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 I have no 
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COMPETENCY 

ASSESSMENT AS 

DEFINED BY CAP 



KEY TAKE AWAYS: 

 Three parts include: training at 

orientation, a 6-month competency 

assessment, and an annual 

competency assessment for 

nonwaived testing 

 After the first year, only annual 

competency training is required 

 Must use all 6 elements on EACH 

test system during both the annual 

and 6-month assessments, unless 

an element is not applicable to the 

test system 
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6 COMPETENCY ASSESSMENT ELEMENTS: 
1. Direct observations of routine patient test performance, 

including, as applicable, patient identification and 
preparation; and specimen collection, handling, processing 
and testing 

2. Monitoring the recording and repor ting of test results, 
including, as applicable, repor ting critical results  

3. Review of intermediate test results or worksheets, quality 
control records, prof iciency testing results, and preventive 
maintenance records  

4. Direct observation of performance of instrument 
maintenance and function checks  

5. Assessment of test performance through testing previously 
analyzed specimens, internal blind testing samples or 
external prof iciency testing samples; and  

6. Evaluation of problem-solving skills  
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DETERMINATION OF TEST SYSTEMS: 
 System used to generate patient test results 

 A process that includes pre-analytic, analytic, 
and post-analytic steps used to produce a test 
result or set of results.  

 May be manual, automated, multi-channel or 
single use and can include reagents, 
components, equipment or instruments 
required to produce results.  

 May encompass multiple identical analyzers 
or devices.  Dif ferent test systems may be 
used for the same analyte.  

 In many situations, tests performed on the 
same analyzer may be considered one test 
system; however, if  there are any tests with 
unique aspects, competency must be assessed 
as a separate test system. 
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Who does what?: 

 The laboratory director must ensure that the 

individuals performing competency 

assessments are qualified 

 We hold our designated “Observers” to the 

same standards as Supervisor Qualifications 

under CAP or Technical Consultants under 

CLIA (Degree in CLS and 1 Year Experience) 

 The laboratory director signs off each year on 

who is a Technical Consultant (Competency 

Observer), Technical Supervisor 

(Administration), General Supervisor, or 

Testing Personnel 
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CLIA DESIGNATED AREAS OF 

RESPONSIBILITY 



CLIA DESIGNATED AREAS OF 

RESPONSIBILITY 



LABORATORY DEPARTMENT TEST  

SYSTEM ACCOUNTABILITIES 



DETERMINING  

TEST SYSTEMS 



BLOOD BANK TEST SYSTEMS AT SMMC 



COMPETENCY 

ASSESSMENT 

FORMS 



COMPETENCY ASSESSMENT AT SMMC 
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COMPETENCY ASSESSMENT AT SMMC 
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