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1. Purpose
To detect human Chorionic Gonadotropin (hCG) in urine using SAS Ultimate HCG urine test which is a qualitative sensitive immunoassay for early detection of pregnancy.
2. Introduction
Human Chorionic Gonadotropin is a hormone produced by the placenta shortly after implementation.  Since hCG is present in the serum and urine of pregnant women, it is an excellent marker for confirming pregnancy
3. Principle of the test
Urine is added to the Sample Well on the Test Cassette.  If hCG is present in the specimen at a level of 20 mIU/mL or greater, a pink-red Test (T) Line will appear along with a blue procedural Control (C) Line in the Result Window.  If hCG is present at low levels, or not present in the specimen, only a blue procedural Control Line will appear in the Result Window.

4. Responsibility
All suitably trained laboratory technologists and competent to perform the test. 
5. Scope

The SOP covers AMPATH – serology Laboratory.

6. Procedure
a. Reagents and materials supplied
i. 25 individually wrapped Test Cassettes
ii. 25 disposable pipettes

iii. 1 Package Insert

iv. 1 Procedure Card.
b. Material required but not provided

i. Watch or clock that measures minutes.
ii.  Specimen collection containers

c. Kit storage and stability
i. Store kit at room temperature 15-30ºC, out of direct sunlight Kit contents are stable until expiration date printed on the outer box carton
d.  Urine specimen collection and storage
i. This is done as stated in the guidelines for specimen collection handling storage and transport. ARL 701
ii. Collect first morning specimens in a clean container.  
iii. However, any urine sample is suitable for testing
iv. Urine specimens may be kept at room temperature (18-25oC) for 8 hours or refrigerated at 36-46ºF (2-8ºC) for up to 72 hours.  Samples may be frozen once at -20ºC or below.  If frozen, mix after thawing. 
v.  Do not refreeze.

e. Unacceptable specimens
i. Reject as per the SOP ARL206 Sample stored for more than 8 hours at room temperature
f. Quality control
i. The Quick Vue test provides several levels of internal procedural controls with each test run.

ii.  In-house IQC  positive and negative control   is done  weekly  and is documented in appendix I log (IQC log)
iii. The appearance of a blue procedural Control is an internal positive control.  

iv. A clear background in the test result window is an internal background negative control.

g. External quality control testing
i. The lab is enrolled into the EQA program and run the samples as per the schedule.
h. Test procedure
i. Verify samples with the work list for its completeness and quality 

ii. Accept specimen in accordance with the ARL 828.00 SOP for Laboratory information system.

iii. Remove the Test device Cassettes from the foil pouch just before use and place it on a clean, dry, level surface and label
iv. Label the device with patient or control identification.

v. Using a disposable pipette, collect sample and add 3 -4 DROPS (0.15ml) of urine to the Round Sample Well on the Test Cassette.  The Test Cassette should not be handled or moved until the test is complete and ready for reading

vi. Read results at 4 minutes and not later than 15minutes and document in appendix 2.

i. Interpretation of results
i. Positive:

1. Any pink-to-red Test Line (T) along with a blue Control Line( c) is a   positive result for the detection of HCG
ii. Negative:

1. A blue Control Line (c )and no pink Test Line (T) is a negative result

iii. Invalid Result:

1. The test result is invalid if a blue Control Line (c) is not visible at 4 minutes.  If this happens, retest using a new sample and a new Test Cassette or contact SAS  Technical Support

2. Accept specimen, enter and authenticate results in accordance with ARL 828 SOP for Laboratory information system.
j. Limitations
i. False negative results may occur when levels of hCG are below the sensitivity level of the test. When pregnancy is still suspected, a fresh serum or a first morning urine specimen should be collected 48 hours later and tested.

ii.  Elevated levels of hCG may be found in trophoblastic disease, choriocarcinoma, and embryonic cell carcinoma. Islet cell tumors may also produce hCG as well as other carcinomas.
iii.  Detectable levels of hCG may remain several weeks following a normal pregnancy, delivery by caesarean section, spontaneous or therapeutic abortion.
iv.  Ectopic pregnancies may produce very low levels of hCG.If this condition is suspected, further testing using a quantitative test may be desirable. Abnormally high levels of hCG may be seen in molar pregnancies. Samples from abnormal pregnancies are beyond the intended use for qualitative hCG tests.

v.  Approximately one third of all conceptions end in natural termination.7 This may produce positive results when testing early in the pregnancy followed by negative results after the natural termination. Low positive results may be confirmed by retesting with a fresh serum or first morning urine specimen collected 48 hours later.

vi. This test provides a presumptive diagnosis for pregnancy. Physicians should evaluate all clinical and laboratory findings before making a definitive diagnosis.

vii.  A viscous specimen (high specific gravity) may exhibit a slower flow rate, therefore requiring more time for the test to be completed.

viii.  A high dose “hook effect” may occur where the intensity of sample line decreases as the concentration of hCG increases. If a “hook effect” is suspected, dilution of specimens may increase color intensity of the sample line.
ix. 9. This test is designed to be a qualitative test only and does not correlate directly to quantitative hCG tests. The intensity of color in a positive line should not be evaluated as “quantitative semiquantitative”.

x.  Sensitive immunoassays may demonstrate false positive results with specimens containing heterophilic antibodies. Assays may also exhibit false-positive or false negative with specimens containing human anti-mouse antibodies. These specimens may come from patients receiving preparations of mouse monoclonal antibodies for diagnosis or therapy or have been exposed to mice. If the qualitative interpretation is inconsistent with the clinical evaluation, results should be confirmed by an alternated HCG method.  
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8. Appendix

a. Appendix 1 SAS Ultimate  HCGTest IQC Results Log 

b. Appendix 2 : QuickVue SAS Ultimate  HCGTest Result Log      
Appendix 1: SAS Ultimate HCG Test IQC Results Log
	SAS Ultimate  HCG Test Kit
	Positive Control
	Negative Control

	Lot Number:


	Expiry Date:


	Lot Number:


	Expiry Date:


	Lot Number:


	Expiry Date:




	Date
	Control Type

(Pos/Neg)
	Test Start Time

(24 HR)
	Test Stop

Time

(24 HR)
	Control line Appeared

Check YES/NO
	Test Result

(Check as appropriate)
	Performed by

(Initial)
	Reviewed by

(Initial)

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
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Appendix 2: SAS Ultimate HCG Test Result Log      

	SAS Ultimate  HCG Test Kit



	Lot Number:


	Expiry Date




	Date
	PID
	Test Start Time

(24 HR)
	Test Stop

Time

(24 HR)
	Control line Appeared

Check YES/NO
	Test Result

(Check as appropriate)
	Performed by

(Initial)
	Reviewed by

(Initial)

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
	
	

	
	
	
	
	□ Yes
	□ No
	□ Positive
	□ Negative
	□ Invalid
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