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1. PURPOSE

The purpose of this procedure is to outline the requirements for developing an effective competency assessment program to ensure that staff performs job assignments proficiently and in a manner than is consistent with standard operating procedures.

2. SCOPE

This procedure applies to all Quest Diagnostics Incorporated personnel involved in any phase of the testing process – preanalytical, analytical and postanalytical. This includes staff in the following areas: client services, logistics, specimen processing/referral testing, phlebotomy, and testing departments. Competency assessment is an ongoing process to document that an employee remains at an acceptable level of performance.

3. RESPONSIBILITY

Laboratory Director

Ensures that policies and procedures are established for monitoring individuals who conduct preanalytical, analytical, and postanalytical phases of testing to assure that they are competent and maintain their competency to process specimens, perform test procedures and report test results promptly and proficiently, and whenever necessary, identify needs for remedial training or continuing education to improve skills. (May be delegated to the Technical Supervisor or Technical Consultant.) [493.1407(e)(12) and 493.1445(e)(13)]

Technical Consultant or Technical Supervisor

Evaluates the competency of all testing personnel and assures that the staff maintain their competency to perform test procedures and report test results promptly, accurately and proficiently. [493.1413(b)(8) and 493.1451(b)(8)]

Evaluates and documents the performance of individuals responsible for testing at least semiannually during the first year and annually thereafter unless test methodology or instrumentation changes. [493.1413(b)(9) and 493.1451(b)(9)]

General Supervisor (or designated supervisory-qualified individual)

Performs the competency assessment and evaluates and documents performance based on objective criteria.

Employee

Works closely with the assessor to complete the process in a timely manner.

Quality Assurance Specialist/Manager

Ensures that this procedure is available to all individuals responsible for competency assessment.

4. DEFINITIONS 

	TERM
	DEFINITION

	Competency
	Having the essential knowledge, skills and ability to perform a job assignment as trained and according to procedural specifications.

	Competency assessment
	An objective evaluation that assures a person continues to perform job assignments accurately, proficiently, and according to established standards.

	Job assignment
	A specific process, workstation or analyzer that describes a typical job function within the laboratory.

	Training module
	A list of standard operating procedures associated with a single job assignment. 

	Training plan
	A collection of training modules that describes all of the job assignments performed in a department.

	Minor deviation
	A variance in the performance of a standard procedure that does not affect reporting of patient results. (Example: Failure to initial a reagent vial upon opening).

	Major deviation
	A variance in the performance of a standard procedure that may adversely affect the reporting of patient results. (Example: Use of an expired reagent).


5. PROCEDURE

5.1 Overview

	Step
	Action

	1
	Competency assessment must be performed semiannually during the first year. This requirement applies to new employees and existing employees who transfer to a new department. Semiannual competency assessment applies only to the job assignments that the employee performs during the first year.

	2
	Competency assessment must be performed annually on all department employees, based on the job assignments performed. (NOTE: When changes in methodology or instrumentation occur, the employee must be retrained. See Training Verification procedure).

	3
	The CLIA regulatory requirement for competency assessment [493.1451(b)(8)] lists six procedures for the evaluation of competency. These procedures can be described by the following four processes:

· Direct Observation of patient preparation, specimen handling, specimen processing, testing and instrument maintenance and function checks. 

· Record Review, including intermediate tests results or worksheets, quality control records, proficiency testing results, preventive maintenance records and recording and reporting of test results.

· Test Performance using previously analyzed specimens, internal blind samples or proficiency testing samples.

· Problem solving skills assessment (generally written tests or quizzes).

 

	4
	Competency assessment must be performed by individuals qualified to provide technical judgments regarding performance. The individual performing the assessment must be trained and qualified to perform the job assignment.

	5
	All applicable processes described in step 3 should be used when evaluating each individual for each job assignment performed. However, it is not necessary to use all processes for each specific procedure associated with the job assignment. [For example, all four processes would be used to evaluate a job assignment designated “Olympus 5200”, but all four processes are not required for each individual procedure described in the job assignment (glucose, BUN, sodium, potassium, etc.)].

	6
	Competency must be evaluated using objective, predefined criteria. 

	7
	Competency assessment documentation must be signed by the employee, the person performing the assessment and the department supervisor or designee.

	8
	Remedial training must be performed and documented whenever an employee fails to meet competency assessment expectations. Testing of patient samples must be suspended until retraining is complete.


