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	Procedure Removed from Manual:


PRINCIPLE:

Sure-Vue urine hCG-STAT is a rapid chromatographic immunoassay (CIA) for the qualitative determination of hCG in urine to aid in the early detection of pregnancy.  The test utilizes a combination of antibodies including mouse monoclonal anti-hCG antibodies and goat polyclonal anti-hCG antibodies to selectively deter elevated levels of hCG.  The assay is conducted by adding urine specimen to the specimen well of the test device and observing the formation, or lack thereof, of colored lines.  The specimen migrates via capillary action along the membrane to react with the colored conjugate.  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 or “built-in” control, a colored line will always appear at the control line region if the test has been performed properly regardless of the presence of hCG of proper test performance, regardless of the presence of hCG.
SPECIMEN:

The first morning specimen is best because it will contain the highest concentration of hCG.
Random urine, clean catch specimen, collected in a clean, dry urine container.
NOTE:  Specimens that are extremely cloudy or bloody may require centrifugation prior to performing the test.  If centrifugation is required, the specimen is taken to the laboratory and centrifuged and then the test is performed on clear supernatant.

  Patient Preparation:

  No special patient preparation is necessary for this procedure.
  Type of Patient:

  Female – Suspect pregnancy, problem pregnancy, or prior to radiological procedures exposing the patient to radiation.
HANDLING CONDITIONS:

Universal precautions at all times.
EQUIPMENT & MATERIALS:

  Equipment:

   Sure-Vue Urine hCG cassette
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 Materials:
 Latex gloves
 Disposable plastic transfer pipette supplied in packet

 Writing utensil (pen, pencil, marker) for labeling

PREPARATION:
No special preparation
PERFORMANCE PARAMETERS:

POSITIVE:  Two distinct red lines appear.  In addition to a red line in the control region (C), another distinct red line appears in the test region (T) when hCG is present in the urine at levels of or equal to greater than 20 mIU/mL.  The color intensity on the test line (T) may vary depending on the concentration of hCG present.  However, neither the quantitative value nor the rate of increase in hCG can be determined by a qualitative test.

NEGATIVE: Only one red line appears in the control region (C).  No apparent red or pink line appears in the test region (T). 
Results are reported as either positive or negative.  Questionable results should be repeated a second time or the physician should consider ordering a serum hCG from the laboratory.

Urine specimens from healthy men and healthy non-pregnant women should not contain detectable levels of hCG.

STORAGE REQUIREMENTS:

Store test devices at room temperature.
Liquid external controls are stored at 2-8⁰ C.

CALIBRATION:

   Standard Preparation:

   N/A
   Calibration Procedure:

   N/A 
QUALITY CONTROL:

Internal (Built-in) Controls:

Several internal controls are incorporated into the test device.

1.  A procedural control is included in the test.  A colored line appearing on the control region (C) is considered a “built-in” positive procedural control, indicating proper performance.

2.  A clear background in the results window is considered a “built-in” negative procedural control.  If the test is working properly and has been performed correctly, the background will clear giving a distinct result.

External (Liquid) Controls:

Sure-Vue hCG urine controls (negative and positive at 25 mIU/mL and 250 mIU/mL) are run as indicated below:

     -Each new lot number received at CBOC 
     -Each shipment of a lot number (includes shipment from VAMC to CBOC via courier)
     -Troubleshooting problems with devices  
      NOTE: When valid QC results  are not obtained, DO NOT REPORT PATIENT RESULTS.  Call Technical Support at 800-637-3717 for assistance.
     -Every 30 days
      -Complete worksheet titled, ‘Point of Care hCG Urine, SureVue Kit Lot Number Quality Control’.  Fax this sheet to Dublin VAMC, Ancillary Test Coordinator at 478-277-2840 upon completion of QC testing.

PROCEDURE – STEPWISE:

1.  Label urine collection cup and test device with patient name, SSN, and date.
2.  Remove test device from its protective pouch (must be at room temperature before opening the pouch to avoid moisture condensation on the membrane) and place on a flat, dry surface.

3.  Using the disposable plastic transfer pipette vertical, aspirate urine sample into the pipette.

4.  Transfer 4 full drops of urine to the specimen well of the test device and note the time by using a timer.  Avoid trapping air bubbles in the specimen well.

5.  Discard pipette in biohazard waste container.

6.  Read results at 3 minutes.  Do not read after 3 minutes for urine.
7.  Verify that the red colored (C) line is visible.  If no line appears at the ‘T’ the test can be considered negative.  If ‘T’ line is present in any intensity, the test is considered positive.  The control (C) line must be visible.  If there is no line, an error occurred in performing the test.  DO NOT REPORT!  

*Test reaction time of 3 minutes is required to confirm a negative result.


*Do NOT interpret results after 4 minutes.

