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A.  .  To be able to perform pregnancy testing using qualitative procedure


1.  Purpose of the qualitative pregnancy test



a.  hCG is a hormone secreted by placenta shortly after 



fertilization.  Appearance and rise of concentration in 



mother’s urine and serum enable it to be used as a marker 



to determine pregnancy as early as 10 days after 



conception  The Sure-Vue Serum/Urine hCG-STAT uses 



monoclonal and polyclonal antibodies to ID hCG in serum 



and urine


2.  Specimen requirements



a.  Serum or urine, first morning voided for urine is 



preferred. Can be stored up to 48 hours at 2-8 degrees 



Celsius before testing


3.  Turn around times



a.  Routine is 4 hours, ASAP within 2 hours, and STAT 



within 1 hour


4.  Equipment /Supplies



a.  Sure-Vue Serum/Urine hCG-STAT is equipped with 



reaction discs and transfer pipettes needed for testing, 



other compatible tests are similar


5.  Quality control



a.  Three levels of controls for both serum and urine are 



used with the serum/urine kit.  Level I (negative), Level II 



(25-50 mIU/mL, and Level III (250 mIU/mL).  Run 



similar to patient specimens.  Parallel testing should be 



performed each time a new lot is being placed into use or 



if new control lot is being used.


6.  Procedure



a.  Remove reaction disc from pouch and place on dry 



surface.  Use transfer pipette, dispense four drops of 



specimen into sample well. Wait for colored lines to 



appear



b.  Read serum results after 5-8 minutes and no later than 



15 minutes and urine results after 4 minutes and no later 



than 15 minutes


7.  Interpretation



a.  Negative – colored line only appears in the C (control) 



window



b.  Positive – colored line appears in T (test) window and 



one colored line appears in C (control) window.  Any 



colored line in the T (test) window is positive



c.  Invalid – test is invalid if no colored line appears in the 



C (control) window even if colored line appears in T (test) 



window Colored lines after 30 minutes are not diagnostic


8.  Limitations



a.  Conditions other than pregnancy may cause elevated 



levels of hCG.  



b.  High degree of sensitivity of assay, specimen tested as 



positive during initial days after conception may later be 



negative due to natural termination of the pregnancy.  



c.  Urine specimen too dilute, it may not contain high 



enough level of hCG to be detected


9.  Expected Results



a.  Specimens from healthy mean and nonpregnant women 



should not contain detectable levels of hCG
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