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URINE PREGNANCY TESTING USING THE QUICKVUE( ONE-STEP hCG URINE TEST
	Clinical Procedure

	Approved:  03/2012
	Next Review:  03/2015

	Clinical Area:  All clinical areas

	Population Covered:  All female patients


Purpose 
The procedure provides the standards for performing the QuickVue( One-Step hCG urine test.
Policy Statement 
Waived testing is performed at the patient’s bedside to provide more timely results and enhanced patient care.
LIP Order Requirement 
POCT urine pregnancy test requires a licensed independent practitioner’s (LIP) order.
Responsible Persons 
With documented competency, licensed personnel or HCA certified personnel.

Prerequisite Information 
The QuickVue( One-Step hCG-urine test is an immunoassay for the qualitative detection of human chorionic gonadotropin (hCG) in urine for the early detection of pregnancy.  

Pregnancy testing using the Quidel QuickVue( One-Step hCG test detects hCG as low as 25 mIU/ml with 98% accuracy.  A positive test result indicates greater than 25 mIU/ml hCG present in the urine.  A negative test result indicates less than 25 mIU/ml hCG present in the urine.  If a negative test result is obtained, it is possible the woman has not been pregnant long enough for hCG levels to rise above 25 mIU/ml.  If pregnancy is suspected and waiting 48-72 hours to retest is not medically advisable, the test result should be confirmed with a quantitative hCG test.

Kit Storage and Stability
Store kit at room temperature 59-86◦F, out of direct sunlight.  Kit contents are stable until the expiration date printed on the outer box carton or on the cassette’s foil pouch.
Specimen Collection
Verify the patient’s identification and label the specimen container. Collect urine specimens in clean containers. First morning specimens generally contain the highest concentrations of hCG; however, any urine specimen is suitable for testing.

Specimens may be kept at room temperature for 8 hours or refrigerated 36-46◦F for up to 72 hours.
Equipment/Supplies
· Individually wrapped test cassettes with murine monoclonal anti-hCG antibody

· Disposable pipette

· Specimen container

· Timer or watch

· Positive and negative quality control material

	PROCEDURE
…► Requires an LIP order....    

	Responsible Person
	Steps 

	
	►TEST PROCEDURE


	CAUTION: When performing more than one test, ensure test cassettes are labeled correctly. Use a new pipette for each sample/test. Use appropriate personal protective equipment.

	RN or certified HCA personnel.
	1.
Remove the QuickVue( test cassette from the foil pouch just before use and place it on a clean, dry, level surface.

2.
Using a new pipette supplied with the kit, aspirate the sample.

3.
Add three drops of urine to the round sample well on the test cassette.

4.
Do not handle or move the cassette during the test period.

5.
Wait three minutes and read.

	RN or certified HCA personnel.
	INTERPRETATION OF RESULTS
Positive:
Any pink to red test line (T) along with a blue control line (C) is a positive result for the detection of hCG.
Negative:
A blue control line (C) and no pink test line (T) is a negative result.

Invalid Result:
The test result is invalid if a blue control line (C) is not visible at three minutes.  If this happens, retest using a new sample and a new test cassette or send specimen to laboratory for testing. 

	RN or certified HCA personnel.
	QUALITY CONTROL
Internal Quality Control:  Verify with each test performed.
1.
Prior to use, check the expiration date on the test cartridge.  Discard and replace if expired.

2.
The appearance of a blue procedural control line (by the C on the test cassette) indicates that sufficient sample fluid was added for capillary flow to occur and the correct procedural technique was used.  If there is not a blue control line, the test must be repeated. The presence of the blue internal control line must be documented with each test result.
3.
The background in the test result window should be white to light pink within three minutes for the test to be valid.  The background serves as an internal negative control.  If the background interferes with reading the test result, the test must be repeated.


	Point of Care Testing Staff
	External Quality Control:  Performed with each new lot or shipment by Point of Care staff.

1.
Test the positive and negative control solutions following the test procedure above.

2.
Repeat any tests that do not give the expected result.  Contact the manufacturer if the repeat test is out of range.

3.
Record the results and lot numbers/expiration dates on the quality control log sheet.

     4.
Place a label on each box indicating that the QC is complete and the kit is OK for use.

	RN or certified HCA personnel.
	DOCUMENTATION

1.
Record urine pregnancy POCT result in the electronic medical record (EMR) using the POCT/ABG ED Navigator or POCT-Manual Doc Flowsheet.  The urine pregnancy result is reported as positive or negative.  The internal control is reported as “Blue control line present.”

2.
Do not report the first invalid test result.  For any invalid test, repeat one time.  If a second invalid test is obtained, report as invalid, send the specimen to the lab, and contact Point of Care (206-386-2461).



Definitions 
None.
Forms 
Parameter Flowsheet Downtime Form
Supplemental Information 
Limitations and Precautions

1.
The contents of this kit are for use in the qualitative detection of hCG in urine.

2.
Test results must always be evaluated with other data available to the physician, such as the specific gravity of the urine.  
3.
While pregnancy is the most likely reason for the presence of hCG in urine, elevated hCG concentrations unrelated to pregnancy have been reported in some patients.  Conditions other than normal pregnancy may be associated with detectable hCG, including, for example, ectopic pregnancy or molar pregnancy.  Patients with trophoblastic and non-trophoblastic disease may have elevated hCG levels; therefore, the possibility of hCG secreting neoplasms should be eliminated prior to the diagnosis of pregnancy.

4.
HCG may remain detectable for a few days to several weeks after delivery, abortion, natural termination, or hCG injections.

5.
Abnormal pregnancies cannot be diagnosed by qualitative hCG results.  The conditions should be ruled out when diagnosing pregnancy.

6.
Early pregnancy associated with a low level of hCG may show color development after the three minutes procedure time.  If a negative result is obtained but pregnancy is suspected, hCG levels may be too low or urine may be too dilute for detection.  Another specimen should be collected after 48-72 hours and tested.  If waiting 48 hours is not medically advisable, the test result should be confirmed with a quantitative serum hCG test.

Regulatory Requirement 
The Joint Commission. (2012). Waived testing.  Comprehensive Accreditation Manual for Hospitals. 
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QuickVue( One-Step hCG Urine Test package insert. 02/11. Quidel Corporation. San Diego, CA.
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