5.2 Establish a schedule

	Step
	Action

	1
	Competency assessment is scheduled for each job assignment, as defined by each training module contained in the training plan. (See Training Verification procedure.)

	2
	Use the same unambiguous description for each job assignment used in the training plan documentation.

	3
	Establish an annual schedule that includes all job assignments. It is recommended that 1-2 job different assignments be evaluated each month throughout the year. Competency assessment is an ongoing process.

	4
	Schedule semiannual competency assessments for new employees when necessary, as they become due during the course of the year.

	5
	Evaluate each individual for each job assignment performed.

	6
	Use all applicable processes (Direct Observation, Record Review, Test Performance, Problem Solving) for each individual and job assignment assessed.

	7
	Use Appendix A (Competency Assessment Schedule) or equivalent to outline the competency assessment activities on an annual basis.


5.3 Direct observation

	Step
	Action

	1
	Identify steps in the performance of a job assignment that are critical to maintaining quality and can be observed. 

	2
	Prepare a checklist or narrative document that describes the steps to be observed.  Instrument maintenance and function checks must be included, if applicable. (See Appendix B- Direct Observation Checklist)

	3
	Establish criteria for acceptable performance. As a minimum requirement, the employee should achieve at least an 80% acceptable score with no major deviations from the standard process.

	4
	Observe as the employee performs the listed steps of the job assignment. Document findings using Appendix B or equivalent.

	5
	Minor deviations in job performance must be addressed during the competency assessment process. Document corrective action. Employee must initial and date to acknowledge comprehension of correct technique.

	6
	If major deviations are observed or if the Direct Observation assessment is unacceptable, notify a supervisor immediately. Review the employee’s previous work to determine whether patient results were affected.

	7
	Unacceptable performance must be addressed by remedial training.  Additional corrective action is indicated if patient results were affected.


5.4 Record review

	Step
	Action

	1
	Identify documentation that is directly associated with the performance of a job assignment. 

	2
	Prepare a checklist or narrative document that describes the documents to be reviewed. Include recording and reporting of results, if applicable. (See Appendix C - Record Review Checklist)

	3
	Establish criteria for acceptable performance. As a minimum requirement, the employee should achieve at least an 80% acceptable score with no major deviations from the standard process.

	4
	Review the documents. Identify the documents reviewed by the date the record was generated or other suitable identifying characteristic. Document findings using Appendix C (or equivalent.)

	5
	Minor deviations in job performance must be addressed with the individual being assessed. Document corrective action. Employee must initial and date to acknowledge comprehension of correct documentation requirements.

	6
	If major deviations are found or if the Record Review is unacceptable, notify a supervisor immediately.  Review the employee’s previous work to determine whether patient results were affected.

	7
	Unacceptable performance must be addressed by remedial training. Additional corrective action is indicated if patient results were affected.


5.5 Test performance

	Step
	Action

	1
	This process applies primarily to testing personnel, although submission of blind or internal specimens may occasionally be useful in assessing preanalytical or postanalytical processes. 

	2
	Proficiency testing may be used to document test performance competency. Record the identity of the proficiency survey analyzed by the employee, the analyte(s) tested, and verify that the PT event was acceptable. Appendix D - Test Performance Assessment (or equivalent) can be used for this purpose.

	3
	Submission of previously analyzed or blind specimens may also be used to document test performance.

	4
	Test performance must be evaluated against predetermined and statistically valid criteria. These include: Total Allowable Error (TEa), if established; error limits derived from proficiency test data; performance expectations established by method validation or manufacturer’s studies; national performance standards; and consensus agreement of qualitative results.   

	5
	If the Test Performance assessment is unacceptable, notify a supervisor immediately.  Review the employee’s previous work to determine whether patient results were affected.

	6
	Unacceptable performance must be addressed by remedial training. Additional corrective action is indicated if patient results were affected.


5.6 Problem solving skills (written testing)

	Step
	Action

	1
	Develop written tests or quizzes to assess problem-solving skills. Written quizzes offer an objective way to assess unusual occurrences and situational problems. 

	2
	Questions should be designed to test problem solving skills or knowledge that is critical to quality job performance. Questions can be designed to reinforce correct reaction to problem situations.

	3
	Defined criteria must be used to assess the quiz results. 80% correct or above is generally considered to be acceptable.

