GLOBALEMED, LLC.

1101 King Street   Suite 370  Alexandria, VA  22314

Telephone Number:  (703) 894-0710    Fax Number: (703) 894-0725


TESTING PROCEDURE FOR QC PURPOSES

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

1. CAT. NO AND PACK SIZE:

	          CAT. NO.
	    PACK SIZE

	        # 06021004
	  25 TESTS/BOX 


Store at 6’C to 30’C.  For in vitro diagnostic use only

Shelf life: 18 months

2. TEST PRINCIPLE:

Human Immunodeficiency Virus (HIV) is a widespread and serious disease. Hundreds of millions of people, are infected with the virus every year. HIV1&2 are virus dependent of reverse transcriptase hence it need to integrate to the human genome.  Antibody to HIV is found in most patients who are infected with the virus.

The Smart Check HIV 1&2 Test is a chromatographic immunoassay for the qualitative detection of antibodies of all isotypes (IgG, IgM, IgA, etc.) against HIV 1&2 in blood serum or plasma. 

Smart Check HIV 1&2 test cassette has a letter of T and C as “Test Line” and  “Control Line” on the surface of the case. Both the “Test Line” and “Control Line” in result window are not visible before applying any samples. The “Control Line” is used for procedural control. Control line should always appear if the test procedure is performed properly and the test reagents of control line are working.  A purple “Test Line” will be visible in the Result Window if there are enough antibodies against HIV 1&2 in the sample.  If antibodies against HIV 1&2 are not present or are present at very low levels in the sample, there is no color appears in “Test Line”.

This test is intended for professional use as an aid in the detection of antibodies against HIV 1&2 in serum or plasma.   Five specially selected HIV 1&2 recombinant proteins are used in testing.    This enables the Smart Check HIV 1&2 Test to identify antibody to HIV 1&2 in blood, plasma or serum specimens, with a high degree of accuracy.

3. DESCRIPTION OF THE PRODUCT PROCESS:

The product is manufactured from the purification of two components:  HIV 1&2 recombinant purified antigen and monoclonal anti-human conjugate to gold particles.  These components are sterilized, tested for a good sterilization practice and spread onto a nitrocellulose membrane, dried and packed into plastic devices.  Special concentration of each of the components (based on their biological activity) are added in order to improve the reading of the reaction.

4. COMPOUNDS:

· HIV 1&2 recombinant purified antigen:



65 g/test

· Monoclonal Anti-human conjugate:



35 g/test

· Buffer contents:  Destilled water, BSA, detergents and monoclonal anti-human antibodies 25 g/ 100 l 

All components are tested and found with no traces of bacteria, fungi or parasite contaminants.  

5. QUALITY CONTROL AND DATA-SHEET

5.1 PHYSICAL-CHEMICAL PARAMETERS:

Physicochemicals:

A. Appearance:  

White nitrocellulose membrane with a pinkish coloured pad at the end;  all that is in a cassette plastic device.

B. Recombinant HIV 1&2 antigens: 

Purified by ammonium chloride precipitation, molecular-weight column, and affinity column.  Biodegradable and not toxic for neither animals nor human beings.  Labile at temperatures above 37’C, labile to strong acid or basic environments.

C. Monoclonal anti-human antibody-colloidal gold conjugate
Monoclonal anti-human IgG, IgM and IgA  immunoglobulins purified by ammonium chloride precipitation, molecular-weight column, and affinity column.  Biodegradable and not toxic for neither animals nor human beings. Labile at temperatures above 37’C, labile to strong acid or basic environments.

D.  Buffer: Destilled water, BSA, detergents and monoclonal anti-human antibodies 25 g/ 100 l.  Biodegradable and not toxic for neither animals nor human beings.

E. Cassette/Strip devices:

Nitrocellulose paper (flammable at temperatures over 100’C, not to be ingested), and plastic inert matrix as a support.

F. Microbiologicals:  

None of the components (raw materials and final products) above yielded positive results for bacterial or parasites growth.  The techniques used for such determination involved agar plates growth at 37’C, 25’C with or without CO2 in the appropriate agar and conditions.  Also, there were no traces of parasites or their eggs by microscopy.

G. Wrapping:  Aluminum foil (inert)

5.2 SENSITIVITY AGAINST IN HOUSE STANDARD

NOTE: The in house standard is always referred to an international standard.

STANDARDS:  Center for Disease Control (CDC, FDA) Purchased from “Boston Biomedica, Inc.” 375 West Street, West Bridgewater, MA 02379. Patient Specimens.

	HIV 1&2 Rapid Test
	Patient Positive to HIV 1&2
	Patient Positive to HCV
	Patient Positive to HBV
	Patient Positive to CMV

	POSITIVE  RESULTS
	50
	0
	0
	0

	NEGATIVE RESULTS
	0
	0
	0
	0


5.3 STABILITY STUDY AT +37’C FOR 30 DAYS

Example:  Three new lots  samples are incubated at 37’C for four weeks.

Every week one of these samples is tested

Sensitivity must remain unchanged at all temperatures with in house standards

International Standard from CDC (Center for Disease Control, FDA)

6. Notes:

The best results for sensitivity of the test are given between 15’C and 28’C

7. LIMITATIONS OF THE PROCEDURE:

Biological false negatives can occur at very early stages of the disease since the amount of antibodies of the patient may be too low for this test.

False positive results may occur due to high amount of lipids in the sample, or a strong auto-immune disease in the patient, or high hormone concentrations or narcotic addiction.

8. SOURCES OF ERROR:

Blood, plasma or serum containing excessive concentration of anticoagulant or lipids may yield unreliable results.

Rotator malfunction, excess or lack of sample, cold reagents (plasma or serum), cold room temperatures and outdated device may lead to unreliable results.
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CAUTIONS:

All material used in connection with the test kit was tested by an approved procedure for the presence of the HIV, HIV 1&2 and HBV virus and found negative.  Handle cautiously as potentially infectious.  Handle patient samples in the laboratory / medical practice as potentially infectious. 

10. FINAL RESULTS

	FINAL RESULT
	PASSES / NOT PASSED
	Signed / Date:

For Quality Control Dept.
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