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RAPID HIV-1/2 ANTIBODY TEST (ORAQUICK ADVANCE)



1.0       Policy
The Hematology Department performs a CLIA Waived Rapid HIV-1/2 Antibody screening test to aid in the diagnosis of infection with HIV-1 and HIV-2 for patients that presents symptoms and for Occupational Health Department when needlestick injuries occur.

The Oraquick Advance rapid HIV-1/2 Antibody test kit is a single-use, qualitative immunoassay to detect antibodies to Human Immunodeficiency Virus Type 1 (HIV-1) and Type 2 (HIV-2). This test is a screening assay for point of care testing to aid in the diagnosis of infection with HIV-1 and HIV-2 and requires confirmation by western blot when results are presumptive positive or indeterminate. 
Ordering provider must indicate in the test order the reason for the rapid HIV testing before the laboratory performs the test. For orders that are received from any other area, the laboratory must call the ordering provider for the appropriateness of the order. If the ordering provider cannot be reached to confirm the order, the test will be performed but with hold result until the appropriateness of the order is confirmed.

This Rapid HIV-1/2 test by Oraquick Advance is NOT recommended for person under 12 years of age.  Recommended screening test for person below 12 years old is the chemiluminescent microparticle immunoassay, (CMIA) performed in Special Chemistry Dept.
2.0
Test Principle
            The Oraquick Advance rapid test utilizes a proprietary lateral flow immunoassay procedure.  


The device plastic housing holds an assay strip comprised of several materials that provide 

the matrix for the immunochromatography of the specimen and the platform for the indication of the test results.
The assay test strip, which can be viewed through the test device result window, contains synthetic peptides representing the HIV envelope region and a goat anti-human IgG procedural control immobilized onto a nitrocellulose membrane in the Test (T) zone and the Control (C) zone, respectively.

As the specimen flows through the test device, the developer solution facilitates the flow of the specimen into the device and onto the test strip device.  As the diluted specimen flows through the device, it rehydrates the protein A gold colorimetric reagent contained in the device.  If the specimen contains antibodies that react with the antigens immobilized on the nitrocellulose membrane, a reddish-purple line will appear, qualitatively indicating the presence of antibodies to HIV-1 and/or HIV-2 in the specimen.  The intensity of the line color is NOT directly proportional to the amount of antibody present in the specimen. 

2.0
Test Principle

             A reddish purple line also appears in the Control (C) zone to demonstrate the validity of 

             the test that a specimen was added to the vial and that the fluid has migrated adequately 

             through the test device. Absence of reddish purple line in the Control (C) zone indicates 

             that the test is invalid and must be repeated.

             The results are interpreted after 20 minutes but not more than 40 minutes after the 

             introduction of the test device into the developer solution containing the specimen.

3.0       Accountability

All procedures and policies are under the direction of the Medical Director and a licensed Clinical Laboratory Scientist who are responsible for all technical, medical, and clinical services.  The Medical director is also responsible for providing an adequate and competent staff and patient care consultative services.

Medical Director should review results in a timely manner.

3.5
If corrective actions are needed for any unacceptable results, all actions taken must be documented and implementation plans must be initiated.

4.0
Safety

            All specimens should be handled as though capable of transmitting infectious diseases.             

            Testing personnel must wear appropriate personal protective equipment when running 

            patient samples or performing scheduled maintenance. 

5.0       Specimen and Storage

Whole blood [with EDTA or sodium heparin or sodium citrate] specimen collected by   venipuncture is the required specimen for waived Rapid HIV-1/2 test. If the specimen cannot be tested STAT or at the time of collection, the whole blood may be stored at 2°C-30°C for up to 5 days.  DO NOT freeze sample.

DO NOT perform the HIV Rapid Test if collection time has exceeded the 5 day limit.
.
5.0       Quality Control
Oraquick ADVANCE Rapid HIV ½ Antibody Test Kit Controls are ordered separately and       

must be stored at refrigerator temperature [2°C-8°C]. The QC kit consists of:

· HIV-1 Positive Control, 1 vial, black cap

· HIV-2 Positive Control, 1 vial, red cap

· Negative control, 1 vial, white cap

Note:  Dispose of unused portions of opened Kit Control vials after EIGHT WEEKS.

External quality controls are to be tested as follows:

· Whenever new test kit lot # is received.

· Whenever a new shipment of test kit is received.

· QC must be performed in the same manner as a patient test.

Built in procedural control

· A line at the Control (C ) zone of the result window indicate that the specimen was added and has migrated appropriately through the test device.

· The control line will appear on all valid tests (both positive and negative)

            Documentation must be made where corrective action is indicated and must be done in  

            timely fashion.
            Report any corrected result to nursing staff and/or patient’s attending physician.

            Issue a corrected report and inform nursing staff and/or patient’s attending physician to 
            remove the erroneous report from patient’s chart.

