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	SUBJECT:
	QA PERFORMANCE CHECK ACTIVITIES FOR CHEMISTRY   


I. POLICY:


Per CAP guidelines, instruments / testing will be checked for performance in these areas:

A. allowable carryover

B. accuracy of dilutions

C. correlation between two or more instruments or methodologies performing the same testing 

D. method comparisons for the same test performed by different methodologies

E. calculation verification

F. linearity/ verification studies

G. COBAS  cross lot validation/qualitative cut-off verification 
H. thermometer checks

I. equipment checks, including analytical balance accuracy
J. All qualitative tests require low limit of detection performed every 60 days (molecular testing)
K. Delta flags
L.

Performance verifications after major maintenance or service, after relocation to ensure that instrument 

is performing to expectations and within the defined manufacture’s limits.
II. PURPOSE:


To establish quality assurance of the performance of instrumentation / testing in the laboratory.
III. POLICY SCOPE
The scope of this policy applies to all Laboratory staff that prepares or performs testing on laboratory specimens at UnityPoint Methodist.

IV. GENERAL INFORMATION:

A. Carryover studies will be performed on automatic pipetting systems, a minimum of once yearly. 

B. Automatic Dilution Process Validations will be performed a minimum of once yearly. 

C. Instrument and/or Method Correlation studies will be performed a minimum of twice yearly.

D. LIS Calculation Verifications will be performed a minimum of once yearly.

E. Analytical Measurement Range (AMR) Validation will be performed a minimum of twice yearly.

F. COABS cross-lot validation/qualitative cut-off verification verified every 60 days or after lot changes in MasterMis.
G. Thermometers will be checked against a NISTcertified thermometer a minimum of once yearly.

H. Refrigerator(s) and freezer(s) will be monitored daily, and documented on appropriate worksheet.

I. Biomed will perform the analytical balance checks annually.
V. PROCEDURE
A. Any instrument which uses a common probe in its automatic pipetting system must be checked for carryover. Samples with high and low values are saved to use in the study, or CAP Carryover Survey samples will be utilized.  A template is available to follow which illustrates the placement of  high and low specimens on the instrument for the study. Allowable carryover is 5%. Results are given to the clinical chemist for review and approval.

B. Automatic Dilution Process Validation, samples with high values are saved, or QC material may be used.   All dilutions available at the instrument must be checked.  Low dilutions may be checked by scheduling the instrument dilution and checking the result versus the instrument neat value. Higher dilutions may be checked by scheduling the instrument dilution versus a manual dilution. Manual dilutions will be performed concurrently with analyzer dilutions.  Results are given to the clinical chemist to calculate % differences and approve.

C. Instrument and Methodology Correlation studies are done by performing a minimum of five samples of any analyte performed on both instruments/methods on the same day, using the same lot number of reagent on both instruments. Results are given to the clinical chemist for plotting and approval.

D. Calculation verification is done for every mathematical calculation performed by the computer system. A dummy patient is ordered for each of these calculations. The computer results of the dummy patient are checked for accuracy by performing a manual calculation.  Results must match exactly.

E. AMR Validations may be done with PT materials, verifiers, or calibrators. The Immulite instrument requires verifier material which must be ordered from the manufacturer. Results should be sent to Siemens for approval. On the Vista instruments calibrator material is used.  The calibrator material should be fresh. A well should be blown before performing. Order either a verifier or a linearity, depending on the analyte to be tested. If the instrument indicates “pass,” the results are valid. Results should be given to the clinical chemist for review.

F. COBAS cross lot validation will be performed using known positive and negative samples.  Qualitative cut off verification will be performed every 60 days or after lot changes in MasterMix. Positive reference materials using dilutions will be used to verify the defined limit of acceptability.
G. Every thermometer in use should have its accuracy checked against a certified NIST thermometer. Any thermometer not in compliance should be taken out of service.

H. Daily refrigerator and freezer temperature checks will be performed and documented on appropriate worksheet for monthly review.

I. Biomed will come to laboratory to perform the verification of accuracy of the analytical balance according to the manufacturer’s guidelines. Standard ANSI/ASTM class weights are available in the department and used when verifying accuracy of analytical balances at defined intervals.  They will obtain the records and can pull them upon request.

J. If there is a delta flag due to possible interferences, clinical changes in patient’s health, poor sample collection, blood transfusions or analyzers issues, you must review the following steps to ensure accurate testing is being released..  




1.
Review the previous result in LIS




2.
Confirm: is this the correct patient sample or was there a patient misidentification?





3.
Did the analyzer sample the specimen correctly?





4.
Sample quality issues?  Was the sample centrifuge correctly  in a timely manner?





5.
Was the sample stored properly until testing could be performed?





6.
Review the daily QC to ensure quality testing.





7.
Does the result correlate with the patient’s clinical picture?  Call the floor and review with the 




RN.   For example, a dialysis patient BUN and Creatinine drop after the patient was dialyzed. 





8.
Review with clinical pathologist if needed. 


K.

Performance verifications will be performed after major maintenance, service or relocation of analyzer. 


By utilizing the following steps:  









Recalibration of methods, 






Perform daily QC  





If feasible, rerun 10 patients that had testing performed prior to major service or relocation.  If 




unable to perform due to stability or other extenuating circumstances, consult with pathologist on 




further testing.
V.   MAINTENANCE AND STORAGE

A. All policies and procedures are reviewed every two years, (except for Safety procedures which are yearly) by Laboratory Administration and or the Medical Director of the Laboratory or designee when there are changes in practice standards, or requirements.

B. All policies and procedures are reviewed every two years (except for Safety procedures which are yearly) by staff or at the time new or revised ones are put in effect.

C. All policies are retained 8 years after being discontinued or revised.

D. All procedures are retained 2 years after being discontinued or revised
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	REVISION HISTORY 

	Rev
	Description of Change
	Author
	Effective Date

	1 
	Added qualitative tests requirements for low level of detection
	A Cox/ S Burton
	05/28/14

	2
	Removed GC/CT inhibition protocol; Replaced with Cobas cross-lot/Master Mix protocol.
	D Roth
	05/25/16

	3
	Added information for analytical balance accuracy
	S Burton
	07/25/16

	4
	Added  Standard ANSI/ASTM class weights are available in the department and  used when verifying accuracy of analytical balances at defined intervals
	A. Gibbs
	08/17/17

	5
	Added Delta checks
	A. Gibbs
	09/22/17

	6
	Updated the delta checks section and added Performance verifications 
	A.Gibbs
	05/17/18
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