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 Pregnancy Test – Poly stat ® hCG (Polymedco)
I.
Purpose:  The Poly stat ® hCG Assay is a chromatographic immunoassay (CIA) for the rapid qualitative detection of human chorionic gonadotropin (hCG) in urine specimens.  The device is intended for the early detection  of pregnancy.  Human chorionic gonadotropin (hCG) is a hormone produced by the developing placenta during pregnancy.    The Poly stat ®  hCG assay utilizes monoclonal antibodies to selectively detect hCG in urine. The test is completed within 3-5 minutes.

II.
Specimen:  


A.
Urine specimens should be collected in a clean, dry container such as a urine collection cup.  


B.

For optimal early detection of pregnancy, a first morning urine specimen is preferred since it generally contains the highest concentration of hCG.  However, randomly collected urine specimens may be used.  


C.

If not tested immediately, urine may be stored refrigerated at 36─46oF (2─8oC) for up to 48 hours.  Samples must be brought to room temperature before testing.


D.

Urine samples exhibiting visible precipitates should be filtered, centrifuges, or allowed to settle, to obtain aliquots for testing.


E.

Specimen rejection criteria:



1.
Samples must be at room temperature when tested.  



2.
Samples of unknown age or in unapproved containers should be rejected, and a fresh sample collected.

SAFETY WARNING: Human specimens may harbor infectious agents.  Use universal precautions when working with these materials.
III.
Materials:
A.
Poly stat hcG /test Kit (Polymedco, Inc., catalog # HG25)(25 units per package).  Store kit at room temperature or refrigerate 36─86oF (2‑30oC).  Do not freeze.  Each kit contains:

1. Poly stat hCG test device containing the polyclonal anti-hCG coated membrane and a pad with the mouse monoclonal IgG (anti-hCG)-dye conjugate in a protein matrix containing 0.1% sodium azide
2. Disposable dropper

3. package insert
B.
Materials required but not provided
1. Timer
2. Clean, dry specimen collection container.

3. Positive and negative urine controls (HCG-POCU)  

IV.
Quality Control
A. External Controls

1.
External positive and negative controls are to be performed on a monthly basis.

2.
External positive and negative controls are to be performed on each new lot of test kits.

3.
If the controls do not yield the expected results, the kit must be removed from service and the action noted in the corrective action section of the QC log sheet.

4.
The responsibility for performance of external controls must be rotated among all staff performing testing.  The designation of a specific individual to perform all QC activities in the clinic is not permitted.


B.
Procedural Control



1.
A procedural control is included in the test.



2.
A distinct pinkish-purple line appearing on the control region (C) is considered an internal procedural control and indicates proper performance and reactive reagents.



3.
If there is no distinct pinkish-purple in the Control position, the test is inconclusive and should be repeated with a new test device.    The procedural control must give a valid result before the client result may be reported.



4.
If the test has been performed correctly and the reagents are working properly, the background will clear and give a discernable result.



5.
The result of the procedural control must be documented for external positive control, external negative control, and all patient results.

C.
Prior to using a new shipment or lot number of Poly state  hCG, the Positive Control and Negative Control should be tested and yield proper results.  Upon observing the expected results, the kit is ready for use with patient specimens.

C.
The Quality Control Log Sheet should include: 

1.
Device name and manufacturer

2.
Date package, or kit, opened

3.
Lot number and expiration date of pregnancy testing device

4.
Lot number and expiration date of each control reagent

5.
Results of:

a.
Positive Control

b.
Negative Control

c.
Procedural Control

6.
Initials of staff person conducting quality control tests.  The site supervisor and laboratory director must review and sign all QC forms on a quarterly basis.

D.
Record the last number and expiration date of the pregnancy test device on the daily clinical worksheet.

E.
Store records for two years.

V.
Method:
1.
Bring test materials and patient specimens must be at room temperature 63─99oF  (15─37oC) prior to use.  Do not use kit beyond the expiration date.

