Test-specific SOP Example XC 22
Creatinine in Serum by IL 300 Plus Analyzer Procedure
Test Summary:

Creatinine is produced as a waste product through the conversion of creatine to phosphocreatine.  Because most of the creatinine is produced in the muscles, the amount of creatinine is proportional to the patient’s muscle mass. Serum creatinine is useful in the evaluation of kidney function and in monitoring renal dialysis.

Principle:

Creatinine is measured as a fixed timed chemical reaction using picrate (Jaffe reaction) in an alkaline environment to form an orange-red product. The increase in absorbance at 510 nm due to the orange-red complex is proportional to the creatinine concentration in the sample.

Specimen Handling and Preparation:

Serum is the specimen of choice.  The serum may be stored for 1 day at 2-8’C. 

Quality Control:

SeraChem 1 and SeraChem 2 are used for quality control.  Both controls will be run each day of use and anytime new reagent, regardless of lot number, is added to the system throughout the day.  If testing extends longer than 8 hours, this will be deemed as a second shift and both controls must be analyzed.

SeraChem Preparation

1. Gently tap bottle on counter top.  Remove cap and slowly remove stopper without spilling its contents 

2. Add 5.0 ml of dH20 and replace stopper

3. Gently swirl reconstituted material until all lyophilized contents are dissolved.

4. Label reconstitution date on bottle.  This information will be needed when preparing frozen aliquots 

5. Allow material to sit for 30 minutes at 15-30’C, periodically swirling bottle during this time.

6. Gently invert bottle several times before removing any portion.

SeraChem Storage and Stability

· Unreconstituted material is stable at 2-8’C until expiration date indicated on label

· Reconstituted material is stable for 5 days at 2-8’C .Frozen aliquots are stable (-20’C) for 2 weeks.  Frozen aliquots may not be refrozen.

SeraChem Expected Results

Refer to the “Value Table” enclosed in each kit for result information.  Select the IL 300 table and choose the umol/L row to determine manufacturer’s range, SD, and mean. After the observed mean and SD are calculated from parallel testing, those values will be used.
SeraChem Testing
Before testing, always gently invert the bottle or thawed aliquot.  Control material can be tested either in the ‘Sample’ area or in the ‘Std/Ctrl’ area.  Reagent blanking (RBL) should be performed with running QC.
Evaluation of SeraChem Results

· Review results for acceptability or the presence of flags in the ‘Calibration Results’ menu after each quality control run.  If any result is unacceptable (flagged), begin troubleshooting.  Patient results may not be reported until QC is acceptable for the test. 
· Each week, review the Levy Jennings Charts for both levels of SeraChem.  Look for trends or shifts and take corrective action where appropriate.  
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