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	/INTENDED USE
	SUMMARY AND EXPLANATION
	PRINCIPLE OF THE PROCEDURE
	REAGENTS AND MATERIALS PROVIDED
	WARNINGS AND PRECAUTIONS
	 For in vitro diagnostic use
	 Treat specimen samples as potentially biohazardous material. Follow Universal Precautions when handling contents of this kit and any patient samples.
	 Use the supplied reagents as an integral unit prior to the expiration date indicated on the package label.
	 Store assay reagents as indicated.
	 Do not use Coated Strips if pouch is punctured.
	 ProClin 300 is used as a preservative. Incidental contact with or ingestion of buffers or reagents containing ProClin can cause irritation to the skin, eyes or mouth. Use good laboratory practices to reduce exposure. Seek medical attention if symptoms are experienced.
	 The Stop Solution for this product assay is 2N H2SO4. Avoid contact with eyes, skin, and clothing. If contact is made, immediately rinse affected area with water.
	 Each donor unit used in the preparation of the standards and control sera of this product was tested by an FDA-approved method for the presence of antibody to human immunodeficiency virus (HIV1 and HIV2) and to hepatitis C virus, as well as for hepatitis B surface antigen. Since no test method can offer complete assurance that infectious agents are absent, these reagents should be handled at Biosafety Level 2 as recommended for any potentially infectious human serum or blood specimen in the Centers for Disease Control/National Institutes of Health manual “Biosafety in Microbiological and Biomedical Laboratories,” 2007.
	 Proper collection and storage of test specimens are essential for accurate results (see SPECIMEN COLLECTION AND STORAGE).
	 Avoid microbial or cross-contamination of specimens or reagents.
	 Do not use a microassay well for more than one test.
	 Decontaminate all specimens, reagents, and materials by soaking for a minimum of 30 minutes in a 1:10 solution of household bleach (sodium hypochlorite) or autoclave at 121°C for 30 minutes at 15 psi.
	 Using incubation times and temperatures other than those indicated in the Procedure section may give erroneous results.
	 The TMB Substrate must be protected from light during storage and incubation. Avoid contact with eyes, skin, and clothing. If contact is made, immediately rinse affected area with water.
	 Do not allow microassay wells to dry once the assay has begun.
	 When removing liquid from the microassay wells, do not scrape or touch the bottom of the wells.
	 Heat-inactivated specimens may yield erroneous results.
	 Hyperlipemic or contaminated specimens may give erroneous results.
	 To avoid aerosol formation during washing, use an apparatus to aspirate the wash fluid into a bottle containing household bleach.
	 A wash bottle or automated filling device should be used to wash the plate (ASSAY PROCEDURE, Step 8). For best results, do not use a multichannel pipette to wash the microassay plate.
	Selecting the Microassay Strips
	1. Record the microassay well positions corresponding to the blank well(s), all test samples, Standards, and Controls as well as the indicated lot numbers from the vial labels. Label one corner of the Microassay Plate for orientation.
	2. Prepare the microassay strips as follows:
	a. Rehydrate microassay wells by adding approximately 300 µL of Wash Solution to each well using a wash bottle or automated filling device.
	b. Incubate at 15°C to 30°C for two minutes.
	c. Remove the liquid from each well.
	d. Invert the plate and tap firmly on absorbent paper twice to remove any remaining liquid.

	3. Select one or more wells to serve as a blank. Add 100 µL of Specimen Diluent to the well(s) that will be used to blank the plate reader.
	4. Add 100 µL of each SC5b 9 Standard (A, B, C, D, E) to duplicate wells. Note: The standards have already been diluted and are ready to use.
	5. Add 100 µL of both the SC5b-9 High Control and SC5b 9 Low Control to duplicate wells. Note:  The controls have already been diluted and are ready to use.
	6. Add 100 µL of each diluted specimen to its assigned microassay well. (See REAGENT PREPARATION, Specimen Dilution).
	7. Incubate at 15°C to 30°C for 60 ± 1 minutes.
	8. Wash the microassay wells as follows:
	a. After the incubation in step 7 (or in step 10 below) remove the liquid from each well.
	b. Add approximately 300 µL Wash Solution to each well using a wash bottle or automated filling device.
	c. Incubate the wells for 1 minute at 15°C to 30°C.
	d. Remove the liquid from each well.
	e. Add approximately 300 µL Wash Solution to each well.
	f. Remove the liquid from each well.
	g. Repeat steps e-f three additional times.
	h. After the fifth wash cycle, invert the plate, and tap firmly on absorbent paper twice to remove any remaining liquid.

	9. Using a multichannel or repeating pipette, dispense 50 µL of SC5b 9 Plus Conjugate into each washed test well, including the blank well(s).
	10. Incubate the microassay strips at 15°C to 30°C for 30 ± 1 minutes.
	11. Wash the microassay wells after the 30-minute incubation (step 10), as described under ASSAY PROCEDURE, step 8.
	12. Immediately following the wash procedure, dispense 100 µL of the Substrate Solution into each well, including the blank(s).
	13. Incubate the microassay strips at 15°C to 30°C for 15 (± 1) minutes.
	14. Add 100 µL of Stop Solution to each well to stop the enzymatic reaction. The Stop Solution should be added to the wells in the same order and at the same rate as the Substrate Solution. Gently tap the plate to disperse the color development evenly. NOTE:  Optimal results may be obtained by using the plate reader’s auto-mix function (if available) just prior to reading the plate.
	15. Determine the absorbance reading at 450 nm (A450 value) for each test well within 30 minutes after the addition of the Stop Solution (step 14), making the necessary blank correction.
	16. Determine the concentration of samples and Controls from the standard curve.
	17. Dispose of the remaining diluted specimens and controls and the used microassay strips (see WARNINGS AND PRECAUTIONS).


	QUALITY CONTROL
	INTERPRETATION OF RESULTS
	PERFORMANCE CHARACTERISTICS
	Precision
	Linearity

	To place an order or for technical support, please contact a Quidel Representative at 800.874.1517 (in the U.S.) or 858.552.1100 (outside the U.S.), Monday through Friday, from  8:00 a.m. to 5:00 p.m., Eastern Time. Orders may also be placed by fax at 740.592.9820. For e-mail support contact customerservice@quidel.com or technicalsupport@quidel.com.
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