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For In Vitro Diagnostic Use Only 
INTENDED USE 
Rapid PSA Test is an immunochromatography based one step in vitro test. It is designed for the 

rapid semi-quantitative determination of human prostate specific antigen (PSA) in serum, plasma or 

whole blood specimens. 

Rapid PSA Test is not for the use of the diagnosis of prostate cancer. It may be used as the aid for 

monitoring PSA level for the management of prostate cancer. 
 

SUMMARY AND EXPLANATION 
Prostate cancer is the one of the most common types of cancer found in man. The incidence of 

prostate cancer increases with age and accounts for a growing number of newly diagnosed patients. 

Prostate specific antigen (PSA) is produced primarily in the prostate gland and is secreted into the 

prostate ducts and at ejaculation serves to liquefy the seminal coagulum. Virtually all healthy males 

under 50 years of age have PSA concentration under 4.0 ng/ml. Therefore, monitoring the level of 

PSA can help the disease management of patients who have prostate cancer. 
 

PRINCIPLE 
Rapid PSA Test is a sandwich immunoassay. When specimen is added to sample pad, it moves 

through the conjugate pad and mobilizes gold anti-PSA conjugate that is coated on the conjugate 

pad. The mixture moves along the membrane by capillary action and reacts with anti-PSA antibody 

that is coated on the test region. If PSA is present, the result is the formation of a colored band in the 

test region.  The color intensity is dependent on the concentration of PSA in the sample. On the 

other hand, a light color band will always appear at the reference zone. This reference band serves 

as a reference of 4.0 ng/ml of PSA. In addition to the test line and reference line, there is a clear 

color band will always appear on the control line region to indicate that the test has been correctly 

performed and the test device functions properly. If the control line does not developed, the test is 

invalid. 
 

MATERIAL PROVIDED 
1. Rapid PSA Test. 

2. Instruction for use. 
 

STORAGE AND STABILITY 
Store the test device at 4 to 30 oC. Do Not Freeze. 
 

PRECAUTIONS 
Rapid PSA Test kit should be stored at room temperature 4-30 oC (40-86oF). The test device is 

sensitive to humidity as well as to heat. Perform the test immediately after removing the test device 

from the foil pouch. Do not use it beyond the expiration date. 
 



SPECIMEN COLLECTION AND PREPARATION 
1. The human serum or plasma specimen should be collected under standard laboratory conditions. 

2. Heat inactivation of specimens, which may cause hemolysis and protein denaturation, should be 

avoided. 

3. Patient samples performed best when tested immediately after collection.If the the assay is not 

performed  immediately, serum specimen may be refrigerated at 2-8 oC or frozen up to 7 days. 

Frozen samples should be thawed and brought to room temperature before proceeding. 

4. Specimens containing precipitate may yield inconsistent test results. Such specimens must be 

clarified prior to assaying. 

WARNINGS 
1. For in vitro diagnostic use only. 

2. Do not use kit beyond the expiration date. 

3. Wear protective gloves while handling specimens. Wash hands thoroughly afterwards. 

4. Avoid splashing or aerosol formation. 
5. Clean up spills thoroughly using an appropriate disinfectant. 

6. Handle all specimen as potentially infectious. 

7. Do not use the test kit if the pouch is damaged or the seal is broken. 
 

PROCEDURE 
For Test Strip (Catalog Number: 1C05S2) 
1. Allow the strip and sample to reach room temperature if necessary.  
2. Open the pouch, dip the strip into the specimen with the arrow marked end toward the sample until 
the sample move to the membrane or pipette 80-100 μl (2 drops) of blood specimen into the arrow 
marked end of the strip.  
3. Place the strip on flat surface and read the results at 10 minutes. 
 

Note: Results after 10 minutes may not be accurate. 
 

For Test Card (Catalog Number:1C05C2) 
1. Bring all materials to room temperature before testing 

2. Remove the test card from the sealed foil pouch, place it on a flat, dry surface, and label it with 

patient ID. 
3. Using the sample dropper to withdraw the specimen, dispense 2-3 drops (approx 80-120μl) of 

specimen into the sample well. 

4. Interpret test results at 10 minutes.  

Note: Results after 10 minutes may not be accurate. 
INTERPRETATION OF RESULTS 
Negative: 
In addition to the control band, if only a colored reference band appears or the color intensity of the 

test band is less than that of reference band, it indicates the PSA level is less than cut-off, 4.0 ng/ml 
Positive: 
In addition to the control band, if the color of test band is equal or stronger than that of reference 

band, it indicates the PSA level is equal or higher than the cut-off, 4.0 ng/ml. 

Invalid: 
The test result is invalid if a colored band does not form in the control region. The sample must be 



re-tested, using a new test device. 

LIMITATION  
1. The test is for in vitro diagnostic use only. It is not intended for the use of diagnosis of prostate 

cancer.  

2. The test is limited to the semi-quantitative detection of PSA levels in serum, plasma or whole 

blood specimen.  

3. Although the test is very accurate in detecting elevated PSA, a low incidence of false positive 

results can occur. 

4. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a 

single test, but should only be made by the physician after all clinical and laboratory findings have 

been evaluated. 

EXPECTED RESULTS 
Rapid PSA Test is a semi-quantitative assay. It identifies if the PSA in human serum, plasma or 

whole blood is higher than 4 ng/ml or not. The exact concentration of the PSA cannot be determined 

by this assay. The test is intended to distinguish a normal PSA level result from a presumptive 

positive result. All positive results must be confirmed using a quantitative PSA assay. 

PERFORMANCE CHARACTERISTICS 
Sensitivity: 
Rapid PSA test can detect PSA in in serum, plasma or whole blood with concentration of 4.0 ng/ml or 
greater.  
 
Accuracy 
100 clinical specimens containing PSA at the concentration between 0.1 and 2012 ng/ml were tested. 
The sensitivity and the specificity were summarized as the table. 

PSA  
( ng/ml ) 

Number of 
samples 

Number of 
positive 

Number of 
negative 

Specificity 
  

Sensitivity 
 

0.1 – 3.9 40 0 40 100%  
4.0 – 4.9 11 10 1  90.9 

5.0 or higher 49 49 0  100 
Total samples 100   100% 98.3% 

 
  The study showed the 100% of the specificity and 98.3% of the sensitivity. 
Interference testing: 
The following substances were added to PSA negative and 4.0 ng/ml PSA spiked serum samples. No 
interference was found with any of the substances at the following concentrations: 
  

 Bilirubin   7.40 mg/dL 
  Triglycerides   185 mg/dL 
  Cholesterol   261 mg/dL 

Creatinine   6.88 mg/dL 
Glucose   386 mg/dL 

             Total protein   7100 mg/dL 
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