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URINE PREGNANCY TEST (OSOM GENZYME)

	INTENDED USE
	The OSOM Hcg Combo Test is a rapid immunoassay for the qualitative detection of human chorionic gonadotropin (hCG) in urine as an aid in the early determination of pregnancy. The test utilizes monoclonal and polyclonal antibodies specific to hCG. 


	URINE SPECIMEN
	· Urine specimens may be collected in any clean, dry, plastic or glass container or BD vacutainer UA tube.  For early determination of pregnancy, the first morning specimen of urine is recommended since it usually contains the highest concentration of hCG.  However, any urine specimen is suitable for testing. 

· No filtration or centrifugation of urine specimens is required for testing with the OSOM Hcg Combo Test.

· Urine specimens may be stored at room temperature for up to 8 hours, or at 2-8 degree C for up to 72 hours.

· Urine specimens collected in BD vacutainer UA tube are stable 72 hours.


	MATERIALS
	OSOM Hcg Combo Tests individually pouched, each containing a disposable pipette. 

· Store at room temperature out of direct sunlight.  

· They are stable until the expiration dated printed on the kit of foil pouch.  


	CONTROLS
	External controls are run with each new lot number of reagent.  See procedure 02-040-01. Use COUNT-10 TROL I and II.  
Controls must test correctly before patient results can be reported.


Continued on next page

	PROCEDURE
	If the specimen has been stored refrigerated, allow it to warm to room temperature before use.


	Step
	Action

	1.
	Remove the Test Device and pipette from the pouch and place on a flat surface.  

	2.
	Squeeze the bulb of the pipette and insert the barrel into the patient sample. Release the bulb and draw up enough sample to fill the barrel to the line indicated on the pipette. Do not over fill.  

	3.
	Expel the entire contents of the barrel into the sample well of the Test Device (135 uL).  No drop counting required. Discard the pipette in regular waste container.

	4.
	Read the results at 3 minutes.  Results are invalid after the stated read time so use a timer. Strong positive results can be observed sooner.  Discard the Test Device in the regular waste container.


	INTERPRETATION OF RESULTS
	

	    POSITIVE:     

  NEGATIVE:    

     INVALID:       

INCONCLUSIVE
	Two gray or black bands: one at “T: Test” and the other at “C: Control”--are visible in the results window, indicating that the specimen contains elevated levels of hCG.  While the intensity of the test band may vary with different specimens, the appearance of 2 distinct bands should be interpreted as a positive result.

If no band appears at “T” and a gray or black band appears at the “C: Control” position the test can be considered negative, indicating that a detectable level of hCG is not present.

If no band appears at the “C: Control” position the test is invalid. The test is also invalid if incomplete or beaded bands appear at either the “T: Test” or “C: Control”.  The test should be repeated using another OSOM hCG Test Device.

If a test band appears very faint, it is recommended that a new sample be collected 48 hours later and tested again. Result as “Inconclusive: Retest in 48 hours”
NOTE: the test is valid if the control line appears by the stated read time regardless of whether the sample has migrated all the way to the end of the sample window. 
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	EXPECTED RESULTS
	· HCG is not normally detected in the urine specimens of healthy men and non-pregnant women.

· 20 mIU/mL hCG is reported to be present in normal pregnancy as early as 2-3 days before the first missed menstrual period.


	LIMITATIONS
	· This assay is capable of detecting only whole molecule (intact) hCG (not subunits). Therefore, this test should only be used for the early determination of pregnancy. 

· Results of the OSOM hCG Combo test should be interpreted in conjunction with other clinical and laboratory data available to the clinician.  Test results should be confirmed using a quantitative hCG assay prior to the performance of any critical medical procedures.

· If negative results occur and pregnancy is still suspected, it is good practice to re-sample and retest patients after 48 hours.

· If a test band appears very faint, it is recommended that a new sample be collected 48 hours later and tested again using another OSOM hCG Combo test device.

· Dilute urine specimens may not have representative levels of hCG. The test may be repeated using the first morning urine specimen.

· Positive results from very early pregnancy may become negative at a later time due to natural termination of pregnancy.  Although the OSOM hCG test is accurate in determining pregnancy, a low incidence of erroneous results can occur.

· Due to possible carryover contamination, a sample that has been sampled on the Iris Velocity and/or IQ200 should NOT be used for urine HCG testing. 


	INTERFERING SUBSTANCES
	Infrequently, hCG levels may appear consistently elevated and could be due to, but not limited to, the presence of the following:

· Heterophilic antibodies

· Trophoblastic or nontrophoblastic neoplasms

· Nonspecific protein binding

· hCG like substances


	REFERENCE
	Genzyme Diagnostics, OSOM  hCG Test Kit package insert 3791-0 01/05 1531 Industrial Road, San Carlos, CA 94070                       
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	 Added BD vacutainer UA tube for specimen type and stability.
	Cindy Schwartz 1/19/11
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