8.  Enter results into VistA by using lab option 6, Bypass normal data entry.  (This will order and result the test into the patient’s medical record.  In the “Comment” section of this entry, enter the location test was done (e.g., Macon CBOC, Perry CBOC, Albany CBOC, or Brunswick CBOC.)  Press ‘enter’ to add another comment and enter initials of person performing the test.
CALCULATIONS:

N/A
REPORTING:

Enter results into VistA by using lab option 6, Bypass normal data entry.  (This will order and result the test into the patient’s medical record.  In the “Comment” section of this entry, enter the location test was done (e.g., Macon CBOC, Perry CBOC, Albany CBOC, or Brunswick CBOC.)  Press ‘enter’ to add another comment and enter initials of person performing the test.  

   NOTE: Notify provider of all positive results and enter in progress note.

PROCEDURE NOTES:

1.  Specimens that are extremely cloudy or bloody may require centrifugation prior to performing the test.
2.  Test results should be read at 3 minutes and no longer than 4 minutes.

3.  Negative test results in patients suspected to be pregnant should be retested with a sample obtained 48 to 72 hours later, or by performing a quantitative lab test.

   CAUTION: A negative result does not necessarily mean not pregnant.  HCG level may be less than detectable limits for the test to be considered positive.

REFERENCE RANGES:

Positive in pregnancy.  
Negative if not pregnant.

PROCEDURE FOR ABNORMAL RESULTS:

See “limitations of procedure”.
REPORTING FORMAT:

Pos for positive and Neg for negative.
LIMITATIONS OF THE PROCEDURE:

1.  A number of conditions other than pregnancy, including trophoblastic disease and certain non-trophoblastic neoplasms including testicular tumors, prostate cancer, breast cancer, and lung cancer can cause elevated levels of hCG.  The test is not used to diagnose conditions other than pregnancy, and the presence of hCG in urine should not be used to diagnose pregnancy unless these conditions have been ruled out.

2.  Because of the sensitivity of the assay, specimens tested as positive during initial days after conception may later be negative due to natural termination of pregnancy.

3.  If the urine specimen is too dilute (i.e., low specific gravity) it may not contain representative levels of hCG.  If pregnancy is still suspected, a first morning specimen should be collected and retested after 48 hours.  Questionable results should be repeated a second time or the physician should consider ordering a quantitative serum hCG from the laboratory.

4.  As with any assay employing mouse antibodies, the possibility exists for interference by human anti-mouse antibodies (HAMA) in the specimen.  Test results should always be interpreted in conjunction with other clinical and laboratory data available to the clinician.

5.  Immunologically interfering substances such as those used in antibody therapy treatments may invalidate the test result.  Specimens containing preservatives are unsuitable for testing.


Sensitivity of Test:


Test will detect hCG in urine specimens with concentrations of 20 mIU/mL or more (calibrated against W.H.O. Fourth International Standard [75/589]).


Cross-Reactivity:


The addition of human luteinizing hormone (300 mIU/mL of hLH), human follicle stimulating hormone (1,000 mIU/mL of hFSH), or human thyroid stimulating hormone (1,000 mIU/mL of hTSH) to negative (0 mIU/m hCG) and positive (20 mIU/mL in urine) specimens showed no cross-reactivity.


Interfering Substances:


The following substances were added to hCG-free urine (negative specimens) and specimens with 20 mIU/mL (positive samples).  None of the substances listed at the concentrations tested interfered in the assay.

	Acetaminophen
	20
	Cocaine
	10
	Ibuprofen
	20

	Acetone
	1,000
	Codeine
	10
	Methadone
	10

	Acetylsalicylic acid
	20
	Cholesterol
	500
	Methamphetamine
	10

	Acetoacetic acid
	2,000
	Creatine
	20
	Methanol
	10%

	Ampicillin
	20
	Dextromethorphan
	20
	Morphine
	0.6

	Ascorbic acid
	20
	DMSO
	5%
	Oxalic acid
	40

	Atropine
	20
	EDTA
	80
	Phenothiazine
	20

	Albumin
	2,000
	Ephedrine
	20
	Phenylpropanolamine
	20

	Beta-Hydroxybutyrate salt
	2,000
	Ethanol
	1%
	Pregnanediol
	2

	Benzoylecgonine
	10
	Estriol
	2
	Salicylic acid
	20

	Bilirubin
	20
	Estrone 3-sulfate
	10
	Tetracycline
	20

	Brompheniramine
	20
	Gentisic acid
	20
	Triglycerides
	1,000

	Caffeine
	20
	Glucose
	2,000
	Theophylline
	20

	Cannabinol
	10
	Hemoglobin
	1,000
	Urea
	2,000

	Chlomiphene
	100
	Heroin
	1
	Uric acid
	20


REFERENCES:

Sure-Vue Urine hCG-STAT package insert.
