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PRINCIPLE:

The Poly stat Serum/Urine hCG test is an immunoassay utilizing two monoclonal antibodies (MAbs) to specifically detect the presence of hCG in serum or urine. The patient sample is added to the sample well of the test device.  As the sample wicks through the components of the device, it carries gold particles coated with a detector antibody over capture and control antibodies immobilized on membrane in the device test window.  If hCG( is present in the sample, a buildup of gold particles on the capture antibody results in the formation of a pink test line.  The formation of a pink control line verifies that the detector antibody is bound to the gold particles and that the patient specimen has migrated through the device.

SPECIMEN:

Urine- 

· Urine should be collected in a clean container such as a urine collection cup.

· Specimens can be collected at any time of day.  First morning urine samples will normally contain the highest levels of hCG.

· Urine samples may be stored at room temperature for up to 8 hours after collection.  Urine samples can be refrigerated at 2-8(C for up to 72 hours.


Serum-

· Draw blood by standard methods into a clean tube without anticoagulants.  After clotting has occurred, remove the serum for testing.
· Serum samples may be stored refrigerated for up to 72 hours after collection.  Specimens should be frozen at -20(C for extended usage.
REAGENTS:

· 25 foiled test devices

Each includes:

1 Poly stat Serum/Urine test device- incorporates a membrane immobilized murine anti-hCG capture Mab and a conjugated murine anti-hCG Mab.  The procedural control zone contains an immobilized goat anti-mouse IgG-specific antibody.


1 disposable dropper


1 disposable desiccant pouch

· 1 package insert

MATERIALS REQUIRED BUT NOT PROVIDED:

Specimen collection container.

Timer

PATIENT TEST PROCEDURE:

1) Use one test device for each specimen or external control. Allow device to equilibrate to room temperature prior to removing device from pouch. Label the device with patient or control ID.

2) Using pipette provided, draw sample into the pipette and dispense 5 full drops into sample well.  Start timer.

3) When the timer reaches 4 minutes, read results.  Read results as shown under “Interpretation of Results.”

NOTE: Specimens with high concentrations of hCG may produce positive results in as little as 30 seconds. 

INTERPRETATION OF RESULTS:

INVALID Test Result: If no line appears in the procedural control region, the test is invalid and must be repeated with a new device.  The most common reason for an invalid test result is failure to add exactly 5 FULL drops.

Positive Result: Carefully look for the appearance of a test line in the test region.  A distinct pink or reddish-brown colored line in the test region is a positive result.  Neither the intensity nor the color should be compared to that of the procedural control line.

Negative Result: If no distinct pink or reddish-brown line appears in the test region, the result is negative.

QUALITY CONTROL:

Good laboratory practices recommend the use of controls.  There are two types of controls for the Poly stat hCG Test- internal procedural and external controls.

Procedural Control:

The procedural control is found in the control region of the test device.  This control assures the operator that (A) sample addition and migration through the device has occurred and that (B) the control goat anti-mouse antibody and the reporter Mab antibody are intact and functional.  This control does not ensure that the capture antibody is accurately detecting the presence or absence of hCG in the sample.

External Control: 

External controls are used to assure the operator that the capture and conjugated antibodies are present and reactive.  External controls will not detect an error in performing the patient test procedure.

LIMITATIONS OF THE PROCEDURE:

· This test is intended only for the early detection of pregnancy.

· Elevated hCG may be present for several weeks following hCG injections, abortion, or delivery.

· Specimens testing positive during the initial days of conception may be negative later due to natural termination of the pregnancy.

· Diseases such as trophoblastic neoplasms may result in elevated levels of hCG.  The possible existence of these types of disease conditions should be considered bore making a diagnosis of pregnancy.

· False-negative results can be obtained soon after implantation and/or if a urine specimen is too dilute.  If pregnancy is suspected, repeat testing after 48-72 hours with first morning urine if possible.

· The possibility exists for false positive results due to the presence of human anti-mouse antibodies in the sample.

EXPECTED VALUES:

The Poly stat Serum/Urine hCG test will detect hCG in serum and urine at levels as low as 20 mIU/mL[values standardized to the World Health Organization 3rd International Reference Standard 75/357].  In one study, hCG levels on the day of the first missed period were 50-250 mIU/mL (2).  Levels rise rapidly to peak concentrations of 50,000-100,000 mIU/mL by week 8 after which they decline to maintenance levels of approximately 10,000 mIU/mL.

INTERFERENCES:

Highest Levels Tested with No Interference:


Acetaminophen

20mg/dl


Albumin


400 mg/dl


Aspirin


20 mg/dl


Ascorbic Acid

20 mg/dl


*Bilirubin


100 mg/dl


Caffeine


20 mg/dl


Glucose


2 g/dl


Hemoglobin


1 mg/dl


PH        


pH 4, pH 6, pH 8


Protein


400 mg/dl

(*) Serum only
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