
 Pregnancy Test - Signify hCG
I.
Purpose: 


 SignifyTm hCG is a sandwich-format chromatographic immunoassay for the rapid qualitative detection of human chorionic gonadotropin (hCG) in urine specimens for the early detection of pregnancy.  The urine sample passes through reaction pads where hCG, if present, binds to a monoclonal anti-hCG dye conjugate.  The migrating monoclonal antibody-hCG complex is captured at the test line region by an immobilized polyclonal anti-(hCG.  Excess conjugate (bound or unbound) will flow past the test region and be captured by an immobilized antibody to the anti-hCG dye conjugate at the control line region.


Human chorionic gonadotropin is not normally detected in the urine of non-pregnant women.  hCG is a hormone produced by the developing placenta during pregnancy. In normal pregnancy, 20 mIU/ml hCG is present in the urine 2 to 3 days before the first missed menstrual period.   SignifyTm hCG will detect urine hCG concentrations of 20mIU/ml or greater.

II.
Specimen: 


 Urine specimens should be collected in a clean, dry container.  A first morning specimen is generally preferred because it contains the highest concentration of hCG; however, samples collected at any time during the day may be used. If not tested immediately, urine may be stored refrigerated at room temperature 64─77oF (18-25oC) for up to 8 hours or at 36─46oF (2-8oC) for up to 72 hours.

SAFETY WARNING: Human specimens may harbor infectious agents.  Use universal precautions when working with these materials.
III.
Materials:
A.
Materials supplied with kit:

1. Test devices (30 units per package) consisting of a membrane coated with sheep anti-(hCG and goat anti-mouse IgG and a conjugate pad containing mouse anti-(hCG 

2. Fixed volume AccuPipette


B.  Materials not supplied with kit:

1. Timer

2. Specimen collection containers

3. Gloves

4. Positive and negative controls


C.  The kit should be stored at 36-86oF (2-30oC).  DO NOT FREEZE.

IV.
Method:
A.
Preparation:

1.
If devices and specimens have been refrigerated, they must be allowed to warm to room temperature before performing any testing.  Do not use kit beyond the expiration date.

2.
Remove the device from the pouch and place on a flat surface. 

3.
Use a new pipette and device for each sample or control tested. 

B.
Patient sample testing:

1. Squeeze the bulb of the AccuPipette provided and draw up enough sample to       completely fill the pipette barrel (135 (l).

2. Expel the entire contents of the barrel into the sample well of the device.  Do not touch the membrane with the pipette tip.  NOTE:  some sample may remain in the sample well. 

C.
Positive control and negative control testing:

1. Mix each control thoroughly.  

2. Using separate pipettes and test devices, draw up enough control material to completely fill the barrel of the pipette.  Dispense the entire contents of the barrel into the sample well of the test device.

D.
Read the results after 4 minutes.  Results are invalid after 4 minutes.

V.
Interpretation of Results:

C.
Invalid Test

1.
If no band appears at the control (C) section or incomplete or beaded bands appear at either the test (T) or control (C) sections, the test is invalid.  The test should be repeated with a new test device.

VI.
Expected Values:
 
hCG is not usually detected in the urine of healthy men and healthy non‑pregnant women.  However, urine hCG levels in pregnancy will exceed 20 mIU/mL two to three days prior to the first missed menstrual period.

VII.
Limitations of Procedure
A.
If negative results occur and pregnancy is still suspected, a new sample should be tested after 48 hours.  

B.
If the test band appears very faint, it is recommended that a new sample be tested 48 hours later.

C.
In addition to the normal elevations of hCG produced in pregnancy, elevated values are also found in disease states related and unrelated to pregnancy.  Conditions such as hCG‑secreting neoplasms, hydatidiform mole, choriocarcinoma, testicular carcinoma, lung cancer, and diseases of the trophoblast are examples of this.

D.
Pathologic pregnancies cannot be differentiated from normal pregnancy by qualitative hCG measurements. Neither the quantitative value nor the rate of increase in hCG can be determined by a qualitative test.

E.
hCG levels may remain detectable for several weeks following delivery or spontaneous or therapeutic abortion.

F.
Positive results from very early pregnancy may become negative later due to natural termination of pregnancy.  Although this test is accurate at determining early pregnancy, some false-positive results can occur.

G.
Test results must always be interpreted in conjunction with other clinical and laboratory data, such as menstrual history, contraceptive use, and risk of pregnancy.  Test results should be confirmed by a quantitative hCG assay prior to performing any clinical medical procedures.

H.
If urine specimens have a low specific gravity (i.e. are very dilute), they may not have representative levels of hCG.  The test should be repeated using a first morning urine sample.

VIII.
Quality Control:
A.
Prior to using a new shipment or lot number of SignifyTm hCG, positive and negative controls must be tested and yield proper results.  Upon observing the expected results, the kit is ready for use with patient specimens.  

B.
Frequency:  Controls should be used to test each kit prior to use and monthly thereafter.  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.

C.
The Quality Control Log Sheet must include: 

1.
Device name and manufacturer

2.
Testing date

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

6.
Signature or initials of staff person conducting quality control tests.  

7.   Results of QC testing must be reviewed by the site supervisor and laboratory director.

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

E.
QC records must be maintained for two years.

IX.
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A.	Positive Test


        �SEQ 1_2 \* Arabic \r 1�1�.	Two black or gray bands, one at the test (T) section and the other at the control (C) section in the results window indicate that the specimen contains an elevated level of hCG.  Although the intensity of the bands may vary with different specimens, the appearance of 2 distinct bands should be interpreted as a positive test.





B.	Negative Test


�SEQ 1_2 \* Arabic \r 1�1�.	One black band at the control (C) section in the results window indicates that detectable levels of hCG are not present.
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