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Quality management system

Organization
Customer focus
Facilities and safety
Personnel
Purchasing and inventory
Statistical Quality Control (QC) ° Reagent lot Changes
e Calibrator lot changes
Sample the Equipment
measurement . Process management
‘ process - Preanalytical
- Analytical
Repeat » Validation/verification
patients e Calibration
* Maintenance
T  Quality control

— No Yes Report - Postanalytical
ng?;fge Stable? _ei patient 8. Documents and records

results 9. Information management
10. Nonconforming event
management
11. Assessments
* PT/EQA
* Quality indicators
12. Continual improvement
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I Probability of Acceptable or Erroneous Results Based on the Sigma Scale

Sigma
Value

Percent of Results within
Specification

Percent of Results with
an Error (Defect)

Errors (Defects) Per
Million
Opportunities

1 68 32 317,311
2 95.5 4.5 45,500
3 99.7 0.3 2,700

4 99.994 0.006 63

5 99.99994 0.00006 0.6

6 99.9999998 0.0000002 0.002
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I Generalized troubleshooting sequence following an unacceptable quality control result

1. Stop reporting patient results
2. Assay a new control

YE

OK 2 » Evaluate if QC near
limits and for trends;

NO if not, then continue

testing

1. Identify and correct the defect

2. Repeat controls

OK 1ee » Repeat patient samples

NO

Further technical investigation
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Process for assessment of potential matrix impact on quality control (QC) target values following a
reagent lot change. SD. Standard deviation.

Assay patient and QC samples with
both current and new reagent lots

Agreement for New reagent lot is acceptable
patient samples for patient testing
is acceptable

[Investigate new reagent Iot;] Af%rregg?:t {Continue with sameJ
do not report patient results acceptable target value

* Update QC target value
* Do not change SD
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I Delta Check with a Previous Result for a Patient

Test

Delta Criteria

Sodium

5% change within previous 48 hours

Urea nitrogen

60% change within previous 48 hours

Creatinine 50% change within previous 48 hours
Calcium 25% change within previous 48 hours
Osmolality 5% change within previous 48 hours
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