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	Specimens
	Urine or Serum


	Materials and Equipment
	 Materials Provided 
1.Test device containing anti-hCG gold conjugate and anti-hCG coated on the 
    membrane. 

Materials Required But Not Provided:
Specimen collection container  


	Records/Forms
	Forms required:

· Results recorded in Vista.


	Safety
	PRECAUTIONS 
1. For In-Vitro diagnostic use only. 

2. The test device should be discarded in a proper biohazard container after

    testing. 

3. Do not use kit beyond the expiration date. 

4. The test device should remain in the sealed pouch until ready for use. 
STORAGE AND STABILITY 
The test kit is to be stored at room temperature (15° - 30°C) for the duration of the shelf-life. The test device must remain "sealed" in the pouch until ready  for use.


	Quality Control
	QUALITY CONTROL 
Internal Controls 
The appearance of a Control Line in region C of the device is a positive
procedural control. Correct procedural technique, specimen flow and device performance is confirmed when a colored line appears in the C (control) area of the membrane. If the colored line fails to appear in the C (control) area, the test result is invalid. A clear background is an internal negative procedural control. The background color should be white to light pink and should not interfere with the reading of the test result. If a more intensely red background color appears, it may interfere with the ability to read the test result, therefore the test should be repeated.
 External Controls 
Urine controls should be used when testing urine. Urine controls will be performed once every thirty days and with each new lot number or shipment. Serum controls should be used when testing serum. Serum controls will be run on each day of testing and with each new lot number or shipment.
Negative and positive controls for hCG should be tested according to federal, state, and local authorities. Quality control should be performed on each lot received. 


	Procedure
	Perform the following steps to 


	Step
	Action

	1
	Remove the test device from the protective pouch and place it on  a flat surface. Label the device with patient  or control Identifications.



	2

    3.
	 Dispense 3 drops (approximately 0.15 mL) of specimen into the round sample well (see illustration below). Wait for colored lines to appear   
Read serum results at 5 minutes and urine results at 3  minutes. 

Positive results may be observed in as short as 30 seconds 

depending on the concentration of hCG. The presence of the control line is not indicative of the test being completed. Wait the entire 5 minutes for the completion of the serum test and wait the entire 3 minutes for the completion of urine test. 


	Results/

 Interpretation
	Negative Results 
The test is negative if a colored line only appears in the C (control) window. 

Positive Results 
The test is positive if one colored line appears in the T (test) window and one colored line appears in the C (control) window. Any colored line in the T (test) window should be considered positive. Colored lines may be lighter or darker than each other. Specimens with hCG levels near the threshold of the test may develop color (faint lines) overtime after the 3 minute reading for urine and 5 minute reading for serum. In such cases another test should be performed with a new specimen in 48-72 hours.
If faint line is observed in test window, report as positive with the following comment:  HCG- Specimen has hCG levels near the threshold.

                   PLS- Please resubmit new specimen between 48-72 hours.

 A line that appears after 15 minutes should be ignored.
Reporting results:

Negative results are reported as “NEG”  in the computer.

Positive results are reported as “1” in the computer. This is to insure that the ordering physician will be alerted of the result.



	
	


	Limitations

           1

           2.

           3.

           4.

            5.

           6.

            7.

            8.

            9.

           10.
	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.

 Elevated levels of hCG may be found in trophoblastic disease, choriocarcinoma, and embryonal cell carcinoma. Islet cell tumors may also produce hCG as well as other carcinomas.4
 Detectable levels of hCG may remain several  weeks following normal pregnancy, delivery by cesarean section, spontaneous or therapeutic abortion.5
 Ectopic pregnancies may produce very low levels of hCG. A negative test 

therefore does not exclude ectopic pregnancy.6 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 test. 
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.
 This test provides a presumptive diagnosis for pregnancy. Physicians 

should evaluate all clinical and laboratory findings before making a definitive diagnosis.
 A viscous specimen (high specific gravity) may exhibit a slower flow rate, 

therefore requiring more time for the test to be completed. 
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.8

 The 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 or semiquantitative”.

