
PERFORMANCE CHARACTERISTICS
METHOD COMPARISON
A multi-center clinical evaluation was conducted comparing the results 
obtained using the AlereTM hCG Cassette (25 mIU/mL) test to another com-
mercially available urine membrane hCG test. The study included 159 urine 
specimens: both assays identified 88 negative and 71 positive results. 

                                                                    

Positive Negative

AlereTM 
Method

Positive 71 0

Negative 0 88

ANALYTICAL SENSITIVITY AND SPECIFICITY
The AlereTM hCG Cassette (25 mIU/mL) test detects hCG at a concentration 
of 25 mIU/mL or greater. The test has been standardized to the W.H.O. Third 
International Standard. The addition of LH (300 mIU/mL), FSH (1,000 mIU/mL), 
and TSH (1,000 μIU/mL) to negative (0 mIU/mL hCG) and positive (25 mIU/
mL hCG) specimens showed no cross-reactivity.

Interfering Substances
The following potentially interfering substances were added to hCG negative 
and positive specimens.

All substances listed in mg/dL unless otherwise noted.

Acetaminophen	 20	 Acetone	 1,000	
Acetylsalicylic Acid	 20	 Acetoacetic Acid	 2,000	
Ampicillin	 20 	 Ascorbic Acid	 20	
Atropine	 20	 Albumin	 2,000		
ß-Hydroxybutyrate salt	 2,000	 Benzoylecgonine	 10	
Bilirubin	 20	 Brompheniramine	 20	
Caffeine	 20	 Cannabinol	 10	
Clomiphene	 100	 Cocaine	 10	
Codeine	 10	 Cholesterol 	 500	
Creatine	 20	 Dextromethorphan	 20	
DMSO	 5%	 EDTA	 80	
Ephedrine	 20 	 Ethanol	 1%	






