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In response to customer requests, Helena is pleased to provide the text for procedural package inserts in a digital format editable for your use.  The text for the procedure you requested begins on page three of this document.  Helena procedures contain the content outlined in the NCCLS (GP2-A#) format, except in the order sequence required by FDA regulations.  As the NCCLS format is a guideline, you may retain these procedures as developed by the manufacturer (adding your title/authorization page) or manipulate the text file to produce your own document, matching the NCCLS section order exactly, if preferred.

We also provide the procedure in an Adobe Acrobat PDF format for download at www.helena.com as a “MASTER” file copy.  Below are the specifications and requirements for using these digital files.  Following the specifications is the procedure major heading sequence as given in the FDA style.  Where there is a difference in order, or other notation in the outline, this will be indicated in braces { }.


WHAT YOU NEED TO KNOW:

1)	These files represent the most current revision level to date.  Your current	product inventory could contain a previous revision level of this procedure.

2)	The Microsoft Word document provides the text only from the master procedure, in a single-column format.

· It may not contain any illustrations, graphics or captions that may be part of the master procedure included in the kit.

· The master procedure may have contained special formatting characters, such as subscripts, superscripts, degree symbols, mean symbols and Greek characters such as alpha, beta, gamma, etc.  These symbols may or may not display properly on your desktop.

· The master procedures may also contain columns of tabbed data.  Tab settings may or may not be displayed properly on your desktop.

3)	The Adobe Acrobat PDF file provides a snapshot of the master procedure in a printable 8.5 x 11” format.  It is provided to serve as a reference for accuracy.

