
APPENDIX C
PHARMACOKINETIC / STATISTICAL WORK SHEET  (W1)

	Nova Scotia Drugs and Therapeutics Committee

	PHARMACOKINETIC / STATISTICAL WORK SHEET  (W1)

	Name of Drug Product/Metabolite:                        
Date Completed:      
Name of Original Product:      
Strength/Dosage Form:      
Section 1

	AUC (0-T)
	Test Product
(name/strength/dosage form)
	Reference Product
(name/strength/dosage form)

	Mean
	     
	     

	Standard Deviation
	     
	     

	Coefficient of Variation
	     
	     

	
	
	

	Ratio of Means
	     
	

	Mean of Ratios
	     
	

	
	
	

	90% Confidence Interval

 (potency corrected)
	     
	

	ANOVA [S/NS]
Subject [     ]
Treatment [     ]
Sequence [     ]

	Distribution of individual ratios

  (# subjects test vs. ref.)
	<0.7
	0.7-0.8
	0.8-0.9
	0.9-1.1
	1.1-1.2
	1.2-1.3
	>1.3

	
	     
	     
	     
	     
	     
	     
	     

	Section 2

	AUC (0-∞)
	Test Product
(name/strength/dosage form)
	Reference Product
(name/strength/dosage form)

	Mean
	     
	     


	Standard Deviation
	     
	     

	Coefficient of Variation
	     
	     

	
	
	

	Ratio of Means
	     
	

	Mean of Ratios
	     
	

	
	
	

	90% Confidence Interval

(potency corrected)
	     
	

	ANOVA [S/NS]
Subject [     ]
Treatment [     ]
Sequence [     ]

	Distribution of individual ratios

  (# subjects test vs. ref.)
	<0.7
	0.7-0.8
	0.8-0.9
	0.9-1.1
	1.1-1.2
	1.2-1.3
	>1.3

	
	     
	     
	     
	     
	     
	     
	     

	Nova Scotia Drugs and Therapeutics Committee

	PHARMACOKINETIC / STATISTICAL WORK SHEET  (W2)

	Name of Drug Product/Metabolite:                        
Date Completed:      
Name of Original Product:      
Strength/Dosage Form:      
Section 3

	Cmax
	Test Product
(name/strength/dosage form)
	Reference Product
(name/strength/dosage form)

	Mean
	     
	     

	Standard Deviation
	     
	     

	Coefficient of Variation
	     
	     

	
	
	

	Ratio of Means
	     
	

	Mean of Ratios
	     
	

	
	
	

	90% Confidence Interval

(potency corrected)
	     
	

	ANOVA [S/NS]
Subject [     ]
Treatment [     ]
Sequence [     ]

	Distribution of individual ratios

  (# subjects test vs. ref.)
	<0.7
	0.7-0.8
	0.8-0.9
	0.9-1.1
	1.1-1.2
	1.2-1.3
	>1.3

	
	     
	     
	     
	     
	     
	     
	     

	Section 4

	Tmax
	Test Product
(name/strength/dosage form)
	Reference Product
(name/strength/dosage form)

	Mean
	     
	     

	Standard Deviation
	     
	     

	Coefficient of Variation
	     
	     

	Adapted from: 

Ontario Guidelines for Drug Submission and Evaluation.  Ontario: Ministry of Health and Longterm Care, 2000.
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