







































	CLASS VI TEST ( USP
	Test Article
	COMPLIANCE
	MANAGEMENT OF THE STUDY
	Performing Laboratory
	Safety Precautions:  Standard Laboratory Safety Precautions
	TABLE 3
	Intracutaneous Test Skin Reaction Scores
	Test Article:Watershed 11122XC
	Lot/Batch (:1300249
	NaCl Extract

	Animal (
	Vehicle
	Time
	Site Numbers
	T(1
	T(2
	T(3
	T(4
	T(5
	C(1
	C(2
	C(3
	C(4
	C(5
	80904
	NaCl
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	80905
	NaCl
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	Total
	0.0
	0.0
	Difference between Test Article and Control Article Overall Mean Score ( 0.0(0.0 ( 0.0
	CSO Extract

	Animal (
	Vehicle
	Time
	Site Numbers
	T(1
	T(2
	T(3
	T(4
	T(5
	C(1
	C(2
	C(3
	C(4
	C(5
	80904
	CSO
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	80905
	CSO
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	Total
	0.0
	0.0
	(  Overall Mean Score (Total erythema plus edema scores divided by 12
	(2 animals ( 3 scoring periods ( 2 scoring categories)
	TABLE 3
	Intracutaneous Test Skin Reaction Scores (Cont.)
	Test Article:Watershed 11122XC
	Lot/Batch (:1300249
	EtOH Extract

	Animal (
	Vehicle
	Time
	Site Numbers
	T(1
	T(2
	T(3
	T(4
	T(5
	C(1
	C(2
	C(3
	C(4
	C(5
	80926
	EtOH
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	80927
	EtOH
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	Total
	0.0
	0.0
	Difference between Test Article and Control Article Overall Mean Score ( 0.0(0.0 ( 0.0
	PEG Extract

	Animal (
	Vehicle
	Time
	Site Numbers
	T(1
	T(2
	T(3
	T(4
	T(5
	C(1
	C(2
	C(3
	C(4
	C(5
	80926
	PEG
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	80927
	PEG
	24 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	48 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	72 hours
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	0/0
	Total
	0.0
	0.0
	Test Article:Watershed 11122XC



