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POLICY 

ISO Accredited Facility Risk Assessment  

Purpose 
The purpose of this document is to provide a framework to the DAP for the determination of 
which diagnostic medical laboratories should be enrolled in the DAP ISO 15189 scheme.  

Policy 
The DAP works on a cycle that assesses facilities every four years. Assessing a diagnostic 
service every two years (a requirement under the DAP ISO 15189 accreditation scheme) 
increases the likelihood of best practice maintenance and public safety assurance. This policy 
provides the basis for determining required enrolment in DAP ISO 15189 accreditation 
scheme based on risk. Risk is the combination of the seriousness for the consequence and 
the likelihood (probability) that it will occur.  

Evaluation of laboratory medicine facility risk is evaluated on a regular basis and as facility 
updates require to ensure the safety of testing services and patient results through 
appropriate application of the DAP ISO 15189 accreditation scheme. 

Risk assessment definition of seriousness of adverse patient occurrence 

Seriousness Definition Example(s) 

1 (low) Monitoring 
laboratory 
medicine services 

• Point of care testing 

• Sample collection 

2 (medium) Limited scope 
laboratory 
medicine 
diagnostic services 

• Transfusion medicine (transport/store/issue) 

• Anatomic pathology (frozen sections) 

• Microbiology (gram stain) 

3 (high) Full scope 
laboratory 
medicine 
diagnostic services 

• Core medical laboratories 
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Seriousness Definition Example(s) 

4 (extreme) Centralized 
reference 
laboratory 
medicine 
diagnostic services 

• Regional reference laboratory 

• Provincial reference laboratory 

• Complex testing methodology 

Risk assessment definition of likelihood of adverse patient occurrence 

Likelihood Tests processed per month 

1 (low) <10,000 per month 

2 (medium) 10,000 to 24,999 per month 

3 (high) 25,000 to 49,999 per month 

4 (extreme) ≥50,000 per month 

Accreditation scheme based on risk assessment 

Laboratory medicine Seriousness (testing complexity) 

Likelihood (volume) Low Medium High Extreme 

Low DAP DAP DAP DAP ISO 15189 

Medium DAP DAP DAP DAP ISO 15189 

High DAP DAP DAP  DAP ISO 15189 

Extreme DAP ISO 
15189 

DAP ISO 15189 DAP ISO 
15189 

DAP ISO 15189 

Definitions 
Complex testing 
methodology 

Testing performed that requires additional training for certified 
medical laboratory technologists 

Provincial reference lab Primary site to which samples are sent for testing from across 
the province  

Regional reference lab Centralized testing site for multiple sites within a health 
authority/organization 
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Responsibility 

Role Responsibility 

DAP lab medicine 
manager 

Regular review of medical laboratory scope and testing 
volumes, addition of facilities to ISO 15189 scheme in 
accordance with assessment outcomes in this policy 

DAP Committee Policy approval 
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