Table 1: Polyacrylamide Hydrogel Medical Device Reports by Complication Type
	Complication Type
	Number of Patient Complications 
(n=66)
	Percentage of Total Complications 

	Abscess
	4
	6.1%

	Bladder Stone
	2
	3.0%

	Blood transfusion
	2
	3.0%

	Death
	1
	1.5%

	Device malfunction
	3
	4.5%

	Dysuria
	2
	3.0%

	Erosion
	2
	3.0%

	Explant/Revision
	7
	10.6%

	Fever
	1
	1.5%

	Fistula
	2
	3.0%

	Hematoma
	5
	7.6%

	Hematuria
	2
	3.0%

	Hospitalization
	6
	9.1%

	Persistent or worsened incontinence symptoms
	4
	6.1%

	Rash
	1
	1.5%

	Retention or catheterization
	14
	21.2%

	Sepsis
	1
	1.5%

	Urinary tract infection
	6
	9.1%



