	Criteria Type
	Criteria Number
	Description

	Inclusion
	1
	Have a BMI ≥ 27

	Inclusion
	2
	Be male or female, between 18 and 65 years of age, inclusive

	Inclusion
	3
	Have a history of excess weight (BMI ≥ 27 kg/m2) for at least 2 years and have failed more conservative weight-reduction alternatives

	Inclusion
	4
	Be willing to commit to a long-term low calorie (1000-1500 calories/day) supervised diet

	Inclusion
	5
	Have reasonable weight loss expectations (accept a goal of losing up to 15% of body weight after 52 weeks)

	Inclusion
	6
	Be able to follow requirements outlined in the protocol

	Inclusion
	7
	Be able to provide written informed consent

	Inclusion
	8
	Have successful completion of the pre-placement screening and educational programs

	Inclusion
	9
	Be willing to use contraception and avoid pregnancy during the study if female of child-bearing potential

	Exclusion
	1
	Previous history of specific surgeries or hiatal hernia ≥ 4 cm

	Exclusion
	2
	A history of myocardial infarction in the previous 6 months or severe cardiac conditions

	Exclusion
	3
	History or symptoms of varices, bowel obstruction, congenital or acquired GI anomalies, or severe organ disease

	Exclusion
	4
	History or symptoms of inflammatory bowel disease

	Exclusion
	5
	History of unstable thyroid disease

	Exclusion
	6
	History of uncontrolled gastro-esophageal reflux

	Exclusion
	7
	Type I diabetes

	Exclusion
	8
	History of dysphagia, esophageal stricture or food impaction

	Exclusion
	9
	Poor general health or specific medical conditions increasing risks associated with the study

	Exclusion
	10
	Symptomatic heart conditions

	Exclusion
	11
	Pre-existing respiratory disease

	Exclusion
	12
	Specific diagnosed genetic or hormonal cause for obesity

	Exclusion
	13
	History or symptoms of esophageal or GI motility disorders

	Exclusion
	14
	Ongoing treatment with specified medications and inability to discontinue their use

	Exclusion
	15
	Evidence of untreated psychiatric or eating disorders

	Exclusion
	16
	Pregnancy, breast-feeding, or intention of becoming pregnant during the study

	Exclusion
	17
	Any condition or situation posing significant risk or potentially confounding study results


Tables
Table 1.: Inclusion and Exclusion criteria

	Group 
	Reason for explant 

	Orbera 
	Intolerance 

	Orbera 
	Hyperinflation 

	Orbera 
	Pancreatitis 

	Orbera 
	Intolerance 

	Orbera 
	Gastric Ulcer 

	Spatz3 
	Intolerance 

	Spatz3 
	Intolerance 


Table 2. Early Device explant




















Table 3. Baseline characteristics
	 
	Spatz3
(N=22)
	Orbera
(N=21)
	P-value

	
	N
	Mean
	SD
	N
	Mean
	SD
	

	Mean weight at implantation (kg)
	22
	103.6
	15.4
	21
	108.5
	21.3
	0.3828

	Mean BMI at implantation (kg/m2)
	22
	35.5
	4.6
	21
	37.0
	4.4
	0.2753

	Mean age at implantation (years)
	22
	41.1
	8.0
	21
	44.0
	8.7
	0.2620

	Mean balloon volume at implantation (ml)
	22
	500.0
	0.0
	21
	500.0
	0.0
	-

	Mean added volume to balloon at up adjustment (ml)
	14
	282.1
	37.2
	-
	-
	-
	-

	Mean subtracted volume from balloon at down adjustment (ml)
	3
	133.3
	57.7
	-
	-
	-
	-

	Mean %TBWL at 24 weeks1
	19
	9.9
	5.2
	18
	8.7
	6.7
	0.5578

	Mean %TBWL at 52 weeks
	20
	11.3
	8.5
	14
	5.3
	5.9
	0.0315

	125 weeks for Orbera subjects who were not weighed at 24 weeks.
	
	
	
	
	
	



Table 4. Total Body Loss (%TBWL) at Week 52
	
	Spatz3
	Orbera
	Spatz3 – Orbera Difference

	
	Mean
	Mean
	ΔMeans
	ΔLSMeans
	97.5% LCB
	p

	%TBWL – FCS multiple imputation
	10.8%
	5.2%
	5.6%
	5.6%
	1.2%
	0.0119






Table 5. Spatz3 versus Orbera %TBWL

	[bookmark: IDX]
	Spatz3 Subjects
	Orbera Subjects

	
	Up-adjusted on Week 24
	Not up-adjusted on Week 24
	Not adjustable

	Timeframe
	Subjects
(N)
	Mean %TBWL
	Subjects
(N)
	Mean %TBWL
	Subjects
(N)
	Mean %TBWL

	Day 0 to Week 24/26
	14
	9.4%
	8
	11.1%
	21
	7.9%

	Week 24/26 to Week 52
	14
	4.0%
	8
	(2.5%)
	21
	(3.6%)

	Day 0 to Week 52
	14
	13.0%
	8
	7.7%
	21
	4.9%















