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	NAME OF THE PRODUCT

Smart Check

HIV-1/2


	TYPE OF TEST

RDT
	SUPPLIER

Gmed
	LOT NUMBER

HIV30315
	EXP. DATE

03/2005

	Q.C. DATE

April 15, 2003
	PERFORMED BY

Richard Todd
	QUANTITY OF DEVICES/WELLS USED FOR QC

16
	RESULT

Passed QC



	FOR ELISA TESTS, QC SHOULD RUN 2 WELLS WITH THE CONTROLS  (CALIBRATORS, STANDARDS) INCLUDED IN THE KIT AND –IF POSSIBLE- TWO WELLS WITH POSITIVE SAMPLE. 

FOR RAPID TESTS, QC SHOULD RUN A POSITIVE AND NEGATIVE CONTROL, TWO CASSETTES OF EACH.

IF THE QC IS FOR A DEVICE CLASS III (HIV, HEPATITIS –ANY OF THEM- HERPES, HTLV, AFP) IT IS REQUIRED TO FILL OUT THE BELOW INFORMATION.  ELISA TESTS SHOULD INCLUDE AT LEAST THE POSITIVE AND NEGATIVE CONTROLS, TWO WELLS OF EACH.

FOR RAPID CASSETTES/STRIPS (CLASS III) THE QC SHOULD USE AT LEAST 5 CASSETTES FOR SERUM/PLASMA AND 5 CASSETTES FOR WHOLE BLOOD (WHEN APPLICABLE), USING THE BELOW CONTROLS

	Negative control


	Source / Supplier
	Lot number
	Revision date of the INSERT you followed to perform the test



	Seroconverter Positive control related to the device to QC


	Source / Supplier
	Lot number

	Positive control not related to the disease


	Source / Supplier
	Lot number

	Positive control not related to the disease plus Seroconverter Positive control related to the device to QC


	Source / Supplier
	Lot number


	(CONTINUATION)

	OBSERVATIONS / COMMENTS / MISSING COMPONENTS:

(ATTACH ON THIS OR ON A SEPARATE PAGE THE RESULTS OF THE ELISA QC)

The variation testing of this device was performed, to the possible miss running of this Assay. Not following Test Procedure of the Technical Insert.

 For internal use only.

Protocol:

4 Specimens:

2 Negatives

2 Positives

4 Devices/Specimens:

                       Drop approx. 25(l         Drop approx. 40(l
 Device            Specimen # drops      Buffer # drops

    1                              1                                4

    2                              2                                3

    3                              3                                2

    4                              4                                1

All results were acceptable through the different Specimen/Buffer combinations, no notice of decline in intensity of the test or control line. Results were within the proscribed time Limits (Lines were visible days later)
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