potential for a marked improvement in the cost effectiveness of endoscopic surveillance in this setting.
Safety considerations / Patient safety
There are no expected risks to patient safety in the proposed study as all patients will be receiving the usual standard of care including both targeted and surveillance (Seattle protocol) biopsies. The study aims to review the different subsets of biopsies only. All patients will undergo best practice with a combination of targeted and surveillance (Seattle protocol) biopsies
Source documents

Researchers will maintain adequate and accurate records to enable the conduct of the study to be fully documented and the study data to be subsequently verified.
Ethical consideration

This protocol will be reviewed and approved by a relevant HREC committee

Ethical conduct

This study will be conducted in accordance with the protocol, ICH guidelines and guidelines governing clinical study conduct and ethical principles that have their origin in the Declaration of Helsinki

Risk

There are no expected risks from this study

Confidentiality and Use of information

Source notes containing medical information are identifiable. These will be stored in a locked office area in the Princess Alexandra Hospital. A unique patient number will be assigned to each patient and will serve as the patient’s identifier for the study. Patient data will be stored and collected under this number. Identifying information will not be shared with any other institutions. Data protection and privacy regulations will be observed in capturing, forwarding, processing and storing of patient data. Investigators and research staff will assure that patient anonymity is strictly maintained and that patient identifiers are protected from unauthorised parties. Information entered into the results database will be de-identified. Patient names will be replaced with an identification number. This database will contain the patients’ date of birth and demographic information. It will be saved in the PAH computer system and password protected.

Completion of study
The researcher will provide a final report to the HREC following conclusion of the study
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