2.
Remove the test device and dropper from the foil package.  Throw away the small desiccant pouch.  Place the device on a clean, well-lit, flat surface and label with the patient’s identification.

3.
Holding the dropper in a vertical position, add 3 drops of sample into the Sample well (S).
4.
Wait for pink-colored bands to appear.  Read results at 3-5 minutes.  Read results as described under “interpretation of results”.


a.
Test results should not be read after 5 minutes.  Results read after 5 minutes may be invalid.


b.
Some positive results can be read in as early as one minute.
5.
Discard used dropper and test device in a proper biohazard container.


VI.
Results:
A.
Interpretation of Results

1.
Procedural Control:  Check for the appearance of a control line in the procedural control region.  A pinkish-purple line must appear for the test to be valid.  Document the presence or absence of the procedural control for all assays (both control results and patient results) 




a.
Invalid Test Result:  If no line appears in the procedural control region, the test is invalid and must be repeated with a new device.  A corrective action report must be documented whenever an invalid test result is obtained.


2.
Positive Result:  Carefully look for the appearance of a test line in the test region.  A distinct pinkish-purple 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.



3.
Negative Result:  Absence of a distinct pinkish-purple line in the test region.  The control line in the Control position should be clearly readable.
VII.
Expected Values
 
A.
hCG is not usually detected in the urine of healthy men and healthy non‑pregnant women.  However, urine hCG levels in pregnancy will exceed 25 mIU/mL approximately four days prior to the first missed menstrual period.

B.
The Poly Stat hCG assay is capable of detecting pregnancy on the first day of a missed menstrual period.

C.
Due to inherent variability in clinical specimens, some samples containing less than 25 mIU/mL hCG may test positive and some samples containing more than 25 mIU/mL   may test negative.

VIII.
Limitations of Procedure
A. As with any assay employing mouse antibodies, the possibility exists for interference by human anti-mouse antibodies (HAMA) in the sample.  Similarly, specimens from patients who have routinely exposed to animals or to animal serum products may contain heterophile antibodies which may cause erroneous results.
B. Elevated hCG levels have been reported inpatients with both gestational and nongestational trophoblastic diseases.  The hCG of trophoblastic neoplasms is similar to that found in pregnancy, so there conditions, including choriocarcinoma and hydatidiform mole, should be ruled out before pregnancy is diagnosed.

C. An extremely low concentration of hCG during the early stage of pregnancy can give a negative result.  In this cse, another specimen should be obtained at least 48 hours later and tested.

D. The hCG level may remain detectable for several weeks after normal delivery, delivery by cesarean section, spontaneous abortion, or therapeutic abortion.

E. The hCG level in the case of spontaneous abortion may be very low and eventually decrease.   Subsequent testing of a new urine sample after an additional 48 hours is recommended in order to confirm that the hCG level is rising as indicated in a normal pregnancy.
F. The concentration of hCG may be very low in the case of ectopic pregnancy.  A suspected ectopic pregnancy. A suspected ectopic pregnancy may be further evaluated using a quantitative hCG assay.
G. Very high levels of hCG may exist in certain pregnancies and pathological conditions (e.g., choricarcinoma and hydatidiform mole).  This may weaken the signal line.

H. The clinician should evaluate data obtained from this kit in light of other clinical information.

I. Samples which contain excessive bacterial contamination or have been subjected to repeated freezing and thawing should not be used because such specimens can give spurious results.

J. Urine samples collected after consumptionof a large amount of fluids may contain a lower hCG concentration.  If such a sample is negative, a first morning specimen should be obtained and retested.

K. In rare occasions, persistent low levels of hCG present in men and in non-pregnant women (concentrations 3 to 100 mIU/mL) may result in positive results.

IV.
References:
     
Poly stat ® hCG Manufacturer's Manual (Polymedica, Inc. 2004)
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