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Scientific Publications Used During Collection of Information for Risk Assessment: 
1NCCLS (CLSI): 
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Note: Patient response plays a significant role in addition to AST results in guiding antimicrobial therapy 
and provides a limited safeguard for preventing harm in patients for which erroneous AST results are 
reported or results are delayed. 

 
 

Risk Acceptability Matrix 
Probability of 
Harm 

Negligible Minor Serious Critical 

Frequent Not Acceptable Not Acceptable Not Acceptable Not Acceptable 
Probable Acceptable Not Acceptable Not Acceptable Not Acceptable 
Occasional Acceptable Acceptable Acceptable Not Acceptable 
Unlikely Acceptable Acceptable Acceptable Acceptable 

 
 

Risk Acceptability Assignment - Below is one example of a risk assessment determination. 
Laboratories should review their own data and subsequently determine the risk levels for their 
particular laboratories. 

Risk Factor 
(Possible Sources of Error) 

Frequency of error 
occurrence 

Severity   
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Utilities (e.g., electricity, water) 
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Risk Assessment 
Possible Sources of Error 

How can identified sources of error be reduced? 
Risk Factor Possible Error 

Preanalytical 
1A: Specimen - Biological • Improper specimen procurement/ 

handling/processing 
• Adhere to procedures in SOP #2.1.1 that addresses 

patient identification and specimen collection, 
labeling, transport, storage and remedial actions to 
control improperly handled specimens or delayed 
specimens. 

• Annually review representative specimen processing 
errors (N=10 to 15) with all staff involved with patient 
specimens. 

• During initial training and competency assessment, 
emphasize: 

• Proper specimen handling/processing is the most 
critical part of any test 

• Each unit of media must be inspected for 
contamination and any physical defects prior to use 
for inoculation of primary specimens 

• Failure to inoculate/streak correctly (no isolated 
colonies) and delayed incubation may result in delayed 
microbiology reports 
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  • Inspect each unit of media for physical defects, 
random contamination, or atypical growth patterns 
throughout al0.98 65.74 291.84 41.76 re
W1E35.7t
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