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	1. PROJECT TITLE


	Comparison of Esophageal Capsule Endoscopy versus Conventional Upper Endoscopy in Patients Undergoing Routine Screening for Esophageal Pathology Before Bariatric Surgery


	 2. PRINCIPAL INVESTIGATOR


	Thomas Savides, MD
Professor of Clinical Medicine

UCSD School of Medicine




	 3.  FACILITIES


	UCSD Medical Center



	 4. ESTIMATED DURATION OF THE STUDY


	One Year



	 5. SPECIFIC AIMS


	To compare the diagnostic accuracy of esophageal capsule endoscopy versus conventional upper endoscopy in routine pre-operative screening for Bariatric Surgery. 


	 6. BACKGROUND AND SIGNIFICANCE


	The role of upper endoscopy in the preoperative evaluation of patients undergoing bariatric surgery is to detect and/or treat lesions that might potentially affect the type of surgery performed, cause complications in the post-operative period, or result in symptoms after surgery.  Multiple studies have been published that demonstrate that routine endoscopy before laparoscopic or open Roux-en-Y gastrojejenual bypass can identify a variety of pathologies, including hiatal hernia, esophagitis, and gastric ulcers.  The majority of patients with pathology in these studies were asymptomatic.6,7   Patients referred for bariatric surgery often have co-morbidities including obstructive sleep apnea and cardiac disease which puts them at risk for any procedure that involves conscious sedation.
The Pillcam ESO (Given Imaging) is a wireless endoscope which acquires video-images from both ends of the device during passage through the esophagus and it has been approved by the United States Food and Drug Administration.  Esophageal capsule endoscopy provides a less invasive diagnostic alternative in evaluating diseases of the esophagus. Capsule endoscopy does not require sedation and is better tolerated by patients.  Several studies have showed that esophageal capsule endoscopy is an adequate alternative diagnostic method for esophageal variceal screening and diagnosis of Barrett’s esophagus in patients with chronic gastroesophageal reflux. (3-5). 
This study will determine if esophageal capsule endoscopy is an adequate alternative diagnostic method in patients who are high risk for conscious sedation.


	


	 7. PROGRESS REPORT/PRELIMINARY STUDIES


	Not applicable



	 8. RESEARCH DESIGN AND METHODS


	This will be a prospective pilot study to assess the diagnostic accuracy of esophageal capsule endoscopy versus conventional upper endoscopy in a high risk patient population.  Patient’s that are scheduled for bariatric surgery and referred for pre-operative upper endoscopy will be screened and consented.  Non-identifiying codes will be used to protect patient privacy.  
Patient’s that are willing to participate in the study will come to the UCSD gastroenterology suite on the day of their scheduled upper endoscopy.  They will be asked to swallow a Pillcam esophageal capsule with a small amount of water. Ten esophageal capsules have been donated by Given Imaging.  The data recorder will receive images for 30 minutes.  Upon completion of the examination, the data recorder will be transferred to the RAPID workstation for processing and interpretation.  Two experienced gastroenterologist will be blinded to the patient’s history and the findings of the upper endoscopy.  They will review the esophageal capsule endoscopy videos and document their findings.  
Upper endoscopy using conscious sedation will be performed on the same day as the esophageal capsule endoscopy by a surgeon experienced in endoscopic procedures.  The risks of capsule retention will be significantly reduced because the capsule will be retrieved from the stomach during the endoscopy and removed out through the patient’s mouth. Video will be made of each endoscopy. All images will be de-identified. Findings identified during the procedure and results of the biopsies will be recorded in a case report form.  

Gathered data will be analyzed by the co-investigator. Descriptive reports will be generated to describe the patients.  Relationships between the different variables will be analyzed using appropriate statistical methods, with further specific analyses performed after consultation with the UCSD Department of Biostatistics.  