4)	By downloading this procedure, your institution is assuming responsibility for modification and usage.
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(EQC) Test Card
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1 EQC Test Card
INTENDED USE
The Electronic Quality Control (EQC) Test Card is used with the Cascade Abrazo analyzer to help ensure that the electronic components of the analyzer are working properly. It is intended for use as part of a daily quality control regimen by trained medical professionals. The EQC Test Card is intended to supplement the quality control plasma, but not as its replacement.
The EQC Test Card is a reusable quality control test card intended for repeated use on one instrument. It can be used for up to 600 tests or six months after first use. Place the EQC Card into the EQC Renew Sleeve for storage after each test run. If one card is used on multiple instruments, the total usage must be limited to 600 EQC runs of all 3 levels.
SUMMARY
Routine quality control testing and tracking are part of a comprehensive quality assurance program. Abrazo products make routine quality control convenient and affordable. It is recommended that once during each shift the analyzer is used, three levels of quality control checks be performed on the analyzer, using the EQC Test Card, to assure optimum analyzer performance. Two levels of control plasma should be run periodically as a method of assuring the accuracy of specific thrombosis test results.1
PRINCIPLE
The EQC test card is similar in appearance to the Abrazo reagent test cards. The reaction area on the front of the EQC card is composed of a magnetic material. No sample is added to the card.
A 2D barcode on the back of the EQC card contains lot-specific information, such as test type, lot number, and calibration parameters. The analyzer reads this information upon initiation of a test.
The analyzer produces an oscillation magnetic field, using  an electromagnet with an alternating field and a thin permanent magnet mounted at a right angle above it. As soon as the EQC Test Card is inserted into the analyzer, the test begins. The reaction chamber of the card is illuminated with light from a light emitting diode mounted adjacent to a light detector. This light reflects off the test card surface and is measured. The electromagnet cycles off and on once every second. Particles in the magnetic film stand up when the magnet is on, causing more light to reflect off the card, and fall down when it is off, causing less light to reflect off the card. This particle movement produces the signal.
Information encoded on the EQC test card turns the electromagnet off at 30, 90, and 270 seconds. The analyzer then reports clotting time and signal strengths at these time intervals.
The EQC Test Card must be stored in a protective sleeve designed to evenly disperse the magnetic particles in the EQC card. This helps prevent signal strength failures and allows for an accurate assessment of the electromagnet and optics in the instrument. The EQC Renew Sleeve is not disposable and can be used with each new lot of EQC cards.
CARD COMPONENTS
For in vitro diagnostic use only.
The EQC Test Card contains a magnetic film placed in the reaction chamber area.	
CAUTION! POTENTIAL BIOHAZARD: Once used in the analyzer, the EQC Test Card has been exposed to biohazardous materials. Handle the EQC card and the Renew Sleeve according to normal procedures for biohazards. When necessary to wipe off the EQC Test Card, use a soft disposable wipe and warm water. Do not use chlorine or solvents to clean the card.
Storage: Store the EQC Test Card at a temperature of 15 to 30°C (59–86°F). It is recommended that the card be stored in the EQC Renew Sleeve or the Docking Station after each test cycle. Store away from strong sunlight and magnetic fields. The EQC Test Card may be used up to six months after the date of first use. Using a permanent marker pen, record the date of first use and 6 months from that date as the expiration date in the space provided on the back of the card.
SPECIMEN COLLECTION AND PREPARATION
No specimen is used with the EQC Test Card.
PROCEDURE
Materials Required But Not Provided:
•	Cascade Abrazo analyzer- Cat. No. 5710
•	Cascade Abrazo Operator’s Manual
•	Cascade EQC Renew Sleeve - Cat. No. 5849
STEP-BY-STEP
1.	At the MAIN MENU screen, press the QC TEST button. The QC TYPE screen appears with the two types of QC tests available.
2.	Press the EQC button. The ABRAZO prompts the user to scan the barcode on the back of the EQC card.
3.	When prompted, insert the EQC test card. The analyzer warms the card before performing the EQC test.
4.	An hourglass is displayed above the message, TESTING IN PROGRESS, while the test is being performed.
5.	At the end of this test, Result 1 clotting time count (CT) and the signal strength are displayed on the screen. The CT results represent the clotting time returned by the algorithm analyzing the AC signal collected from the EQC test card. After the RESULT SCREEN is displayed, the analyzer will automatically proceed to the next test level.
6.	The EQC TEST IN PROGRESS screen displays. At the end of this test, Result 2 EQC clotting time and signal strength are displayed. The analyzer will continue to the next test level.
7.	At the end of this test, Result 3 EQC clotting time and signal strength are displayed. If the test was valid, it will display EQC PASSED on the screen. Click the ACCEPT RESULTS button to accept the results.
8.	The unit prompts the user to remove the EQC card and returns to the Main Menu.
9.	If any of the three tests fails, place the card into the EQC Renew Sleeve or Docking Station and then repeat the EQC test. If the test results continue to fall out of range, contact a supervisor qualified to resolve the problem, or contact your analyzer distributor.
10.	Return the EQC to the sleeve for storage after each test cycle.
Procedural Notes
•	The analyzer is preset to provide a constant temperature of 37 ± 0.3°C (98.6 ± 0.5°F) and will automatically prewarm the test card. All other calibrations necessary are encoded on each test card. Refer to the operator’s manual for details.
•	To maintain a fully charged battery, leave the unit plugged into its power supply which is, in turn, plugged into an AC outlet. 
•	The Operator Identification and the Quality Control Lockout are optional features. Refer to the operator’s manual if either of these features has been enabled.
•	Operate the analyzer only at room temperatures between 15 to 32°C (59 to 90°F).
VIEWING EQC RESULT RECORDS
1.	From the MAIN MENU screen, press DATA REVIEW.
2.	From the DATA REVIEW screen, press EQC DATA.
3.	The EQC HISTORY screen appears listing all results starting with the most recent test. If this is the first time use, the screen will be empty. If not, the data will be listed by the date and time of the test.
4.	Each time the EQC card is run, 3 levels of values are generated along with the date/time stamp.
5.	Using the up and down arrows, find the desired QC test and select it. The EQC level number, lot number and date and time are shown full screen.
6.	Pressing either the back arrow or the additional data button returns the unit to the EQC history screen.
QUALITY CONTROL
Calibration: Operator calibration is not required. Calibration of both the analyzer and EQC card was performed at the time of manufacture.
Routine Quality Control: Each day of use, verify that the date and time displayed on the analyzer are correct. Reset if necessary. Refer to the operator's manual for detailed instructions.
The microprocessor in the analyzer automatically monitors the parameters necessary for accurate testing. If the analyzer detects an error during the performance of a test, it will display an error message. Refer to Section 10 of the operator's manual for details and an explanation of error messages.
PERFORMANCE CHARACTERISTICS
Four EQC cards were tested on 4 Abrazo units 1 time a day for 20 days following the CLSI Guideline EP05-A2.2 The range of clotting times values is shown in the table below. These ranges are given for illustrative purposes only.
EQC Test
Level		1	2	3
Mean (sec) 	30.3	90.4	270.4
SD (sec) 	0.3	0.3	0.3
CV(%) 		1.0	0.3	0.1
RESULTS
The clotting time results for periodic testing of the EQC test card should fall within the reference ranges shown below. The analyzer will automatically report an error message if either the clotting time or the signal strength values are out of range. Acceptable ranges are encoded on the card.
			 	Acceptable clotting
EQC Test	Maximum error (sec)	% Error	time range (sec)
	1 	0.9 	3.0 	29.1  - 30.9
	2 	2.7 	3.0 	87.3  - 92.7
	3 	8.1 	3.0 	261.9  -	278.1
The EQC card checks three clotting time levels, 30, 90, and 270 seconds and reports clotting time. An internal signal is generated by the EQC test card during testing. An EQC signal greater than or equal to the Target Signal Value encoded in the EQC test barcode indicates the Cascade Abrazo is operating properly. At the completion of the EQC test, a Pass or Fail condition is reported and the clotting time for the last completed level is displayed.
BIBLIOGRAPHY
1.	Clinical And Laboratory Standards Institute. Point-Of-Care In Vitro Diagnostic (IVD) Testing; Approved Guideline. CLSI Document POCT4-A2, Vol. 26, No. 30, 2006.
2.	Clinical and Laboratory and Standards Institute: Evaluation of Precision Performance of Quantitative Measurement Methods: Approved Guideline. CLSI Document EP05-A2, 2004.
For Sales, Technical and Order Information and Service Assistance, call 800-231-5663 toll free.
Helena Laboratories warrants its products to meet our published specifications and to be free from defects in materials and workmanship. Helena’s liability under this contract or otherwise shall be limited to replacement or refund of any amount not to exceed the purchase price attributable to the goods as to which such claim is made. These alternatives shall be buyer’s exclusive remedies. 
In no case will Helena Laboratories be liable for consequential damages even if Helena has been advised as to the possibility of such damages. 
The foregoing warranties are in lieu of all warranties expressed or implied including, but not limited to, the implied warranties of merchantability and fitness for a particular purpose.
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