


immediately after opening. 
2. Clean the puncture site with the alcohol swab provided. 
3. Carefully remove the cap from the safety lancet. Push the safety lancet 

firmly against the puncture site until it pricks the finger. 

4. Twist off the cap of the buffer am pule.

5. Using whole blood: 

Transfer 2 drops of whole blood to the specimen well (5) of the device
with the provided disposable pipette, then add 2 drops of buffer and
start the timer. 
OR 

Allow 1 hanging drop of fingerstick whole blood to fall into the center 
of the specimen well (5) of the test device, then add 2 drops of buffer 
and start the timer. 
Using serum/plasma: 

Transfer 1 drop of serum/plasma to the specimen well (5) of the device
with the provided disposable pipette, then add 2 drops of buff er and
start the timer. 

6. Avoid trapping air bubbles in the specimen well (5) and do not add
any solution to the result area. As the test begins to work, colour will
migrate across the membrane. 

7. Wait for the coloured lines to appear. The result should be read at 10 
minutes. Do not interpret the result after 20 minutes. 

1 drop of serum/plasma 
2dropsofbuffer 

1 hanging drop of fingerstick whole blood 
2dropsofbuffer E 

-;; 
I 

0 
0 

+I .;. 

Positive ���s 

• Negative � � 

10 minutes 

RPRETATION OF RESULTS 

(Refer to the illustration above) 
Positive: Three coloured lines appear - one line appears in the control line 
region (C) , one line appears in the test line region (T) and one line appears 
in the reference line region (R). 

A test line (T) that is lighter than the reference line (R) indicates a PSA 
level between 4 and 1 O ng/ml. 
A test line (T) of equal intensity or close to the reference line (R) 
indicates a PSA level of approximately 10 ng/ml. 
A test line (T) that is darker than the reference line (R) indicates a PSA 
level above 1 O ng/ml. 

Negative: Only two coloured lines appear- one line appears in the control 
line region (C) and another line appears in the reference line region (R). No 
coloured line appears in the test line region (T). 
Invalid: Control line fails to appear. Results from any test which has not 
produced a control line at the specified read time must be discarded. Please 
review the procedure and repeat with a new test. If the problem persists, 
discontinue using the kit immediately and contact your local distributor. 
NOTE: 

1. The intensity of colour in the test line region (T) may vary depending 
on the concentration of analytes present in the specimen. Therefore, 
any shade of colour in the test line region should be considered
positive. 

2. Insufficient specimen volume, incorrect operating procedure or
expired tests are the most likely reasons for control line failure.

LITY CONTROL 

Internal procedural controls are included in the test. A coloured line 
appearing in the control line region (C) is considered an internal 
positive procedural control, confirming sufficient specimen volume 
and correct procedural technique. 
External controls are not supplied with this kit. It is recommended that 
positive and negative controls be tested as a good laboratory practice 
to confirm the test procedure and to verify proper test performance. 

ONS OF THE TEST 

1. The PSA Rapid Test Device (Whole Blood/Serum/Plasma) will only
indicate the presence of PSA in the specimen and should not be used 
as the sole criteria for the diagnosis of prostatic disease. 

2. A significant number of patients with BPH (more that 15%) and less
than 1 o/o of healthy individuals have elevated PSA. As with all diagnostic
tests, a confirmed diagnosis should only be made by a physician after
all clinical and laboratory findings have been evaluated. 

3. Specimens from patients who have received mouse monoclonal
antibodies for diagnostic or therapeutical use may contain human
anti-mouse antibodies. Such specimens may show either elevated
or depressed values when tested with assay kits that utilise mouse 
monoclonal antibodies. 

ORMANCE CHARACTERISTICS 

Table: PSA Rapid Test vs. EIA 

Relative Sensitivity: PSA Rapid Test 

>98.8% 
(96.4%-99.6%)* + - Total 

Relative Specificity: 
+ 241 3 244 

>98.6% (96.8%-99.4%)*
ELA 

Overall Agreement: 
- 5 356 361 

>98.7% (97.4%-99.3%)*

*95% Confidence Interval 246 359 605 
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