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ACCUMETRICS VERIFYNOW QUALITY CONTROL FOR P2Y12 TEST
	Purpose
	This procedure provides instructions for the performance of Quality Control for P2Y12 on the Accumetrics VerifyNow analyzer.

	
	

	Policy
	· Electronic Quality Control (EQC) must be run daily prior to instrument use to monitor the performance of the analyzer during which the software will verify instrument optics performance, reagent mixing and instrument pneumatics.  It also confirms correct calibration parameters and simulates testing at two levels of results to check correct data acquisition and calculations.
· Both levels of Wet Quality Control (WQC) must be run before the first use of each new lot and new shipment of test device kits.
· Both levels of Wet Quality Control (WQC) must be run every 30 days.

	
	

	Safety or Special Safety Precautions 
	All laboratory employees are expected to maintain a safe working environment and an injury-free workplace.  Laboratory employees are responsible for their own safety and the safety of others and adhering to all departmental and medical center safety policies and procedures.

· For standard precautions and safety practices in the laboratory;  see LGM 8000, specifically, but not limited to, equipment safety, proper body mechanics, sharps exposure and proper use of personal protective equipment (PPE).

· For Universal Body Substance precautions, see LGM 8005, specifically, but not limited to, exposure to body fluids.

· For proper hand washing, see LGM 8010, specifically, not limited to, proper hand washing.

· For proper infection control, see LGM 8004, specifically, but not limited to, proper use of gloves.

· For proper handling of regular and infectious waste, see LGM 8006, specifically, but not limited to, proper disposal of regular and biohazardous waste.

· For proper cleaning of work area, see LGM 8007 – Cleaning Work Areas.

· For proper handling of chemicals and reagents, see the Chemical Hygiene Plan.

· For proper storage and disposal of chemical hazardous waste, see LGM 8012.
________________________________________________________________


	Materials and supplies


	· Electronic Quality Control Device (EQC)
· Wet Quality Control (VerifyNow Assay WQC), consisting of diluent tubes and pellets.
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	Procedure:
	Follow the steps below on how to process Quality Controls
Procedure to perform an EQC:

	
	
	

	
	Step
	Action

	
	1
	· From the Main Menu, Press the QC key. Wait for the image of the device to display

	
	2
	· Remove the EQC device from the storage bay on the right side of the instrument. Open the cover and using the finger grip, insert the EQC device into the test device port until it clicks. The instrument will produce two audible beeps. Close the cover to the test port.

	
	
	· NOTE:  The instrument will automatically proceed with the EQC test. A countdown screen will display while electronic quality control is in progress. When the electronic quality control is complete, the instrument will prompt the user to completely remove the EQC device from the test port. 

	
	3
	· Open the cover. Remove the EQC device and return it to the storage bay. Close the cover.

	
	4
	· After an EQC device is completely removed from the port, the instrument will beep and a calculation screen will display briefly prior to displaying the final result. Wait for the electronic quality control result to display.

	
	5
	· If the instrument is operating within its specifications, PASS will display at the conclusion of the testing. In addition, numeric values will be reported for the diagnostics, along with the acceptable range for each parameter. When the EQC is complete, press the NEXT key to return to the main menu.

	
	
	· NOTE: If there is a problem detected during the EQC process and the instrument is not operating within its specifications, a FAIL message will display. The failed parameter(s) will be indicated by an arrow to the right of the measured value(s). Press the NEXT key and perform the corrective action described. When the corrective action is completed, repeat the EQC. If diagnostic failure displays a second time, record the name of the parameter(s) and contact Technical Support.
· Document all EQC results in the P2Y12 EQC result form.
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	Procedure:
	Procedure to perform WQC:

	
	
	

	
	Step
	Action

	
	1
	· From the Main Menu, Press the QC key. Wait for the image of the device to display. The Insert Cartridge screen will display.

	
	2
	· Open the foil pouch and remove the test device just before use. Hold it by finger grip.

	
	3
	· Remove the needle’s protective sheath by pulling directly up on the sheath. Do not twist the sheath, as this may remove the needle.

	
	4
	· Open the cover. Using the finger grip, insert the test device into the test device port until it clicks.

	
	5
	· If the test device is the first from a new lot, the instrument will display a bar code screen as soon as the test device is inserted into the port and the device spot code is read. Position the barcode of the test device pouch in front of the bar code scanner on the left side of the instrument so that the bar code on the bottom edge of the pouch lines up with the scanner window. Move the pouch both towards and away from the red barcode light. An audible beep will be heard when the instrument reads the information. Press the Retry key if you are unable to scan the bar code the first time. After the bar code has been scanned once, the instrument will accept all remaining test devices from that lot without displaying the bar code screen.

	
	6
	· Prepare the WQC Sample
a. Level 1: Control Level 1 is ready to use as provided.

b. Level 2: Remove the stopper from the tube containing the Level 2 Control diluent by twisting and pulling the cap simultaneously.

c. Add the Level 2 Control pellet to the Level 2 control diluent and replace the stopper by pressing and turning simultaneously.

d. Invert the tube gently 5 times to mix.

	
	7
	· At the prompt, insert the diluent tube onto the device needle. Close instrument cover. The testing will automatically begin. 

· Caution: The sample is under pressure once it is inserted onto the device needle. Do not remove the test device or control tube from the instrument until the test is completed.

	
	8
	· The instrument will run the test and display the result.

	
	9
	· Print or record the result and return to the Main screen.

	
	10
	· Open instrument cover. Remove the test device into the device port by grasping the device finger grip and pulling straight up. Do not remove the tube from the test device. Close instrument cover.
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                     Procedure to perform WQC, continued


	
	11
	· Discard the used test device and quality control tube as biohazard waste.

	
	12
	· The instrument is ready to test the next sample.

	
	13
	· Determine that the WQC result is within the acceptable range of values printed on the test device pouch provided with the test.

	
	14
	· If the WQC is in control, proceed with the testing of patient samples. If the WQC result does not fall within the stated range, perform an EQC test to ensure that the equipment is working properly. If the EQC is OK, prepare a new WQC sample and repeat the WQC procedure with a new test device. If the WQC result fails on the second attempt, contact Accumetrics Technical Support.
· Do not test patients until QC failure is resolved.

	
	
	· NOTE: VerifyNow P2Y12 test devices are calibrated by the manufacturer at the factory. This calibration information is contained in the barcode on the pouch of each test device.

· The barcode must be scanned whenever a new lot of test devices is to be tested. After that no additional calibration is performed by the user,

· Calibration verification is performed by the use of wet Quality Control materials with every new lot of reagent and at specified time intervals. Tests of platelet function are non-linear, and no additional calibration verification is required.

· Document all WQC results in the P2Y12 WQC result form.


Non- Controlled

Documents            The following non-controlled documents support this procedure

· Operators Manual
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	Controlled Documents
	The following controlled documents support this procedure.

	
	

	
	Procedure
	Number

	
	Accumetrics VerifyNow Sample Processing for P2Y12 test
	LCM 286

	
	Safety Policies
	LGM 8000

	
	Infection Control
	LGM 8004

	
	Universal Body Substance Precaution
	LGM 8005

	
	Handling of Regular and Infectious Waste
	LGM 8006

	
	Cleaning Work Areas
	LGM 8007

	
	Hand washing Policy
	LGM 8010

	
	Storage and Disposal of Chemical  Hazardous Waste
	LGM 8012


	Author                  Aida R. Legaspi, CLS
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