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1101 King Street   Suite 370  Alexandria, VA  22314
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REAL TIME STABILITY STUDY OF

HIV 1/2 RAPID Test Device (WHOLE BLOOD/SERUM/PLASMA)

Version 3.1

1.0  PURPOSE

1.1  To conduct stability study for HIV 1/2 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 when handling the urine specimens.

3.0  EQUIPMENT
3.1  Humidity meter

3.2  Humidifier

3.3  Calibrated temperature probe

4.0  MATERIALS
4.1  Three different batches samples of HIV 1/2 Rapid Test Device (Whole Blood/Serum/Plasma).

4.2  Serum or plasma posititive specimens ranges from low titer, medium titer to high titer.

4.3  Serum or plasma  negative specimens.

5.0  PROCEDURE

5.1  Set the temperature and humidity of environment control chamber to 25℃((1℃), 60% RH ((5%RH) respectively, using calibrated temperature probe, humidifier and humidity meter.

5.2  Select randomly 56 test Devices each from three different batches. Put these test Devices in the incubator.

5.3  Take 8 test Devices out of the incubator at each interval of 0 (initial), 3, 6, 9, 12, 18, 24months.

5.4  Perform 2 tests each for serum or plasma specimen of negative, low titer positive, medium titer positive, high titer positive.

5.5  Allow test Devices, serum or plasma specimens to equilibrate to room temperature(15-30℃)prior to testing.

5.6  Remove the HIV Rapid Test Device (Whole Blood/Serum/Plasma) from foil pouch.
5.7  Place the test device on a clean and level surface. Hold the dropper vertically and transfer 1 drop of serum or plasma (approximately 25 (L) to the “Specimen Pad” of the test Device, then add 1 drops of buffer (approximately 40 (L) and start the timer. 

5.8  Leave the test Device immersed for at least 5 seconds. Remove and place on a non-absorbent flat surface.

5.9  Read the test result in 15 minutes, do not interpret the result after 20 minutes.

5.10  Write down the test result in Stability Study Record and sign with name and date.

6.0  CLEAN UP
6.1 Dispose the used test Devices and standard specimen into biological hazard waste can.
6.2 Wipe the bench with 1% Clorox(
RECORD OF STABILITY STUDY 

Hiv rapid Test Device (whole blood/serum/plasma)
	PREPARED BY:
	Elina Riesgo
	DATE:
	10-12-99

	APPROVED BY:
	Luz Restrepo
	DATE:
	10-12-99


Lot No: HIV91001

Test Results

	Test Date

& Initial
	Test Interval
	Serum or plasma specimen

	
	
	Negative 
	Low titer
	Medium titer
	High titer

	10-12-99, IV
	Initial
	-
	-
	+
	+
	+
	+
	+
	+

	01-12-00, IV
	3 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-00, IV
	6 months
	-
	-
	+
	+
	+
	+
	+
	+

	07-12-00, IV
	9 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-00, IV
	12 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-01, IV
	18 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-01, IV
	24 months
	-
	-
	+
	+
	+
	+
	+
	+

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


*  Positive result marked as “+”, Negative result marked as “-”, very faint positive result marked as “+/-”.

CONCLUSIONS: HIV Rapid Test Device (Whole Blood/Serum/Plasma) is stable at room temperature for 24 months.

	Scientist: Elina Riesgo
	QA/QC Manager: Luz Restrepo

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


RECORD OF STABILITY STUDY 

Hiv rapid Test Device (whole blood/serum/plasma)
	PREPARED BY:
	Elina Riesgo
	DATE:
	10-12-99

	APPROVED BY:
	Luz Restrepo
	DATE:
	10-12-99


Lot No: HIV91004

Test Results

	Test Date

& Initial
	Test Interval
	Serum or plasma specimen

	
	
	Negative 
	Low titer
	Medium titer
	High titer

	10-12-99, IV
	Initial
	-
	-
	+
	+
	+
	+
	+
	+

	01-12-00, IV
	3 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-00, IV
	6 months
	-
	-
	+
	+
	+
	+
	+
	+

	07-12-00, IV
	9 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-00, IV
	12 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-01, IV
	18 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-01, IV
	24 months
	-
	-
	+
	+
	+
	+
	+
	+

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


*  Positive result marked as “+”, Negative result marked as “-”, very faint positive result marked as “+/-”.

CONCLUSIONS: HIV Rapid Test Device (Whole Blood/Serum/Plasma) is stable at room temperature for 24 months.

	Scientist: Elina Riesgo
	QA/QC Manager: Luz Restrepo

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


RECORD OF STABILITY STUDY 

Hiv rapid Test Device (whole blood/serum/plasma)
	PREPARED BY:
	Elina Riesgo
	DATE:
	10-12-99

	APPROVED BY:
	Luz Restrepo
	DATE:
	10-12-99


Lot No: HIV91004

Test Results

	Test Date

& Initial
	Test Interval
	Serum or plasma specimen

	
	
	Negative 
	Low titer
	Medium titer
	High titer

	10-12-99, IV
	Initial
	-
	-
	+
	+
	+
	+
	+
	+

	01-12-00, IV
	3 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-00, IV
	6 months
	-
	-
	+
	+
	+
	+
	+
	+

	07-12-00, IV
	9 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-00, IV
	12 months
	-
	-
	+
	+
	+
	+
	+
	+

	04-12-01, IV
	18 months
	-
	-
	+
	+
	+
	+
	+
	+

	10-12-01, IV
	24 months
	-
	-
	+
	+
	+
	+
	+
	+

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


*  Positive result marked as “+”, Negative result marked as “-”, very faint positive result marked as “+/-”.

CONCLUSIONS: HIV Rapid Test Device (Whole Blood/Serum/Plasma) is stable at room temperature for 24 months.

	Scientist: Elina Riesgo
	QA/QC Manager: Luz Restrepo

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