	4
	Incorrect answers must be reviewed with the employee being assessed. Acknowledgment of the correct answer should be documented on the quiz by the employee. If major deviations from procedure are uncovered, review the employee’s previous work to determine whether patient results were affected.

	5
	Retain the completed test or quiz as part of the competency assessment documentation.

	6
	Unacceptable performance must be addressed by remedial training. Additional corrective action is indicated if patient results were affected.


5.7 Organization of competency assessment documents

	Step
	Action

	1
	File competency assessment documents according to the year performed. The competency assessment schedule should be retained at the front of each year’s records.

	2
	Sort documents by employee name. Documents should be secondarily sorted by job assignment or training module.

	3
	Current and previous year’s competency assessment documents should be available in the laboratory. Documents that predate the previous year may be stored offsite, according to the record retention requirements outlined in the Quest Diagnostics Records Management Program Reference guide.                    ]

	4
	Competency assessment documentation and training records must be filed separately.


6. RELATED DOCUMENTS

Training Verification procedure

Authorization of Responsibilities and Job Duties procedure

Quest Diagnostics Records Management Program

Medical Training Solutions
7. REFERENCES

· National Committee for Clinical Laboratory Standards. Training Verification for Laboratory Personnel, Approved Guideline, GP21-A. Villanova, PA, 1995.

· College of American Pathologists Commission of Laboratory Accreditation. Accreditation Checklist 1 (Laboratory General). Northfield, IL: College of American Pathologists, 2001.

· Quest Diagnostics Records Management Program, Reference Guide for Administrators, Coordinators and Records Management Officer, May 2001 
· Competency Assessment: Establishing a Program, A. Tiehen, Clinical Laboratory Management Review, September-October 1999 
8. REVISION HISTORY

	Version
	Date
	Revision Purpose
	Name of reviser

	000
	2/16/12
	Added MTS to section 6. Updated header and local to “Laboratory Approval” and the annual review table to “Review”.
	N. Johnson

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


9. ADDENDA AND APPENDICES

Appendices are provided as tools to assist with scheduling competency assessment activities and for documenting the direct observation, record review, test performance and problem solving processes. Alternate forms of documentation are acceptable as long as the listed basic requirements are met.

· Appendix A – Competency Assessment Schedule

This document assists with scheduling of assessment activities. The document must include:

- Lab location, department and year

- A listing of department job assignments, as described in the training plan

- A reasonable schedule of competency assessment activities for the year

- A method for flagging semiannual assessments as they become due

· Appendix B – Direct Observation Checklist

This document provides a format for assessing activities by direct observation, and must include:

- The job assignment being assessed

- Specific steps observed

- An objective evaluation of the observed steps

- Employee, observer and supervisor signatures

- Appropriate documentation of corrective action for all deviations

· Appendix C – Record Review Checklist

This document provides a format for assessing activities by record review, and must include:

- The job assignment being assessed

- Specific records reviewed

- An objective evaluation of the records reviewed

- Employee, observer and supervisor signatures

- Appropriate documentation of corrective action for all deviations

· Appendix D – Test Performance Assessment

This document is used to document employee test performance using proficiency test specimens, blind specimens or previously analyzed specimens. The document must include:

- The job assignment being assessed

- Actual test results obtained (or traceability to a document containing the results)

- A formal method to evaluate acceptability of the results obtained

- Signature of the supervisor evaluating the results

- Appropriate documentation of corrective actions for all deviations

· Appendix E – Written Test/Problem-solving

An example is provided. Quizzes should assess unusual occurrences and situational problems that are not easily assessed by other methods. The test must include:

- The job assignment or procedure being assessed

- An objective evaluation of test results

- Employee and supervisor signatures

- Appropriate documentation of corrective actions for all deviations

Appendix A – Competency Assessment Schedule                                                Title: Competency Assessment

10. COMPETENCY ASSESSMENT SCHEDULE

Competency assessment is an ongoing process that occurs throughout the year. Assessment activities may be scheduled to coincide with other review processes. The following schedule is a tool for organizing assessment activities. It is not intended as a rigid schedule.

