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A.  BACKGROUND

For in vitro diagnostic use in the quantitative determination of C-peptide in serum on the ADVIA Centaur and ADVIA Centaur XP systems. This assay is used to aid in the diagnosis and treatment of patients with abnormal insulin secretion including diabetes mellitus.

B.  PRINCIPLE

1.  The ADVIA Centaur( C-PEPTIDE assay is a two-site sandwich immunoassay using direct chemiluminescent technology, that uses constant amounts of two antibodies. The first antibody, in the Lite Reagent, is a monoclonal mouse anti-C-peptide  antibody labeled with acridinium ester. The second antibody, in the Solid Phase, is a monoclonal mouse anti-C-peptide  antibody covalently coupled to paramagnetic particles.

 2.  Refer to the Centaur Assay Manual for more details.

C.  SPECIMEN REQUIREMENTS

 1.   Collect one 7-mL serum SST tube, or 3 serum SST microtainers.

 2.   Do not use samples stored at room temperature > 8 hours.

3. Store samples at 2-8°C  up to 24 hours.
4.   Freeze samples if they will not be assayed within 24hours old at or below -20°C. Thoroughly mix thawed samples and centrifuge before testing. 

5. Volume required for assay is 50 uL.  A minimum of  220 uL is required to run in a Centaur cup.

Additional serum is required for autodilution.

6.  Redraw grossly hemolyzed specimens.

D.  REAGENTS

Storage and Stability

1. CpS ReadyPack Primary Reagent, Siemens Catalog #129026.

· Ready to use. Mix side to side 15-20 times until the paramagnetic particles are resuspended..

· Store upright at 2–8 (C.  

· Stable until the pack expiration date, or for 28 days onboard.

2. Multi-Diluent 10, Siemens Catalog # 117227
· Ready to use.

· Stable until the pack expiration date, or for 28 consecutive days after accessing  

                   the ancillary reagent pack.

3. CpS Calibrator, Siemens Catalog #129021.

· Let the calibrators stand for 5-10 minutes at room temperature before using.

· Stable for 4 hours on-board, or until expiration date on vial..

E.  CALIBRATION

For detailed procedural information about scheduling a calibration, refer to the Centaur Procedure Manual or to the ADVIA online help system.

Two-point Calibration Interval

Use CpS Calibrator  to perform two-point calibrations.  Use 4-5 drops of each calibrator.

Pour at least 1 mL of calibrator into a Centaur cup with calibrator label attached.  Label with lot#, date 

prepared and revised expiration date.  Cap after use and store in labeled rack at 2-8°C for later use.
Perform a two-point calibration every14 days. Additionally, calibrate when the following conditions occur:

· the lot numbers of the primary reagent packs have changed.
· system components are repaired or replaced.
· quality control results repeatedly fall outside established ranges.
F.  QUALITY CONTROL

For detailed QC procedural information, refer to the Centaur Procedure Manual or to the ADVIA online help system.

1. Primary Controls

     Use BIORAD Specialty  Immunoassay 1,2,3 Controls.  Use 4-5 drops minimum of each control.

      Order as “CONTROL”.

      Use assigned 400# control barcodes attached to a Centaur sample cup.  Pour 1 mL of control.

      Label with lot #, date prepared and revised expiration date from bottle.  Cap after  

      testing and store at 2-8°C.   Reuse cup from day to day.  Use a NEW barcode with a fresh Centaur  

      cup when QNS, or switching to a new control vial.    

                                   Control Accession#                                     Control Name
                                          400-0201                                    Specialty Immunoassay 1 

                                               400-0202                                    Specialty Immunoassay 2   

                                          400-0203                                    Specialty Immunoassay  3

G.  OPERATION

       Refer to the Centaur Procedure Manual.

         Analyzer Batch:  Centaur
         Tracking List: XP

          Test code:  CPEP
H.  SPECIFICITY AND INTERFERENCES

   Refer to the Centaur Assay Manual for details on specificity and interferences.

I.  LINEARITY AND DILUTIONS

1. The C-PEPTIDE assay is linear to 30.0 ng/mL.

2. Sample results > 30.0 ng/mL must be diluted automatically using ADVIA Centaur Multi-diluent 10 Diluent and retested to obtain accurate results.

a. Autodilution:

       Verify ADVIA Centaur Multi-Diluent 10 is loaded.

       The Centaur is programmed to perform a 1:5 dilution.

       If result of 1:5 dilution is above linearity, report as > 150 ng/ml.

       Refer to the Centaur Procedure Manual on how to schedule an autodilution. 

J.  SENSITIVITY

     Analytical Sensitivity (lower detection limit) is 0.05 ng/mL.

K.  REPORTING RESULTS  

      1.    Approve results in LIS per LIS procedure.
3. Report results to the nearest 0.1 ng/mL.

4. Report results < 0.1 ng/mL as “< 0.1 ng/mL”.

5.   Approve undiluted results up to 30.0 ng/mL.  “
6.   Centaur automatically does 1:5 DILUTION.
7. LIS will report > 150 ng/mL.  No need to do further dilution.
8. Use Downtime Requisition to report results if LIS is down.  
For in vitro diagnostic use in the quantitative determination of C-peptide in serum using the ADVIA Centaur and ADVIA Centaur XP systems. This assay is used to aid in the diagnosis and treatment of patients with abnormal insulin secretion including diabetes mellitus.

L.  REFERENCE RANGE:

  0.8-3.5 ng/mL
M.  CRITICAL VALUES

   None
N.  REFERENCES
1. Bayer Diagnostics ADVIA Centaur C-PEPTIDE product insert, Revision F 4-2009.

2. Bayer Diagnostics ADVIA Centaur Reference Manual, Revision D.

3. Bayer Diagnostics ADVIA Centaur Assay Manual, Revision AT, Rev. E, 2/2004.

4. National Committee for Clinical Laboratory Standards (NCCLS). Clinical Laboratory Procedure  Manuals(Third Edition (GP2-A3), 1996.
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