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Proc. #7180-CH-310

TITLE:  Current Quality Control Material and Schedule

PRINCIPLE:

The department staff must be kept current with the proper control material to be used for all testing performed in the laboratory.  The Chemistry department requires a consistent Quality Control Schedule to ensure quality test results as well as meet guidelines and requirements assigned by various regulatory agencies.

EQUIPMENT
Abbott Architect ci4100;  SN: i1Sr61063 and C402455 
REAGENTS

I.  Always date Quality Control Material

A.  When the control is received

B.  When the control is thawed (if needed)

C.  When the control is opened

D.  When the control is reconstituted (if indicated)

E.  When the control expires

NOTE:  A “date” must include MONTH/DATE/YEAR

II.  Mark with a red dot each control pack when a new lot number is received.

III.  Discard any control material that appears to be contaminated with bacteria or any other possible contaminant.

IV.  When reconstituting control material (if required) use only CLASS A volumetric glassware or automatic MLA pipettes.

V.  For unassayed controls, the laboratory must establish a valid acceptable range by repetitive analysis in runs that include previously tested control material.  For assayed controls, the laboratory must verify the acceptability ranges supplied by the manufacturer.
VI.  Quality Control is performed according to manufactures instructions
A.  Bio-Rad Multiqual Level 1 and Level 3 Unassayed Controls:

1.  Store the controls at -20 to -70 degrees C until they are ready to be thawed.

2.  Allow the control to stand at room temperature (18-25ºC) for 1 hour or until completely thawed.  A precipitate may be present that dissolves upon mixing.

3.  Invert the vials 10-15 times before use.

4.  Remove the cap/stopper and dispense the volume required for testing.

5.  Replace the cap/stopper. Store at 2-8ºC.

6.  Frozen control is stable until the expiration date on the box and the individual vials.  NOTE:  Direct Bilirubin, ALT, HDL, and ALP levels may gradually drecrease during the product shelf life.
7.  Thawed and Unopened:  When the control material is thawed and stored unopened at 2 to 8 ºC, all analytes will be stable for 30 days with the following exceptions: Direct Bilirubin will be stable for 11, Triglycerides, HDL, will be stable for 7 days.  Total Bilirubin and Direct Bilirubin values may decrease, ALP activity may rise.  
Thawed and Opened:  Once the control material is thawed and opened, it will be stable for 7 days at 2 to 8 ºC or until the manufacture expiration date, whatever comes first.

B.   Bio-Rad Liquichek Immunology Control Levels 1 and 3:
1.  Stable until the expiration date when stored unopened at -20 to -70 ºC
2.  Thawed Unopened:  When thawed and stored at 2 to 8 ºC, this product will be stable for 45 days

Thawed Opened: Once thawed, opened, and stored tightly capped at 2 to 8 ºC, this product will be stable for 30 days.
C.   Bio-Rad Spinal Fluid Control Level 1 and 2

1.  No preparation is required.

2.  Controls that are stored unopened at 2 to 8 ºC are stable until the expiration date on the box and the individual bottle labels.

3.  Once opened, the control set is stable for 30 days or until the manufacture expiration date, whatever comes first.  

D.  Bio-Rad Liquichek Ethanol/Ammonia Control Level 1 and 3

1. No preparation is required.

2. Controls that are stored unopened at 2 to 8 ºC are stable until the expiration date on the box and the individual bottle labels.

3. Once opened, the control set is stable for 20 days or until the printed expiration date, whatever comes first.

E.  Bio-Rad Liquichek, Cardiac Markers Plus Control LT levels 1 and 3:

1.  Store the controls at -20 to -70ºC until they are ready to be thawed.

2.  Thaw the controls at room temperature prior to use.

3.  Invert the vials 10-15 times then swirl contents until homogeneous before use.

4.  Remove the cap/stopper and dispense the sample volume required for testing.

5.  Replace the cap/stopper.

6.  Frozen control is stable until the expiration date on the box and the individual vials.

7.  Thawed and Opened: Once thawed, opened, and stored tightly capped at 2 to 8º C, will be stable for 8 days.
F.  Bio-Rad Liquichek Immunoassay Plus Control Levels 1, 2, and 3:

3.  No preparation is required.

4.  Stable until the expiration date when stored at -20º C.  

5.  Once thawed, and stored unopened at 2 to 8º C, the control is stable for 30 days.  Note the date that the control was thawed on the label.