	Lab Location:
	
	Department:
	
	Year:
	











         Date Completed 

	Month
	Job Assignment (Training Module)
	DO
	RR
	TP
	WT

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


DO – Direct Observation

RR – Record Review 
TP – Test Performance
     WT – Written Test

SEMIANNUAL ASSESSMENTS:

	Employee
	Job Assignment
	Month Due

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Appendix B – Direct Observation 





Title: Competency Assessment

11. DIRECT OBSERVATION CHECKLIST

	Employee Name:
	
	Job Assignment:
	











          Acceptable?

	Step Observed:
	YES
	NO
	N/A

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


· Employee Signature:   ____________________________________  Date: __________

Observer Signature:    ____________________________________  Date: __________

Supervisor Assessment:

· Employee demonstrates competency

· Minor deviations reviewed. Employee demonstrates competency. (Document corrective actions below).

· Remedial training required. Employee can not perform test until retraining is complete. Review employee’s previous work to see if patient results were affected.

Supervisor/Designee: ____________________________________  Date: ___________

Minor Deviations:
	Step #
	Comment
	Employee Initial

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Appendix C – Record Review 





Title: Competency Assessment

12. RECORD REVIEW CHECKLIST

	Employee Name:
	
	Job Assignment:
	











           Acceptable?


	Records Reviewed:
	ID or Date
	YES
	NO
	N/A

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Employee Signature:   ____________________________________  Date: __________

Reviewer Signature:    ____________________________________  Date: __________

Supervisor Assessment:

· Employee demonstrates competency

· Minor deviations reviewed. Employee demonstrates competency. (Document corrective actions below).

· Remedial training required. Employee can not perform test until retraining is complete. Review employee’s previous work to see if patient results were affected.

Supervisor/Designee: ____________________________________  Date: ___________

Minor Deviations:
	Step #
	Comment
	Employee Initial

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Appendix D – Test Performance 





Title: Competency Assessment

13. TEST PERFORMANCE ASSESSMENT

	Employee Name:
	
	Job Assignment:
	


This assessment tool applies only to those individuals who are directly involved in the testing process. Test performance may be assessed using either a proficiency test challenge or reanalysis of previously analyzed or blind specimens. At least one representative analyte should be tested from each job assignment or training module. It is not necessary to assess all analytes for a particular job assignment. 

PROFICIENCY TEST:

This employee successfully analyzed the following analytes from this training module on the following external or internal proficiency test survey:

Analyte(s) tested: 






Date tested:

Proficiency test ID:

REPEAT ANALYSIS OR BLIND TESTING:

Analyte(s) tested:






Date tested: 

Sample ID:


Result Obtained:

Acceptable Range:    
___________


_____________

_______________

___________


_____________

_______________

___________


_____________

_______________

___________


_____________

_______________

___________


_____________

_______________

Employee Signature:   ____________________________________  Date: __________

Supervisor Assessment:

· Employee demonstrates competency

· Minor deviations reviewed. Employee demonstrates competency. (Document corrective actions below).

· Remedial training required. Employee can not perform test until retraining is complete. Review employee’s previous work to see if patient results were affected.

Supervisor/Designee: ______________________________________ Date: ___________

Minor Deviations:
	Step #
	Comment
	Employee Initial

	
	
	

	
	
	


Appendix E – Written Test/Problem-solving 



Title: Competency Assessment

14. COMPETENCY ASSESSMENT QUIZ

	Employee Name:
	
	Job Assignment:
	


1. Question #1.

2. Question #2.

3. Question #3.

4. Question #4.

5. Question #5.

6. Question #6.

7. Question #7.

8. Question #8.

9. Question #9.

10. Question #10.

Employee Signature:   ____________________________________  Date: __________

Supervisor Assessment:

· Employee demonstrates competency

· Unacceptable answers reviewed. Employee demonstrates competency. (Document corrected answers below).

· Remedial training required. Employee can not perform test until retraining is complete. Review employee’s previous work to see if patient results were affected.

Supervisor/Designee: ____________________________________  Date:  ___________

Incorrect answers:
	Step #
	Comment
	Employee Initial

	
	
	

	
	
	

	
	
	

	
	
	








	Quest Diagnostics Incorporated
	Filename/SOP ID: qdhe777
	

	Site: Teterboro 
	CONFIDENTIAL: Authorized for internal use only.
	Page 1 of 1


	SOP ID: PHNQA1_01
	CONFIDENTIAL: Authorized for internal use only.

	SOP version # .001

	Page 8 of 19



