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Policy
The analyzer must have a valid calibration in memory before controls and patients can be processed.
Procedure
CALIBRATION FREQUENCY:

· When you switch to a new reagent lot 
· When the active calibration has expired
· When quality control data indicates calibration is necessary
· When a major system component has been repaired or replaced
NOTES

· You must configure each new lot of calibrators, calibration controls, or controls before you can use them for a calibration.
	Step
	Action

	1.
	Go to the Sample Manager screen.  To get to this screen from the Main Menu, select Sample Manager F1.

	2.
	Enter the rack ID in the Rack ID field and press [Enter].

	3.
	Select Test Request F3 to display the Test Request screen.

	4.
	Select Request Calibration F6.

	5.
	Select the appropriate calibrator set, and then select OK F1.

	6.
	Place the calibration samples in the rack.

	7.
	Load the rack.

	8.
	To start calibration processing, select Run.


To add a calibrator, follow the steps below.

1. From the Main Menu press calibration (F5)

2. Press Calibrator Setup (F5)

3. Press Add Calibrator (F1)

4. Add calibrator by scan the calibrator barcode or type the code under barcode

5. Press ok if the information is correct

Refer to section 6.4 “Setting up Calibrators” in the Access II Operator Guide on information about editing, and deleting calibrators.

Reviewing calibration data

The calibration data screens serve four functions:

· View active, previous active, or last run calibration data

· Record or view comments about a calibrator

· Print the Calibration Data Report for the displayed calibrator

· Switch to using the previous active calibration
Note: A Calibration Data Report will automatically print at the end of calibration. An indicator of “passed” must appear in the upper right corner of the calibration data report before quality control and patient testing can commence. Any calibration that results in “failed” status must be investigated and resolved.
Refer to section 6.2 “Reviewing Calibration Data” in the Access II Operator Guide on information about the four functions above.

Frequency of calibration

Calibration should be performed with every new reagent lot and prior to its calibration curve expiration.  Stability of the calibration curve will varies depending on the assays.

BNP – 28 days

Estradiol – 14 days
HCG – 28 days

PTH I/O – 28 days

Troponin I – 56 days

Storage and Expiration
BNP – Store frozen (< -20°C) good for 30 days after initial use refrigerated (2-10 °C).
Estradiol – Store refrigerated (2-10 °C) good until expiration date.
HCG – Store frozen (< -20°C) good for 120 days if it is frozen after each use.
PTH I/O – Store refrigerated (2-10 °C), reconstitution using 1ml PTH reconstitution buffer, stable for 2 hours at room temperature after reconstitution.

Troponin I – Store frozen (< -20°C) good for 60 days after initial use refrigerated (2-10 °C).
References

Beckman Coulter Access 2 Quick Reference Guide, Sept. 2014
Beckman Coulter Access 2 package insert.
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