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            Purpose
Quality control testing for central laboratories and ancillary testing sites are mandated by JCAHO, CAP and the Clinical Laboratory Improvement Amendments of 1988 (CLIA ’88).  This procedure describes the basic steps taken to perform quality control testing on the ACCU-CHEK Inform II system.  
Control testing is performed on the assumption that the system’s linearity has been validated. Accurately testing known levels of glucose ensures that the system and the operator’s technique used in testing will give accurate results on patient tests. Control solutions have defined (known) values. The results for these solutions must first fall within a certain acceptable range in order to allow valid patient testing. 

Sample
ACCU-CHEK Inform II low and high glucose controls are used for quality control testing, one for the hypoglycemic range (control 1) and one for the hyperglycemic range (control 2).
Equipment

ACCU-CHEK Inform II meters – fully charged and coded to the test strip lot you intend to use.

Accu-Chek Inform II test strips (cat. no. 05942861001)
Test strips must be stored at room temperature.  Do not refrigerate.  Test strips are stable until the expiration date on the vial.  Test strips must be stored in the same capped vial in which they were packaged, and the vial cap must be immediately replaced after removal of a test strip.

Accu-Chek Inform II controls (cat. no. 05213509001)- Control solutions expire on the date printed on the vial label, or 3 months from opening, whichever comes first. Store at 39-86F (4-30C). The control solution does not need to be kept in the refrigerator.
Reagents are not to be used past their expiration date.  
Special Safety Precautions

Do not ingest.  Seek immediate medical attention if swallowed.
Frequency of QC
1. Control tests are performed every 24 hours with “lock out” occurring at 3 AM.

2. Control testing should also be performed in the following circumstances:

a. When the patient’s blood glucose results are in question.

b. When a new vial of test strips are opened 

c. When the instrument readings are in question.

d. If the meter is dropped or damaged.

e. If the cap is left off the vial of strips or strips are incorrectly stored.
The Inform is set up to store the following information about each quality control test:

Test result

Operator ID

Control Level

Control Lot Information

Test Strip Code Information

Test Time and Date

Comment Code
Record room temperature (min/max) and humidity each day of use.

Procedure
	STEP
	ACTION    

	1.
	Turn on the ACCU-CHEK Inform II meter.  Scan your operator barcode.  NOTE: If the operator ID you enter is not accepted, attempt to re-enter it.  If it is still rejected, contact the Ancillary Testing Coordinator.  DO NOT attempt to perform tests under another operator’s ID. 

	2.
	From the Main Menu, touch Control Test.

	3.
	If Control Lockout has occurred, the control level(s) that is required to be run to eliminate the lockout will have the word “REQUIRED” beside it.  Select the level of control that you wish to test.  The meter can also automatically select the appropriate level by simply scanning the bottle and not selecting it first.

	4.
	The meter will display a picture of a test strip with a downward flashing arrow on the meter indicating that you are ready to insert a test strip into the meter. Remove a test strip from the vial and immediately recap the vial. Insert the test strip into the meter in the direction of the arrows and with the “ACCU-CHEK” lettering facing upward. Wait for the meter to display a flashing red drop above the test strip icon indicating that the control solution may be applied.  (applying too early may result in an error code-“type bad dose”).

Note: Insert the test strip before dosing.

	5.
	Wipe the tip of the bottle with a lint free wipe if necessary.   Test control solutions the same way a blood sample is tested.  Apply control solution to the front edge of the test strip. The solution will fill the yellow sample chamber by capillary action. Do not apply sample to the top of the test strip. Once sufficient sample has been detected, the measurement begins. An hourglass icon indicates that the measurement is in progress. You will get an error message if the sample is insufficient. If this occurs, you will need to repeat the test.

	6.
	The measurement is complete when the result is displayed on the meter screen.  See the “Interpretation of Results” and “Troubleshooting” sections below for guidance on what to do if your result is “Fail” or shows an “out of range” message associated with the result.  Dispose of strip.

	7.
	Touch the comment button ( [image: image1.emf]) to enter an appropriate comment(s) as required. The list of preprogrammed comments is displayed as follows:  
Approved

Operator Error

See repeated control

Up to three programmed comments can be selected or a free text comment may be entered on the next screen.  Press the appropriate comment(s).

	8.
	Touch the [image: image2.emf]  button to confirm the result and comment(s) and place the meter in the base unit to transmit and record  the result into the electronic data management system. The base unit also charges the meter.

	9.
	Repeat with the other control.


Interpretation of Results
1. Results are displayed on the screen as “Pass” or “Fail”.  If a quality control test result falls within the acceptable range, it is acceptable to proceed with patient testing.

2. Any result that shows an “out of range” message or “Fail” is an indication that the system may not be performing correctly for patient testing.  Repeat that QC level up to 2 more times if necessary.   If the control is still out of range, do not use the Meter and notify the Ancillary Testing Coordinator.
3. Patient testing may not be performed if quality control testing results are not within acceptable limits and the meter will not display the patient testing option if scheduled quality control results exceed acceptable limits.
Record Retention
Quality control records will be retained for a minimum of two years.

Troubleshooting
Call ACCU-CHEK Customer Care at 1-800-440-3638 for assistance any time you have questions or concerns regarding the ACCU-CHEK Inform II system.

Sources of error:
1. Expired test strips or control solutions
2. Dried material on the tip of the control solution

3. Delayed testing after removing a test strip from the vial

4. Incorrect storage of test strips or control solutions

5. Incorrect control solution level used
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