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STANDARD OPERATING PROCEDURE 

HIV 1&2 TEST (SMART CHECK® HIV 1&2)
1.0  PURPOSE

1.1  To conduct quality control for product release of HIV Rapid Test Device (Whole Blood/Serum/Plasma).

2.0  SAFETY

2.1  Refer to the MSDS appropriate to the material being handled.

2.2  Wear gloves, safety goggle, and lab coat while handling the serum and plasma specimens.

3.0  EQUIPMENT

3.1  Not applicable.

4.0  MATERIALS
4.1  10 HIV positive serum or plasma specimens confirmed by EIA.

4.2  20 HIV negative serum or plasma specimens confirmed by EIA.

5.0  PROCEDURE

5.1  Select 0 samples total randomly from each batch of HIV Rapid Test Device (Whole Blood/Serum/Plasma).

5.2  Perform the sensitivity testing with 2 tests each for HIV positive serum or plasma specimen.

5.3  Perform the specificity testing with 2 tests each for HIV negative serum or plasma specimens.

5.4  Allow test devices, Whole Blood/Serum/Plasma specimens to equilibrate to room temperature (15-30℃) prior to testing.

5.5  Remove the HIV Rapid Test Device (Whole Blood/Serum/Plasma) from foil pouch.

5.6  Hold the dropper vertically, draw the specimen up to the specimen well  (approximately 5 L) and transfer serum or plasma to the specimen well of the test device, and add 2 drops of buffer, then start the timer. 
5.7  Wait for red lines to appear. Read results at 10 minutes. Do not interpret results after 20 minutes.

5.8  Write down the test result in QC Test Record of HIV Rapid Test Device (Whole Blood/Serum/Plasma).

6.0  CLEAN UP 

6.1  Dispose the used test devices, Whole Blood/Serum/Plasma specimens into biological hazard waste can.

6.2  Wipe the bench with 1% Clorox.


	Scientist: Elina Riesgo
	QA/QC Manager: Luz Restrepo

	Date:  10-12-01 
	Date:  10-12-01 