	 9. HUMAN SUBJECTS


	We will study 10 volunteers of either sex or race
Inclusion Criteria:

1) Age > 18 years

2) Patients scheduled to undergo Bariatric Surgery and referred for pre-operative conventional upper endoscopy

3) Not pregnant

4) Willing to give consent to participate in the study

Exclusion Criteria:

1) Symptoms of dysphagia

2) Known Zenker’s Diverticulum

3) Known or suspected GI stricture

4) Cardiac pacemaker or AICD

5) Any previous gastric restrictive surgery

6) Crohn’s disease




	10. RECRUITMENT


	Patient’s that are scheduled for bariatric surgery and are referred for pre-operative conventional upper endoscopy will be asked to participate in the study.



	11. INFORMED CONSENT (Note: provide information in Section 28 on Surrogate Consent and Decisional Capacity Assessment, if applicable)


	A consent form will be made based on this protocol and the study procedure will strictly follow that which is described in the consent form.  The consent will be read and signed by the subject and the investigator who will perform the protocol prior to the study.  The subject will keep the copy of signed consent form and original one will be kept by the investigator.



	12. THERAPEUTIC ALTERNATIVES (therapeutic studies only)


	Not applicable.



	13. POTENTIAL RISKS


	Risks of this study are minimal.  The risk of swallowing an esophageal pill camera mainly involves the risk of pill not passing through intestinal track, which occurs in less than 2% of cases.  There is risk of patient confidentiality breaches.



	14. RISK MANAGEMENT PROCEDURES


	The risks of capsule retention will be significantly reduced because the capsule will be retrieved from the stomach during the endoscopy and removed out the patient’s mouth.

A phone number will be distributed to patients for them to call if the patients suspect side effects.  In addition, there will be a follow up phone call made to assess for any potential side effects or complications within one week of the procedure. Patients will be asked about any pain, difficulty swallowing, any hospitalization or medical attention as a result of complications related to the procedure.

 Patient information will be handled in accordance with HIPAA to minimize risk of lapses in confidentiality.  Patients will be de-identified and all patient information will be kept in password protected files.



	15. POTENTIAL BENEFITS


	No direct benefit for the subjects.  The benefit will be to gain knowledge and possibly provide a high risk population of patients an alternative diagnostic evaluation that is associated with less risk, decreased cost, and more convenience.



	16. RISK/BENEFIT RATIO


	As discussed in the potential risks section, the risks from this study are minimal.  This study may benefit patient’s who are at high risk for adverse events related to moderate sedation.



	17. EXPENSE TO SUBJECT


	None.



	18. PAYMENT FOR PARTICIPATION


	None.



	19. PRIVILEGES/CERTIFICATIONS AND LICENSES


	Principal Investigator: 

Thomas Savides MD
UCSD Professor of Clinical Medicine

Department of Gastroenterology

Co-Investigators:

Denise Kalmaz MD

UCSD Assistant Clinical Professor
Department of Gastroenterology

Marianne Fahmy MD

UCSD Gastroenterology Fellow

Santiago Horgan MD

UCSD Professor of Clinical Medicine

Department of Surgery

Garth Jacobsen MD

UCSD Assistant Clinical Professor 

Department of Surgery

Bryan Sandler MD

UCSD Assistant Clinical Professor

Department of Surgery

Michael Sedrak MD
UCSD Assistant Physician

Department of Surgery
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	21. INDUSTRY STUDIES


	This is not an industry study.



	22. FUNDING SUPPORT FOR THIS STUDY


	This study is not funded by a research grant.  The Pillcam ESO video capsules were donated by their manufacturer, Given Imaging.  Funding for the statistical support will be provided by the principal investigator’s personal funds.



	23. BIOLOGICAL MATERIALS TRANSFER AGREEMENT


	Not applicable.


	24. INVESTIGATIONAL DRUG FACT SHEET


	Not applicable


	25. IMPACT ON NURSING STAFF


	None


	26. CONFLICT OF INTEREST


	None.


	27. CANCER-RELATED STUDIES


	Not-applicable


	28. PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY ASSESSMENT


	Not Applicable
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