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            Purpose

Sure-Vue Serum/Urine hCG-STAT is a rapid chromatographic immunoassay for the qualitative detection of human chorionic gonadotropin (hCG) in serum or urine to aid in the early detection of pregnancy.  The test utilizes a combination of antibodies including mouse monoclonal anit-hCG antibodies and goat polyclonal anti-hCG antibodies to selectively detect elevated levels of hCG.  The assay is conducted by adding serum or urine specimen to the specimen well of the test device and observing the formation of colored lines.  The specimen migrates via capillary action along the membrane to react with the colored conjugate.  The test qualitatively detects the presence of hCG at the sensitivity of 10 mIU/ml in serum, and 20 mIU/ml in urine.

Positive specimens react with the specific colored antibody conjugates and form a colored line at the test line region of the membrane.  Absence of this colored line suggests a negative result.  To serve as a procedural control, a colored line will always appear at the control line region if the test is performed properly.

Sample   

Urine Assay 
Qualitative testing for hCG is a waived test if done on urine only.  This is the only pregnancy test that can be performed as point-of care.

A urine specimen must be collected in a clean and dry container.  A first morning urine specimen is preferred since it generally contains the highest concentration of hCG; however, urine specimens collected at any time of the day may be used.  Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8C for up to 48 hours prior to testing.  For prolonged storage, specimens may be frozen and stored below -20C.  Frozen specimens should be thawed and mixed before testing.
Supplies
Timer

Test Kit:

Sure Vue Serum/Urine hCG-STAT kit: (Fisher 23900530)   
room temp storage; approximately 2-30C, bring to room temperature before use (15-30C).   The test is stable through the expiration date printed on the sealed pouch.  Do not use beyond the expiration date.  The test device must remain in the sealed pouch until use. 

External QC: 

Sure-Vue hCG UrineControl Set (Fisher SA-087413)
3 bottles: 25 mIU/ml hCG positive , 250 mIU/ml hCG positive, negative controls.  Store at 2-8C, bring to room temperature before use.

Special Safety Precautions   

Personal Protective Equipment (gloves) should be utilized.
Specimens and controls should be considered potentially hazardous and handled as an infectious agent.   Discard all material in the proper biohazard container.
Disinfect work surfaces after testing.

Controls contain sodium azide.
           QC   
          Temperature Monitoring. Room temperature will be taken and recorded daily in area where testing is occurring (Attachment A – Women’s Clinic Only). Refrigerator temperature will be taken daily where QC is stored (Refer to CBOC Daily Temperature SOP AT 14 Attachment H). If the temperature is out of the acceptable range, add a comment on the temperature log sheet as to the reason if known.  (i.e. door ajar on the refrigerator etc.)  If the problem can be fixed in a short period of time, take the temperature again several times per shift until it is within range, and document on the temperature log sheet.  QC must be run and perform acceptably before patient/proficiency testing is performed. 
Internal procedural controls are included in the test.  A red line appearing in the control region (C) is the internal positive control.  It confirms sufficient specimen volume and correct procedural technique.  A clear background is an internal negative background control.  If the test is working properly, the background in the result area should be white to light pink and not interfere with the ability to read the test result.

External QC:  3 controls are included in the set.   Run at least the negative and one of the positives as follows:
· Each new lot/shipment of test kits

· Each day of patient or proficiency testing

· Each new operator

· Monthly if none run for any reason stated above

Results are to be recorded on the Sure-Vue Urine hCG Log sheet, (attachment B), along with the lot number and expiration date of the test and quality control material. Record the Internal QC result if the test is valid.  Fax monthly to the Ancillary Testing Coordinator.
If the QC doesn’t give the expected result, refer to attachment C.  Patient results cannot be reported until the problem is identified and corrected.
Procedure 
	STEP
	ACTION   (See attachment D)

	1.
	Remove the appropriate number of test devices from their sealed pouches and use as soon as possible.

	2.
	Set a timer for 3 minutes   

	3.
	Place the test devices on a clean and level surface.  Hold the dropper vertically and transfer 3 full drops of urine or QC to the specimen well and start the timer.

	4. 
	When the timer alarms read the result.  Red line(s) should appear against a clear background.



         Expected Values


Negative results are expected in healthy non-pregnant women and healthy men.  Healthy pregnant women have hCG present in their urine and serum specimens.  The amount of hCG will vary greatly with gestational age and between individuals.
  Sure-Vue hCG-STAT has a sensitivity of 20 mIU/ml in urine and is capable of detecting pregnancy as early as 1 day after the first missed menses.


         Result Interpretation 

	Negative
	One red line appears in the control region (C).  No apparent red or pink line appears in the test region (T).

	Positive
	Two distinct red lines appear.  One line should be in the control region (C) and another line should be in the test region (T).

	Invalid
	Control line fails to appear.  Repeat test.


Note:  A sample hCG concentration below the cut-off level of this test might result in a weak line appearing in the test region (T) after an extended period of time.  Because of the high sensitivity of this test, urine results should be read between 3-5 minutes only.  A result seen after these times could be indicative of a low hCG level in the sample.  If such results are seen, it is recommended that the test be repeated with a new sample in 48-72 hours or that an alternate confirmation method is used.
If the urine pregnancy test result is not consistent with the clinical presentation of the patient, the provider may request a quantitative serum hCG.

Accessioning and Entering Results in VISTA—See Attachment H
Operator  competency

1. Initial Training will be done by the Ancillary Testing Coordinator.  Initial competency records will be kept on file in the main laboratory.  Training will consist of reading the procedure on POC Urine Pregnancy Testing, receiving training on the test procedure, demonstrating the ability to properly run QC, and taking a written quiz. Operators who have not been deemed competent may not perform testing.
2. 6 month competency will be assessed at the discretion of the ancillary testing coordinator depending on test volume, number of operators and difficulty of testing, etc.  It may include a record review of testing and QC.

3. Yearly competency will be a written quiz, and record review.
4. Failure to complete and/or pass competency testing will exclude the operator from performing that test until re-training occurs.

Limitations

1. Very dilute urine specimens as indicated by a low specific gravity may not     contain representative levels of hCG.  If pregnancy is still suspected, a first morning urine specimen should be collected 48 hours later and tested.

2.   False negative results may occur when the levels of hCG are below the                                 

      sensitivity level of the test.
3. Conditions such as trophoblastic disease, testicular tumors, prostate             cancer, breast cancer, and lung cancer can cause an elevated hCG level.

4. Patients that have been given monoclonal antibodies (HAMA) may                produce a false negative or positive result.
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