


Specimen Collection and Storage of

Oral Mucosal Transudate for detection of

Antibody to Human Immunodeficiency Virus Type 1 (HIV-1)

I.
Principle of the test  

Oral Fluid Vironostika® HIV‑1 Microelisa System is an enzyme‑linked immunosorbent assay (ELISA) from Organon Teknika Corporation for the qualitative determination of antibody to HIV‑1  with oral fluid specimens collected using the OraSure® HIV‑1 device manufactured by Epitope, Beaverton, Oregon. The OraSure device consists of a collection pad and a specimen vial.  The collection pad osmotically draws antibody-rich oral mucosal transudate from the lining of the gum and cheek into the mouth and onto the pad.  The specimen vial contains a solution to preserve the specimen for up to twenty-one (21) days at 4°C-37 °C from the time of collection to the time of testing.  At the lab, the oral mucosal transudate collected by the device will be tested for antibodies to HIV-1.  OraSure is intended for use in patients 13 years of age or older.

Safety Precautions: All clinical specimens are considered potentially infectious and are handled using Universal Precautions.  

A. Materials Required

1. OraSure HIV-1 oral specimen collection device 

2. Timer  

3. Seal able plastic bag at least 2 mm thick 

4. MDCH clinical shipping unit #4 

5. State of Michigan informed consent form 

6. OraSure Subject Information pamphlet

B. Patient Preparation

1. Have the patient read the document entitled “Subject Information—OraSure”.  This pamphlet contains information about OraSure, HIV, and AIDS.  If the patient cannot read the pamphlet, the information should be read to the patient.  The patient should also be informed of other options for HIV testing, including blood tests and be encouraged to ask questions.  Patients may be provided with the OraSure package insert upon request.  

2. Have the patient read the informed consent booklet “Important Health Information” and sign a written informed consent.

C. Specimen Collection

1. Completely open the outer package of the OraSure HIV-1 oral specimen collection device.

2. Peel open pad package far enough to allow easy removal of the collection pad.

3. Instruct the patient to remove the pad from the pouch by grasping the nylon stick and gently pull it out of the package.

4. Instruct the patient to place the pad in the mouth between the lower cheek and gum and gently rub back and forth until moist.

5. Instruct the patient to keep the pad in place for two minutes (maximum 5 minutes) while timing.

6. While timing the two minutes, remove the specimen vial from the outer package.  Holding the vial upright with the pointed tip down, carefully remove the cap from the vial using a bending or rocking motion to prevent spilling.

7. After two minutes, instruct patient to remove the pad from the mouth, insert the pad into the vial, pushing it all the way to the bottom of the vial.

8. Instruct patient to break the scored pad handle by snapping it against the side of the vial. 

9. 
Replace the cap.  Make sure you hear the “snap” sound—this means the cap is properly seated in the vial.   Affix test number sticker to the specimen vial.  It is critical that the identifier number on the test requisition and on the specimen vial are exactly the same.

NOTE:  The OraSure collection pad may taste salty and some patients may experience a dry sensation in the mouth.

D. Specimen Handling, Transport, and Storage

1. Handle the vial with care.  The tip on the bottom of the vial is made to be broken at the laboratory.

2.  Place the vial in the sealable plastic bag and seal.

3. Protect specimen from impact, direct sunlight, and temperatures over 98 degrees F (37 degrees C). 

4. Specimens may be transported to the laboratory at ambient temperature via courier, airfreight, or regular mail in accordance with applicable Federal, state and local regulations that apply to the transportation of specimens, which may contain etiologic agents.  
5. OraSure specimens (on or off the collection pad) may be stored at 4°C to 37°C for a maximum of 21 days from the time of  collection, including the time for shipping and testing.
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