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	Purpose:
	A personnel competency program is instituted to ensure that personnel are knowledgeable and skilled in their assigned duties.  It includes periodic evaluation and documentation of competence of personnel to perform assigned duties.



	Scope:
	This procedure applies to competency assessment of phlebotomists, testing personnel, and supervisory personnel.



	Responsibilities:
	It is the responsibility of all staff to maintain competency to perform the duties to which they are assigned and which are detailed in the job description.

XYZ Laboratory is responsible for establishment of the technical competency program. This includes: writing policies and procedures, creation and design of modules and record forms needed for documentation of completed modules, establishing criteria for acceptable performance, training the evaluators, storage of records, and general oversight of the program.  The Medical Director is responsible for reviewing and accepting all competency assessments prior to implementation.  



	Definitions:
	N/A



	Reference Documents:
	A.	000X.X: Job Description
B.	000X.X: Roles and Expectations for Laboratory Personnel  
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	Training of New Employees
	A. Each new employee will be checked for completion of initial training.  This initial training will cover applicable items specified in the training checklists for the employee’s scope of testing.	
B. Training Checklists will include, if applicable:
· Reading Procedure
· Maintenance
· Quality Control
· Troubleshooting
· Interpretation of Results
· Use of LIS 
· Reagents
· Specimen Requirement
· Reference ranges
· Calibration
· Safety
· Written/oral exam
· Other such as CD-ROM programs, slides, etc.
· Direct Observation for verification of competence
· Hours spent in department training
C. The employee and trainer will initial and date each applicable section of the training checklist.  When complete, the employee will sign the checklist to document that the training process was acceptable and that they have no additional questions. Then the manager/supervisor and Pathologist (if applicable) will review and sign the checklist to verify training is complete and the employee can begin to perform patient testing.
D. Within six months of the release to perform testing, a competency assessment must be completed.  
E. After six months from completion of the first competency assessment, the employee will again be evaluated for competency using a variety of methods such as proficiency and QC testing, written/oral exams, and direct observation. These methods collectively must include all six elements as applicable required for each non-waived test system as defined in the Laboratory General checklist. The laboratory director can determine which elements will be included in competency assessments for waived testing. 
F. Thereafter, the employee will be assessed annually unless it is deemed that more frequent assessments are needed to verify performance.






	Continued Evaluation of Competence
	A. Managers/Supervisors will be responsible for ongoing annual evaluation of employee competence.
B. Ongoing competency assessments may include, but are not limited to, the demonstration of the employee’s ability to:
· Follow the established procedures for specimen handling and processing, test analyses, reporting of results, and maintaining records of patient test results.
· Maintain records that demonstrate proficiency samples are tested in the same manner as patient samples.
· Adhere to the established quality control policies, document all quality control activities, instrument and procedural calibrations, and maintenance performed.
· Follow the established corrective action policies and procedures whenever test systems are not within established levels of performance. 
· Be capable of identifying problems that may adversely affect test performance or reporting of test results, and be able to either correct the problem or notify the appropriate person.
· Document all corrective actions taken when test systems deviate from established performance specifications.
· Participate in direct observation of procedure by the trainer.
C. If there are significant method/procedural changes, notice of changes will be communicated to staff and the communication documented. 
D. Depending on which procedures or techniques are being evaluated, the following competency checks may be used singly or together, but are not limited to:
· Direct Observation
· Routine patient test performance, including patient specimen handling, processing, and testing.
· Quality control, proficiency testing, and preventive maintenance performance.
· Instrument function checks and calibration performance.
· Test performance assessment as defined by laboratory policy. (Examples of ways to evaluate include testing previously analyzed specimens, internal blind samples, and external proficiency samples)
· Assessment of problem solving skills, as appropriate to the job being performed.
E. In addition to the above, the work of employees is monitored on a continual basis. Deviations from standard practice that are discovered are brought to the employee’s attention and documented. A continual pattern of deviations will result in retraining and/or disciplinary action.
F. If a pattern is seen in the types of deviations discovered, or significant competency problems are found, corrective action is taken, and the individual is retrained in the problem area. The retraining can include, but is not limited to, any of the methods previously mentioned in Procedure section B above. This retraining is documented using the Competency Reassessment form.



	New Instrumentation / Methods
	Each employee expected to work in the area using the new instrumentation or method will be trained using the Training Checklist before working unsupervised in that area.



	Frequency of Competency Evaluation
	A. Minimum frequency of review is:
· Within six months of initial training constitutes the first competency assessment
· Six months after initial competency evaluation constitutes the second competency assessment
· Annually thereafter 
B. Additional competency reviews may be performed in response to sub-optimal performance of assigned duties and/or if employee fails to follow policies and procedures.



	Documentation
	A. Knowledge acquired from initial training of a new employee and new instrument training is documented using the Training Checklist.
B. Employee competency will be documented using ____________________. If retraining in any category or competency reassessment is necessary, it will be noted using the Competency Reassessment form.	



	Failure to Demonstrate Competence
	A. When an employee fails to demonstrate competency, including failure to complete scheduled competencies within the required time frame, initiate a Competency Reassessment form.
B. Guidelines for use of this form:

Section 1- Description of Failure to Demonstrate Competence
This section may include, but is not limited to:
· List the facts of the incident promoting the competency review
· Include the date(s) of the incident(s)
· Include acceptability limits 
· Include correct standard operating procedure
· Include whom provided the incident information
The person completing this section should initial and date in designated spaces for this section.

Section 2 – Supervisor / Manager Action Plan
This section should be completed by (but not limited to) the Manager or supervisor.
This section may include, but is not limited to:
· What additional training is available
· Content of re-test
· Proposed time line for re-training and testing to occur
· Outcome required to achieve competency
· Restriction of duties up to and including termination
The person(s) completing this section should initial and date in designated spaces for this section.

Section 3 - Description of How Competence will be Assessed (Manager / Supervisor Plan)
This section should be completed by (but not limited to) the Manager or supervisor 
This section may include, but is not limited to:
· Duty limitations
· Proposed time line for retraining to occur
· Manner in which re-training will be accessed
· Outcome required to achieve competency
· Actions to be implemented if employee passes
· Actions to be implemented if employee fails, up to and including termination
The person(s) completing this section should initial and date in designated spaces for this section.	

Section 4 -Employee Comments and / or Action Plan
This section should be completed by the employee.
This section may include, but is not limited to:
· Re-training requested by the employee
· Facts  not previously noted
The employee should initial and date in designated spaces for this section.

Section 5 – Employee Performance
This section should be completed by (but not limited to) the Manager or supervisor 
This section may include, but is not limited to:
· Date of re-testing
· Outcome of testing 
· Observations from re-testing
The person(s) completing this section should initial and date in designated places for this section.

Section 6 - Review of the Completed Document
This section should be completed by all persons involved with the review of technical competency.
All parties should read the document closely. If any changes are requested to make the document more accurate, the employee should request the change and initial. If no changes are required then all should initial each page and sign the document in the spaces provided. 
C. Record Retention
All employee training and competency records, along with all supporting documentation, will be retained for ___________________________________.
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