

A Study of Safety and Effectiveness of EVICEL® Fibrin Sealant as an Adjunctive Hemostat in Pediatric Surgery
Table 1. Subject Demographics

	
	EVICEL® (n=20) 
	SURGICEL® (n=20)

	Age at Consent, years 
	
	

	Median (range) 
	13.0 (0.9,17.0) 
	10.0 (1.0,17.0) 

	Mean (SD) 
	9.4 (6.5) 
	9.0 (5.9) 

	Age group, n (%)
	
	

	Neonates (birth to 30 days)
	0 (0.0%)
	0 (0.0%)

	Infants and toddlers (31 days to <24 months)
	5 (25.0%)
	2 (10.0%)

	Children (2 to 11 years)
	4 (20.0%)
	9 (45.0%)

	Adolescent (12 to 18 years)
	11 (55.0%)
	9 (45.0%)

	Gender, n (%)
	
	

	Male 
	9 (45.0%) 
	13 (65.0%) 

	Female 
	11 (55.0%) 
	7 (35.0%) 

	Race, n (%) 
	
	

	White/Caucasian 
	16 (80.0%) 
	16 (80.0%) 

	Asian 
	2 (10.0%) 
	2 (10.0%) 

	Other
	2 (10.0%) 
	2 (10.0%) 

	Ethnicity, n (%) 
	
	

	Hispanic 
	1 (5.0%) 
	0 (0.0%) 

	Not Hispanic 
	19 (95.0%) 
	20 (100.0%) 

	Height (cm) #
	
	

	Median (range) 
	144 (72,177) 
	135 (77,181)

	Mean (SD) 
	128 (40) 
	130 (38)

	Weight
	
	

	Median (range) 
	33.0 (9.0,118.0) 
	31.5 (10.0,80.0)

	Mean (SD) 
	42.6 (31.5)
	34.4 (23.0) 

	Body Mass Index (kg/m2) #
	
	

	Median (range) 
	17.2 (14.2,37.7) 
	17.6 (13.9,29.7) 

	Mean (SD) 
	20.3 (6.7) 
	18.0 (4.3)

	Surgical indication, n (%):

	Neoplasms or Cysts
	11 (55.0%) 
	8 (40.0%) 

	Abnormality in gastrointestinal tract
	6 (30.0%) 
	6 (30.0%) 

	Abnormalities in the urinary tract
	0
	2 (10.0%) 

	Splenectomy due to congenital spherocytosis
	1 (5.0%)
	2 (10.0%

	Other
	2 (10.0%) 
	2 (10.0%) 

	# n=14 for EVICEL® and n=12 for SURGICEL®
	






