


PERFORMANCE CHARACTERISTICS

ACCURACY (POL SITES) 145 positive and negative clinical 
serum samples and 145 positive and negative clinical urine samples 
were analyzed at multiple POL sites. All tested clinical specimens were 
randomly selected and collected at any time during the day, no first 
morning urine is required. Clinical samples tested were collected from 
pregnant and non-pregnant women patients (include post menopausal 
person). Both Tanner Scientific® hCG Pregnancy Urine/Serum Test
and predicate device were tested, the results were interpreted by the
untrained nurse and clinical assistant. Of theses serum and urine 
specimens tested, all results are matched by both the new screening 
method and the predicate kit. The result demonstrates minimum
of 98% agreement for the accuracy study.

(I) SERUM CLINICAL SAMPLES:

Tanner 
Scientific®

hCG Cassette
Panel

Teco One Step hCG Urine/Serum Test

+ - Total

+ 58 0 58

- 1 86 87

Total 59 86 145

Sensitivity: 98.3%; Specificity: 100%

(II) URINE CLINICAL SAMPLES:
     

Tanner 
Scientific®

hCG Cassette
Panel

Teco One Step hCG Urine/Serum Test

+ - Total

+ 59 0 59

- 0 86 86

Total 59 86 145

Sensitivity: 100%; Specificity: 100%

PRECISION (POL SITES) Lab spiked hCG urine and serum controls 
were used to evaluate the precision performance of Tanner Scientific® 
hCG Pregnancy Urine/Serum Cassette and Dipstick Tests. 3 lots of 
devices were evaluated at 3 point-of-care sites by 9 operators.

A) SERUM CONTROLS:
Levels (mIU/ml) # of Negative # of Positive % Negative % Positive

0 225 0 100% 0%

10 225 0 100% 0%

15 225 0 100% 0%

20 7 218 3.1% 96.9%

40 0 225 0% 100%

100 0 225 0% 100%

B) URINE CONTROLS:
Levels (mIU/ml) # of Negative # of Positive % Negative % Positive

0 225 0 100% 0%

10 225 0 100% 0%

15 225 0 100% 0%

20 7 218 3.1% 96.9%

40 0 225 0% 100%

100 0 225 0% 100%

INTERFERENCE
The performance of Tanner Scientific® hCG Pregnancy Urine/Serum 
Test at negative and cutoff points are not affected when the pH range 
of urine specimens is at 3.0 to 8.5 and the specific gravity range of urine 
specimens is at 1.00 to 1.03. The following substances were added to hCG 
free and 20mIU/ml hCG spiked serum and urine samples. None of the 
substances at the concentration tested interfered with the assay.

Substances Con. in Serum Con. in Urine
Acetaminophen 20 mg/dl 20 mg/dl

Acetylsalicylic Acid 20 mg/dl 20 mg/dl
Albumin 2000 mg/dl 2000 mg/dl

Ascorbic Acid 20 mg/dl 20 mg/dl
Atropine 20 mg/dl 20 mg/dl
Bilirubin 40 mg/dl 2 mg/dl
Caffeine 20 mg/dl 20 mg/dl

EDTA 80 mg/dl 80 mg/dl
Ethanol 1% 1%

Gentesic Acid 20 mg/dl 20 mg/dl
Glucose 2 g/dl 2 g/dl

Hemoglobin 125 mg/dl 1 mg/dl
Methanol 1 % 1 %

Salicylic Acid 20 mg/dl 20mg/dl
Triglyceride 1200 mg/dl N/A

*: β-core hCG level up to 8.53 pmol/L does not interfere with the assay. 

SENSITIVITY & CROSS-REACTIVITY
The Tanner Scientific® hCG Pregnancy Urine/Serum Test detects serum 
or urinary hCG at a concentration of 20mIU/ml or greater. The test has 
been standardized to the WHO Fourth International Standard 75/589. 
Cross-reactivity (Specificity) evaluated at negative (0 mIU/ml) and positive 
(20 mIU/ml) hCG specimens showed no cross-reaction:

Compounds (Level) % Non-Cross-Reactivity
hCG (20 mIU/ml) 100%

hLH (300 mIU/ml) 1,500%

hFSH (1,000 mIU/ml) 5,000%

hTSH (1,000 μIU/mL) 5%
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