Sensitive immunoassays may demonstrate false positive results with specimens containing heterophilic antibodies. Assays may also exhibit false-positive or false negative results with specimens containing human anti-mouse antibodies.  



	Referenc
es
	Sure-vue®  Package Insert.


Annual Review
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	Procedure
	Procedure No.:  2
	Revision Date:  May 6, 2016

	Information
	Title:  HCG (Human Chorionic Gonadotropin)

	
	Total Pages: 5
	Date Implemented:


	Review Signatures
	This procedure has been reviewed by the following individuals at the local facility:


	Reviewed by:
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


SOP Validation

	Facility
	Carl Vinson VA Medical Center

1826 Veterans Blvd.

Dublin, GA 31021



	Procedure
	Procedure No.: 2
	Validation Date: May 6, 2016

	Information
	Title: HCG (Human Chorionic Gonadotropin)

	
	Total Pages: 
	Proposed Effective Date:

               May 6,2016


	Title and Scope
	Are the Title and Scope clear and specific?



	If response is…
	Then…

	YES
	Proceed to next question.

	NO
	Comment:




	Equipment and Reagents
	Are all necessary equipment and reagents listed?

	If response is…
	Then…

	YES
	Proceed to next question.

	NO
	Comment:




	Contents
	Is the text sufficiently detailed to be understood and followed by the staff but not too complex to be accomplished?

	If response is…
	Then…

	YES
	Proceed to next question.

	NO
	Comment:




	Validation Signature
	SOP Validation was performed by:

	Printed Name
	Signature
	Date

	
	
	


Coordination and Implementation

	Facility
	Carl Vinson VA Medical Center
1826 Veterans Blvd.

Dublin, GA 31021




	Procedure
	Procedure No.: 2
	Revision Date: 

	Information
	Title: HCG (Human Chorionic Gonadotropin)

	
	Total Pages:  5
	Date Implemented:   July 22,2009


	Coordination Signatures
	This procedure has been reviewed by the following individuals at the local facility:


	Coordinated with...
	Signature
	Date

	Medical Director


	
	

	Supervisory Medical Technologist

	
	

	Document Control
	The total number of copies made for local use is 1_ and their locations are: 

	Copy #
	Location
	Copy #
	Location

	Master
	Serology Department
	6
	

	1
	
	7
	

	2
	
	8
	

	3
	
	9
	

	4
	
	10
	

	5
	
	11
	


	Date Rescinded
	This procedure was rescinded on _____________.  All copies listed above have been retrieved and archived/destroyed as appropriate.


Training Documentation

	Purpose
	To document training for implementation and procedural changes.


 Training Date: May 6, 2016
Purpose of Training: Introduce new hCG Kit.
Implementation date of SOP: May 6, 2016
Instructor: Wendy Fordham
	Training Documentation

Verification that all testing personnel have been trained on this SOP.
	Printed Name

Signature

Date

Note:  Training of SOP does not imply competency.  Competency assessment completed per facility-established protocols.


	Personnel Record Documentation
	Include documentation of the training in each employee record.


	Records/Forms
	Facility-specific records and forms. 


Change Control

	Facility
	Carl Vinson VA Medical Center

1826 Veterans Blvd.

Dublin, GA 31021


	Procedure Information
	Procedure No.: 2
Revision Date: May 6, 2016
Title: HCG (Human Chorionic Gonadotropin)
Total Pages:  5
Date Implemented: May 6, 2016



	Nature of Change
	Resulting instructions



	Coordination Signatures
	This procedure has been reviewed by the following individuals at the local facility:

	Coordinated with…
	Signature
	Date

	Medical Director


	
	

	Supervisory Medical Technologist

	
	

	Training Documentation
	All applicable staff personnel have been trained on the changes. Documentation of training has been verified by:

	Printed Name
	Signature
	Date
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