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			Abstract 

			Introduction: Obesity is a global disease and its management includes pharmacological therapy, non-absorptive surgery and intragastric balloon (IGB). The IGB has been used for more than 20 years in Brazil as an endoscopic method to aid in weight loss. Thus, the objective of this work was to describe the results of this procedure in IGB in Brazil. 

			Methods: This prospective study had a total of 10,255 patients submitted to IGB between 1997 and 2017. Patients with IGB filled with a fluid volume of between 620 and 700 ml, and a minimum initial BMI of 27 kg/m2 were inserted non-study. The maximum follow-up time was nine months.

			Results: This is a specific motion (31.1 years), mostly women (78%). The mean BMI weight was: 33.42 ± 6.62 kg/m2, mean final BMI: 27.16 ± 8.42 kg/m2, p <0.01. The incidence of complications with IGB was 0.03% (n=3): gastric perforation. A total of 5.2% of the patients followed up for 18 months after a withdrawal of the IGB was submitted to bariatric surgery. 

			Conclusion: IGB is a safe and effective technique for weight loss, with complication rates. With the assistance of a multidisciplinary team, the results were satisfactory.
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			Introduction

			Obesity is a persistent health problem in many lives, making it a challenge in medicine with a large concentration of studies. 
That is, it should be a great part of the metabolic repercussions and contraceptive outcomes with this comorbidity, with the 

increase rate of morbimortality rates with repercussions on the impact indices on patients’ quality of life and also on the economy [1-4].

			The obesity, which has many types of treatment, that may appear listed in set, depending of each case. Among the treatments found there are changes in patients’ lifestyle, minimally invasive treatments and even different types of surgeries. The minimally invasive treatments for obesity, an intragastric (IGB) treatment technique, has been shown to be a promising procedure, since there are several projects with good results with significant weight and low complications. This is relevant a vapor note the high rates of failure of riots and the style of life, in addition to the admittedly known invasive treatments [5-8].

			Thus, the objective of this study was to analyze the results of the six specialized centers in the treatment of obesity, using the minimally invasive procedures of the IGB, describing the clinical outcomes and their complications.

			Material and Methods

			This work was approved by the Research Ethics Committee under the CAAE protocol: 42995915.4.0000.5132. Seven centers specialized in the treatment of obesity, with wide experience in IGB participated in this study. For the standardization of the data, a model of filling of the data was elaborated in the Excel program, that after compiling all the data, these were sent for statistical analysis. All patients submitted to the IGB procedure between January and 1997 to December 2017 participated in this study. Among the inclusion criteria are: A liquid filled IGB with a volume between 620 to 700 ml and patients with a minimum BMI of 27kg / m².

			Statistical analysis was performed using SPSS-IBM software (version 13.0). All data analyzed according to their distribution of normality. Statistical analysis was performed according to sex and degree of excess weight (overweight and grade I, II and III). Data were analyzed using Student t-test, and Tukey post-test. The level of significance was set at p <0.05.

			Results & Discussion

			In the period determined by the study, 10255 procedures were performed. Of this total of procedures, 4.8% (n = 492) were excluded from the analysis of clinical outcomes of weight loss due to early withdrawal of IGB (Table 1). However, therapeutic failure of this study was lower than that observed in the study by Neto et al. [9]. Analysis of this group of excluded patients showed that 94% of them did not undergo a psychological evaluation before the procedure and 88% did not perform nutritional monitoring during the use of the IGB. This data reveals once again the importance of a multidisciplinary team in the treatment and follow-up of patients with IGB. Not just during, since treatment is temporary, and the multidisciplinary team builds long-term behavioral changes that will lessen the chances of regaining weight after IGB withdrawal.

			Table 1: Reason of exclusion of study.
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							Early IGB removal

						
							
							2,2 (n=226)

						
					

					
							
							Absence of weight loss

						
							
							1,13 (n=116)

						
					

					
							
							Weight gain

						
							
							0,41 (n=42)

						
					

					
							
							Incomplete data

						
							
							1,05 (n=108)
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			The percentage PEP was higher in the overweight group (129.92% PEP), followed by obese I (73.64%), II (57.85%) and III (41.33%) sequentially. A total of 5.2% (66/1 268) of the patients followed up for 18 months after withdrawal of the IGB was submitted to bariatric surgery. Among the observed complications were spontaneous hyperinflation in 0.99% (n = 101) and spontaneous deflation or leakage in 0.82% (n = 84). Kim et al. [16] in their review observed that spontaneous deflation occurs in approximately 6% of patients, a rate much higher than that observed in the present study. With increasing advances in biomaterials, the newer balloons have a greater gastric capacity and are filled with saline, producing fewer adverse effects, which may explain in part the low deflation of this study.

			The epidemiological profile is a young population with a mean age of 31.1 years, mostly women (78%, n = 7,615). This profile is similar to that described in several papers [5,6,10-15]. Clinical outcomes related to therapeutic success (Figure 1), show that there was a significant weight loss, with significantly lower final BMI (27.16 ± 8.42 kg/m2; variation: 15.71-34) than the baseline BMI (33.42 ± 6.62 kg/m2, range: 27 to 79.35). The mean weight loss was -16.98 kg (+/- 16.8 kg). The primary endpoint of therapeutic success in our study was a mean reduction of BMI of 6.26 kg / m² and an average weight loss of 16 kg, data similar to that found by Neto et al. [9].

			 

			The incidence of complications that did not lead to removal was 6.65% (n = 682). Other complications occurred as fungal contamination in 7.9% (n = 810); Wernick Korsakoff syndrome 0.01% (n = 2), gestation during the implant period was 1.2% (n = 123) and the Dieulafoy lesion 0.01% (n = 1). The incidence of complications with IGB removal was 0.03% (n = 3): gastric perforation. Não houve nenhum caso de mortalidade nesse estudo.

			Conclusion

			The observed data corroborate the international literature [5-8,12-19], showing that the technique is safe, effective and with low complication rates. The multidisciplinary team is important in conducting treatment for therapeutic success. Further study evaluating the variables involved in the complications is necessary in order to provide a more adequate selection of whistleblowers to this procedure.
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Figure 1: Outcomes by success of treatment.
Legend: A: outcome BMI reduction (Mean BMI reduction: 6.26+3.49 kg/m?); B: % Excess weight loss by BMI score; C: %Excess weight

l0ss by gender.