6.  Thawed and Opened: Once thawed, opened, and stored tightly capped at 2 to 8º C, will be stable for 14 days.

G.  Liquichek Urine Toxicology Control- Level S1E and S2E

1. The control is stable until the expiration date when stored unopened at 2 to 8ºC .

2. Once opened, the control is stable for 30 days when stored tightly capped at 

2-8ºC.

H.  Abbott Architect THC 60 Control
1.  The control is stable until the expiration date when stored unopened at 2 to 8ºC

2.  The control is stable at 2 to 8 ºC until the expiration date printed on the individual  

bottle labels.
CALIBRATION:

Refer to the individual analyzer and test procedures.

STEPWISE PROCEDURE

1.  Quality Control must be included in all aspects of Chemistry testing.

2.  All control material has a lot number and expiration date.

3.  All Quality Control charts are lot specific, with the specific lot numbers found in the BioRad unity Quality Control programs. If a lot change occurs, notify the supervisor to make the necessary changes.   

4.  Quality Controls Materials should be run:

a. Once every 24 hours when patient testing is ordered.

b. Once every 8 hours for Na, K, Cl.
c. After each calibration.

d. After major maintenance or part replacement.

5.  Abbott Architect ci4100 Chemistry Analyzer.

The following QC materials are run on the Architect analyzer.

A. BioRad Unassayed Multiqual for Level 1 & 3.  
B. BioRad Immunology Plus Controls Level 1 & 3.

C. BioRad Spinal Fluid Control Level 1 & 2.

D. BioRad Liquichek Ethanol/Ammonia Control Level 1 & 3.

E. BioRad Immunoassay Plus Controls Level 1,2 & 3.

F. Liquichek Urine Toxicology Control Level S1E and S2E.

G. BioRad Liquichek Cardiac Markers Level 1 & 3.
H. Abbott Architect THC 60 Control

NOTES

1.  Control material is to be tested in the same manner as patient samples.

2.  The control material which is most clearly identical to the patient sample being tested is to be run for the indicated test.

3.  Specific individual assay calibrators can also be used as a back up to the existing Quality Control Program.  A single calibrator or the set of calibrators for all ranges can be used as needed.  Applications apply to almost all tests.  

4.  Previously run CAP Proficiency Survey Specimens may be thawed or reconstituted and 

assayed as an alternative quality control material provided evaluation of that particular      sample is available in the CAP Proficiency Testing Survey Report Summary Information Manual.  

5.   All control material should be treated as a biohazardous material and discarded properly.

REFERENCES

1.  Manufacturer’s Procedure manuals

2.  Reagent Kits and Control Package Inserts

3.  CLIA 88’ Regulations

MultiQual levels 1, 3

Stable until expiration date stored unopened at –20 to –70 degrees C

Thawed and Unopened:  2 to 8 degrees C for 7 days
Thawed and Opened:  Tightly capped at 2 to 8 degrees C for 7 days
1 hour thaw time at room temperature

CRP/Immuno levels 1, 3
Stable until expiration date stored unopened at –20 to –70 degrees C

Thawed and Unopened:  2 to 8 degrees C for 45 days
Thawed and Opened:  Tightly capped at 2 to 8 degrees C for 30 days

Allow control to reach room temperature before sampling

CSF Control Levels 1,2

Stable until expiration date when stored unopened at 2 to 8 degrees C

Opened:   Tightly capped at 2 to 8 degrees C for 30 days

Allow control to reach room temperature before sampling

ETOH/Ammonia Levels 1,3

Stable until expiration date when stored unopened at 2 to 8 degrees C

Opened:   Tightly capped at 2 to 8 degrees C for 20 days

Allow control to reach room temperature before sampling
Immunoassay Plus Levels 1, 2, 3   (IA PLUS 1, 2, 3)

Stable until expiration date when stored unopened at -20 to -70 degrees C

Thawed Unopened:  2 to 8°C, this product will be stable for 30 days 

Thawed and Opened:  Tightly capped at 2 to 8°C for 14 days

Cardiac Markers Plus Levels 1, 3   (CARD 1, 3)

Stable until expiration date when stored unopened at -20 to -70°C

Thawed and Opened:  2 to 8°C, this product will be stable for 8 days 
Urine Toxicology S1E, S2E   (DOA S1E, S2E)

Stable until expiration date when stored unopened at 2 to 8°C 

Opened:  2 to 8°C, this product will be stable for 30 days

Abbott Architect THC 60 Control
The control is stable until the expiration date when stored unopened at 2 to 8ºC

Opened: The control is stable at 2 to 8 ºC until the expiration date printed on the individual  

bottle labels.
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