Potential Risk

Control Process and Risk Mitigation
Strategies

Instrument failure

System and result memory integrity checks
with every test.

Instrument maintenance

Testing demonstrates results after cleaning
and disinfection cycles simulate 3 years.

Instrument reliability

Linearities performed every 6 months;
subset correlated with chemistry analyzer.
Measurement range 10-600 mg/dL.

Table 4. Risk assessment for measuring system.