6.0       Limitations/Interference

1. Reading test results earlier than 20 minutes or later than 40 minutes may yield erroneous results.
2. Individuals infected with HIV-1 or HIV-2 who are receiving highly active antiretroviral therapy may produce false negative results.
3. A reactive result using the Oraquick Advance Rapid HIV-1/2 Antibody Test suggests the presence of HIV-1 and/or HIV-2 antibodies in the specimen.  An alternate test must be used to confirm reactive result.
4. A non reactive result does not preclude the possibility of exposure to HIV or infection with HIV. An antibody response to recent exposure may take several months to reach detectable levels.
6.0      Limitations/Interference

5. A person who has antibodies to HIV-1 or HIV-2 is presumed to be infected with the virus, except that a person who has participated in an HIV vaccine study may develop an antibodies to the vaccine and may or may not be infected with HIV.

6. Clinical date has not been collected to demonstrate the performance of the Oraquick Advance test kit for persons less than 12 years of age.

7. For a reactive result, the intensity of the line does not necessary correlate with the titer of the antibody in the specimen.

8. Individuals undergoing preventive treatment for HIV may produce false negative results.

7.0       Test Procedure

	      STEP
	                                           Action

	        1
	Open the OraQuick® ADVANCE Divided Pouch 
a. Remove the Developer Solution Vial.

b. Label with the patient name.

c. Remove the cap by gently rocking back and forth and place the vial into a slot in the stand.

Note: DO NOT cover the two holes in the back of the Device with labels or other 
          materials.   Doing so may cause an invalid result.


	        2
	Add the whole blood EDTA specimen as follows:
a.   Prior to sampling, mix the whole blood tube gently by inversion to ensure a   

  homogeneous sample.
b.   Remove an aliquot of blood using an unused Specimen Collection Loop ( if the 
  loop is dropped or comes in contact with any other surface, discard it in a 
  biohazard waste container.  Obtain a new Loop).
c.   Immediately insert the blood-filled end of the loop all the way into the Developer 
       vial and stir.
d.   Discard loop in a biohazard container, and verify that the solution is pink (if the

  solution is not pink, start the test over using a new pouch)
.

e. Open the test device pouch. With the result window facing you, insert the flat pad of the device all the way into the Developer solution containing the blood sample.  Make sure that the Flat pad touches the bottom of the Vial.  
f. DO NOT remove the Flat pad from the vial while the test is running.  
g.  DO NOT move the Stand containing the Vial and the Flat pad device during  

 testing.
h.  Start timing the test preferably with a timer. Set for 20 minutes, but not more than  

 40 minutes.  (Pink fluid will appear and travel up to the Result window.  The pink  

 fluid will gradually disappear as the test develops. )
i. Read the results after 20 minutes but not more than 40 minutes in a fully lighted area.
j. Refer to the Test Resulting and Interpretation Section 




8.0 Test Resulting and Interpretation
	      STEP
	                              Results
	Interpretation
	Action

	
	If the Result Window shows…..
	Then the result is…….
	

	       1
	A reddish-purple line appears next to the triangle labeled “C” and NO line appears next to the triangle labeled “T”…..
	Non-Reactive
	

	
	A reddish-purple line appears next to the triangle labeled “C” and a reddish purple line appears next to the triangle labeled “T”. [One of these lines may be darker than the other.]
	Reactive
	

	
	No reddish-purple line appears next to the triangle labeled “C”, or
	Invalid
	

	
	A red background in the Result window makes it difficult to read the result after 20 minutes, or 
	Invalid
	

	
	If any of the lines are NOT inside the “C” or “T” triangle areas
	Invalid
	


	


	STEP
	Results
	Interpretation
	

	2
	Non-Reactive [A Non-Reactive test result means that HIV-1 and HIV-2 antibodies were not detected in the specimen.]….
	Non-reactive for HIV-1 and HIV-2 antibodies.
· Reports Rapid HIV as non-reactive, and call ordering provider or employee health for needle stick source patient and employee stuck with needle with results.

	

	
	
	· 
	

	
	A Reactive test result means that HIV-1 and/or HIV-2 antibodies have been detected in the specimen


	Preliminary Positive for HIV-1 and/or HIV-2 antibodies.

· Reports Rapid HIV as Reactive, and call ordering provider or employee health for needle stick source patient and employee stuck with needle with results.
· Send the specimen for confirmatory tests.
	

	
	An Invalid test result means that there was a problem running the test, either related to the specimen or to the Test Device
	· Result cannot be interpreted.

· Repeat the test with a new Divided Pouch and a new Whole blood sample.
· Reject and cancel the test, and report as “Technical error, Test not performed” 

Contact Customer Service at OraSure Technologies.Inc., (1-800-672-7873) if a valid repeat test cannot be obtained.
	

	
	


9.0 Test Reporting

	STEP
	Test Reporting

	1
	Enter results in the manual log.

	2
	Enter and release results in LIS.

	
	If Result are
	Then Report As

	
	Non-Reactive
	Negative

	
	Reactive


	Preliminary Positive, confirmatory to follow.


REFERENCE 
Package insert of OraQuick® ADVANCE Rapid HIV-1/2 Antibody Test 


                             Note:  for current version to: http://www.orasure.com/products/
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