	




 
Long-term Study proposal RFA-DK-03-006

Title: Prospective comparison of Banded vs. Non Banded Gastric Bypass in Treatment of Obesity

Background: Obesity is characterized by excess body fat determined by a value of body mass index (BMI) larger than 30Kg/m2. Obesity is a chronic worldwide disease affecting an estimated 250 million people worldwide. [1,2]. Over 45% of adult Americans are obese and the incidence of obesity in American youths is increasing. Of the obese Americans about 7 million are morbidly obese, i.e. with a BMI exceeding 40Kg/m2. [3,4]
Obesity, particularly morbid obesity, is a multi factorial medical condition that is recalcitrant to non-surgical treatment. Currently, Bariatric surgery [BS] provides the only viable treatment [4]. 
Our Canter For Surgical Treatment of Obesity (CSTO) has specialized in BS for more than twenty years. We use a multidisciplinary approach with three Boarded surgeons, all members of the American Society for Bariatric Surgery, with a cumulative experience of more than forty years. There is a consulting co-management team that includes two cardiologists, two pulmonary consultants, two gastroenterologists, a psychiatrist, a psychologist, a nephrologists, a hematologist, an endocrinologist, two research assistants, a nutritionist, physical therapists, patient counselors and the necessary support staff. Tri-City Regional Medical Center, a not for profit health care facility where most of the surgery is done, is very supportive of the BS program.
The surgeons at CSTO perform about 500 BS operations a year and have performed Ten thousand or more BS operations. We started with the Mason Gastric Bypass[GBP], then the Gastro-gastrostomy, the Vertical banded gastroplasty[VBG], the Silastic Ring Vertical Gastroplasty, the Distal Roux-Y GBP, the stapled banded GBPand in the last ten years we have used consistently the Transected Silastic Ring GBP(the Fobi-Pouch Operation [FPO]) and with it  have documented a five year success rate of greater than 90%with a perioperative mortality of less than 0.5% [5].
We recommend and perform a routine prophylactic cholecystectomy because of the high incidence of gallbladder problems in this group associated with the rapid weight loss. About one third of our patients request  and have an abdominal panniculectomy concurrently. Last year one out of seven patients had the operation via laparoscopy.[Lap-GBP].   We anticipate one out of four this year will have the Lap-GBP  and in three years this will increase to sixty percent. Our patients come from all works of life. The age range is from 14 to 75 years. The weight range is from 199lbs to 821lbs. Eighty six percent of the patients are female. Sixty three percent are white, 27% are black, 7% are Latinos and the rest are other minorities. Most of the patients are from California but we get patients from other States and even internationally. The surgeons at the CSTO have presented and published locally, nationally and internationally,  have contributed significantly to the field of Bariatric Surgery and do contributed data to the International Bariatric Surgery Registry.

Gastric Bypass [GBP] operations are the most common BS operations used to control obesity. There are many variations of GBP but it is generally accepted in the field of BS that the short limb GBP operation is the Gold Standard.[5,6][fig.1] However this GBP has two shortcomings, inadequate weight loss in the super obese and weight loss regain due to stoma dilation. These shortcomings prompted modifications in the operation to increase the restrictive component of the GBP operation.[7,8]  A band around the pouch just as in the VBG provides that increased permanent restriction. However the band circumference used in this GBP modification is usually larger [fig.2]. There have been reports of both better weight  loss in the superobese and overall better weight loss and  maintenance with less  weight regain in this modification. However there have not been any prospective studies to demonstrate or corroborate these reports. It is the object of this proposed study to show that a banded GBP effects more weight loss in more patients that is maintained longer than the non-banded GBP.
Method: 60 Patients seeking GBP operation for obesity and who qualify for surgical intervention (BMI of 40 or >35 with co morbid conditions) will be recruited to participate in the study  by opting to have a banded or non-banded GBP, with thirty in each group at each clinical center. The patients will be matched as much as possible for age, race, fat distribution, gender, BMI, lifestyle and method of reimbursement. At least one out of three patients should be superobese (BMI>50). The patients can have either an open GBP or Lap-GBP. It is desirable to have three clinical centers involved in the study. Patients with prior weight loss operations will be excluded from the study. The necessary consents will be signed and any Internal Review Board requirements for the study will be adhered to.  We are willing to participate in the BSCRC and will cooperate and interact with the NIDDK, DCC and other clinical Centers and will follow the data and safety monitoring plan. We are willing to share specimens as necessary. The per capita patient care cost for this study per year is $1,300.00{thirteen hundred dollars}. 
Patients will undergo the routine pre operative evaluation. A complete history documenting the age, gender, race, the various medical, physical, social, economic and psychological comorbidities will be done.[tab.1,2] A family history will be obtained to see the genetic contribution to the obesity. Prior weight loss trials and outcome will be documented. A  physical examination  to include the weight, fat distribution and other anthropometric measurements will be done. Blood chemistries, X-rays, abdominal ultrasounds, EKG, pulmonary function tests, pulmonary, cardiology and psychological and nutritional evaluations and as necessary any other consultations or evaluations as indicated will be done. The operation, concomitant operations, operative approach, length of the operation, operative findings, complications, length of the hospital stay will all be recorded.[tab.3,4] All patients will have a pouch and outlet contrast study prior to discharge. The weight on discharge from the hospital will be recorded. The patients will be seen within ten days of discharge, and then at six weeks, then followed at three months interval for four years. Each patient's weight will be recorded at each follow up interval.[tab5,6,7] For the purpose of the study, blood chemistries will be determined every 6 months for the duration of the study. Body composition will be determined initially and at three months intervals. A bone densitometer will be done initially and yearly thereafter. X-ray and endoscopic evaluation of the pouch and the outlet will be done yearly and as indicated. Re operations and any adverse occurrence will be recorded. The nutritionist will evaluate the patients in the post op follow up to document the changes in the eating habit and the caloric intake after gastric bypass operation at various intervals. The Psychologist or psychiatrist will document the lifestyle and quality of life changes after the GBP.

Results: We expect to see a statistically significant difference in the weight loss in the two groups particularly in the super obese. More significantly the weight loss maintenance with the banded Gastric Bypass should be superior to that in the non-banded group. Even though this is a study on the weight loss and maintenance outcome, there are many other outcome that will be evident in this clinical trial such as resolution of co morbid conditions, changes in quality of life and the economic benefits after Gastric bypass. A 2% incidence of band erosion is expected from the banded group and a 10% incidence of outlet stenosis in the non-banded group. Both complications are best treated using an endoscope. If these projected results are confirmed, the banded gastric bypass will be the operation of choice or the new Gold Standard.
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