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Quality in Medical Laboratory Testing 

 The right test result, at the 

 Right time, on the 

 Right specimen, from the right patient, with result 
interpretation based  on 

 Correct reference data, and at the 

  Right price 
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Personnel and system 
 Consistent, predictable and high quality outcome 

in delivery of health care services can be provided only 
if healthcare personnel have been appropriately 
trained 

 Planned , systematic training & competence 
assessment processes are necessary to verify & 
document the personnel have, & can demonstrate , the 
necessary knowledge, skills & behavior to perform 
their respective duties. 



Always remember that: 
 Success or failure of a quality system is dependent on 

the laboratory staff ’s: 

Knowledge and skills 

 

Motivation 

 

Commitment 
 



Competence - Training 
 Competence: Application of knowledge, skills & 

behaviors in performance(ISO 10015,3.1) 

 

 Training: Process to provide & develop knowledge, 
skills, & behaviors to meet requirement(ISO 10015,3.2) 

 



How obtained Manifested by Evaluated by 

Education Knowing it Testing 

Training Knowing how it's done Competence assessment 

Practice Showing how it's done Performance 

experience Doing it actions 

Knowledge vs competence 



Education vs Training 
Education Training 

Focus is on future job for the 
learner 

Focus is on  present job of learner 

Awareness of a skill Demonstration of a skill 

Assessment through tests of 
knowledge 

Assessment through performance 

 To make an effective contribution to the workforce, new 

employee – whatever their experience levels – need to 

be trained in “how it happens here” 

 Employment training is assessed by demonstration of 

competence in work processes & procedures. 



CLIA'88 
The CLIA'88 legislation requires that the 

laboratory establish and maintain a 
mechanism to evaluate and demonstrate 
competency in test performance for each 
person who performs a clinical diagnostic test. 
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Competency Assessment:  
Policy and Plans 
 Develop written policy on competency assessment 

 Communicate policy to all staff 

 Review policy annually 

 Develop competency assessment plan for current 
and new staff 



Establishing a Competency 
Assessment Program 
 Establish an assessment plan for each employee 

 Identify critical competencies for each laboratory 
process 

 Prepare schedule – frequency and what tests or 
processes 

 Determine assessment method (s) and assign 
responsibility for conducting 

 Document and evaluate results 

 Take remedial or corrective action 

 Re-assess 



Ongoing competence assessment  

Several means are available to determine and document 
ongoing competence of individual staff members: 

 Direct observation of routine work processes and 
procedures 

 Direct observation of equipment maintenance & 
function check 

 Monitoring the recording & reporting the results 

 Reviewing work records(worksheet, forms) 

 Assessment of problem solving skills 

 Performance of a given procedure using especially 
provided materials 

 Review of Quality Control records, Proficiency Test results, 

EQA 

 



Performance Evaluation 
 Assessing overall job performance  

 Factors to evaluate: 

 Technical competencies 

 Efficiency of accomplishing work tasks 

 Adherence to policies  

 Observance of safety rules 

 Communication skills 

 Customer service 



Communicating with Employees 

Emphasize positive traits 

Consider personal issues 

People are motivated differently 

Be direct in discussing deficiencies 
 





Policy Statement 
 For reasons of patient safety and quality laboratory 

testing, the ASCP supports personnel standards for 
laboratory professionals.  

 These standards could take the form of practice 
requirements, certification requirements, or licensure.  

 These personnel standards must include the following 
elements: appropriate academic and clinical training 
for laboratory professionals; passage of a competency 
examination offered by an approved national 
certification organization; appropriate continuing 
competency standards; and recognition of ASCP’s 
professional terminology.  
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Training – a four stage process 
Stage Description 
1. Training needs identified Work processes & procedures for 

which training is needed are identified 

2. Training guides developed Identification & development of: 
-Objectives 
-methods & 
- materials 

3. Training is implemented Trainer are identified 
Training is conducted 

4. Training outcomes evaluated Training effectiveness is 
evaluated(initial competence 
assessment 
Learner's experience is evaluated 
Training is documented 



نیازسنجی 
 آموزش 

برنامو ریسی 
 آموزشی

اجرای برنامو 
 ىای آموزشی

ارزیابی کوتاه 
 مذت اثربخشی 

ارزیابی طولانی 
 مذت اثربخشی 

 



Sample trainig guide 
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Sample form for trainer responsibility 



Sample form for learner  



Items in training pocket 



 اوواع آزمون ٌبی کىترل کیفی سل کبوتر مورد استفبدي را وبم ببرید

 چگووً و چطور از شمبرش زمیىً دستگبي مطمئه می شوید؟

قرار   (2SD+)یکی از وتبیج خون کىترل خبرج از محدودي  تعریف شدي 

 گرفتً چً ببید کرد؟

در صورتی کً وتبیج شمبرش زمیىً دستگبي خبرج از محدودي تعریف شدي  

 ببشد برای حل مشکل چً خواٌید کرد؟





 

Test Procedure 

            Criteria (Pass/Fail)  

date 

Reviewer 

Initials 

A B C D E F G H 

Criteria:   A = Specimen handling and processing 

                B = Test procedure 

                C = Quality Control testing and recording 

                D = Results recording and interpretation 

                E = Instrument maintenance and function checks 

                F = Assessment of problem solving skills 

                G = Safety guidelines 

 H = Problem solving skills 

Employee: _______________________________________   Year _________ 

Emp. ID# or SSN: _____________________  Evaluator:________________ 

Health Dept: __________________________________ , ________________ 

Approved Test Complexity Level: ( ) waived, ( ) moderately complex   

date 

Individual Competency Evaluation 



Name:  last, first                        Employee 

ID#   

A B C D E F G H I J 

key Test Manufacturer 

A Doing QC in hematology 

B Using guidelines 

C Complete morphology report  

D Abnormal cell identification 

E Instrument maintenance 

F … 

G 

H 

I 

J 

Annual Site Competency Record  

P = passed, F = failed,  N/A = Test not performed by employee 



Medical Lab Technician/Medical Technologist 
www.therightsolutions.com 5 of 5 Skills Checklist 











Interval 
A. Newly hired personnel or a current staff member 

who is learning a procedure for the first time must 
demonstrate competency in accordance with the 
following schedule: 

 Initial training and competency must be documented prior 
to the reporting of any patient results. 

 Six months following the initial competency assessment. 

 Twelve months following the initial competency assessment. 

 Annually thereafter. 

Whenever a new test method is added or an existing 
procedure is modified substantially, all testing 
personnel must demonstrate competency in 
performing the new (or altered) test procedures. 

   



Hematology 

 Examiner's attitude: the attitude, motivation & 
concentration of the examiner are key factors in 
performance. 

 The qualification blood films: 

1. All 7 leukocytes    

2. At least a specimen with a small proportion of Nrbc  

3. Slide with immature WBC 

 The qualification process: 1. blood cell identification, a 
set of at least 50 photomicrograph(consensus slides), 
criterion established for competency(usually 80 to 90% 
correct identification) 



Hematology, cont. 
 Examiners who achieve the requisite score in this 

challenge move to the next qualification stage 

2. Blood film differential 


