
5. 	A number of conditions other than pregnancy, including trophoblastic 
disease and certain non-trophoblastic neoplasms including testicular tumors, 
prostate cancer, breast cancer, and lung cancer, cause elevated levels of 
hCG.6,7  Therefore, the presence of hCG in urine specimen should not be used 
to diagnose pregnancy unless these conditions have been ruled out.

6. 	This test provides a presumptive diagnosis for pregnancy. A confirmed 
pregnancy diagnosis should only be made by a physician after all clinical 
and laboratory findings have been evaluated.

EXPECTED VALUES 
Negative results are expected in healthy non-pregnant women and healthy 
men. Healthy pregnant women have hCG present in their urine and serum 
specimens. The amount of hCG will vary greatly with gestational age and 
between individuals. 

The AlereTM hCG Dipstick (25 mIU/mL) test has a sensitivity of 25 mIU/mL, 
and is capable of detecting pregnancy as early as 1 day after the first missed 
menses.

PERFORMANCE CHARACTERISTICS
METHOD COMPARISON
A multi-center clinical evaluation was conducted comparing the results 
obtained using the AlereTM hCG Dipstick (25 mIU/mL) test to another com-
mercially available urine membrane hCG test. The study included 150 urine 
specimens: both assays identified 72 negative and 78 positive results. 

                                                          Reference hCG Method

Positive Negative

AlereTM

Method

Positive 78 0

Negative 0 72

ANALYTICAL SENSITIVITY AND SPECIFICITY
The AlereTM hCG Dipstick (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.




