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Proc. #4840-G-202

TITLE:  Medical Director Responsibilities and Appropriate Delegation of Duties
PRINCIPLE:  

The Medical Director is responsible for the overall operation and administration of the laboratory, including the employment of personnel who are competent to perform the test procedures, and record and report test results promptly, accurately, and proficiently and for assuring compliance with the applicable regulations.  
The director may perform the duties of the clinical consultant, technical consultant, technical supervisor, general supervisor, and testing personnel, or delegate these responsibilities to personnel meeting the qualifications of these roles.  

If the director reapportions performance of his or her responsibilities, they remain responsible for ensuring that all duties are properly performed.  

The laboratory director must be accessible to the laboratory to provide on-site, telephone or electronic consultation.

Each director may not direct more than 5 laboratories.  

The medical director reviews all new testing procedures and policies for all departments within the laboratory including phlebotomy and specimen collection, prior to implementation.   All current procedures/policies that undergo substantial changes are approved by the medical director.  

Responsibilities Include:

· Ensure that testing systems developed and used for testing performed in the laboratory provide quality for all aspects of test performance, which includes the pre-analytical, analytic and post- analytic phases of testing;

· Ensure that the physical plant and the environmental conditions of the laboratory are appropriate for the testing performed and provide a safe environment for the employees

· Ensure that-

· The testing methods have the capability of providing the quality of results required for patient care.
· Verification procedures used are adequate to determine the accuracy, precision, and other pertinent performance characteristics of the method and;
· Laboratory personnel are performing testing as required for accurate and reliable results.  

· Review and sign off on all new policies and procedures, and when major changes to existing policies occur.  

· Ensure that the laboratory is enrolled in an approved proficiency testing program for the testing performed and that-

· The proficiency samples are tested as required (tested in the same manner as a patient)
· Test results are returned in the appropriate timeframes to be scored

· Proficiency testing results are reviewed by the appropriate staff to evaluate the laboratory’s performance and to identify any problems that require corrective action; and 

· A corrective action plan is followed when any proficiency testing results are found to be unacceptable.  

· Ensure that the quality control and quality assurance programs are established and maintained to assure the quality of laboratory services provided and to identify any failures in quality as they occur;

· Ensure the establishment and maintenance of acceptable levels of analytical performance for each test system;
· Ensure that all remedial actions are taken and documented whenever significant deviations from the laboratory’s established performance specifications are identified, and that the patient test results are reported only when the system is functioning properly.  
· Ensure that test results include pertinent information required for interpretation;

· Ensure that consultation is available to the physicians on matters relating to the quality of test results and their interpretation concerning specific patient conditions;  

· Ensure that a qualified general supervisor provides on-site supervision of high complexity test performance by testing personnel;

· Employ a sufficient number of personnel with the appropriate education and experience/ training to provide consultation, properly supervise and accurately perform tests and report results in accordance with the personnel responsibilities

· Ensure that prior to testing patient specimens, all personnel have the appropriate education and experience, receive the proper training and have demonstrated competency to insure they can perform all testing operations reliably to provide and report accurate results;  

· Ensure 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;

· Ensure that approved procedures and manuals are available to all personnel;
· Specify, in writing, the responsibilities and duties of each consultant and each person, engaged in the performance of the pre-analytical, analytical and post-analytical phases of testing, that identify which examinations and procedures each individual is authorized to perform.  
Delegation of Duties 

The Lab Director has delegated the following responsibilities involving various areas of pre-analytic, analytic, and post-analytic functions of laboratory testing:

Lead Phlebotomists, Clinical Laboratory Technical Specialist, Technical Consultants, Technical Supervisor and General Supervisors
· Writing, revising and reviewing procedures and procedure manuals, including biennially per CAP checklist.  
· On-going review of instrument/testing quality control and submission of data for peer review;
· On-going review of instrument preventative maintenance records;
· Maintain adequate supply levels;
· Oversee new method validation including; linearity, precision, accuracy, and QC;
· New hire department training and initial competency.
· Performance of annual staff competency;

· Oversight of daily system and function checks;
· Temperature checks for refrigerators

· Instrument system checks

· Calibrations

· Reagent lot-to-lot comparisons

· Monitoring of workload;
· Stat specimen draws

· Stat testing TAT

· Appropriate draw time for timed specimens
· Compliance with Code Stroke TAT

· Approval of staff work schedules;

· Submission of Proficiency Testing result data;

· Review of Proficiency Testing results and documentation of corrective action if needed;

· Participate in laboratory Quality Assurance 

· Ensure that all remedial actions are taken and documented whenever significant deviations from the laboratory’s established performance specifications are identified.

· Ensure that patient test results are reported only after corrective action has been taken and the system is functioning properly. 
· Provide orientation to new employees.

· Annual evaluations and documentating the performance of testing personal. For high complexity testing the Technical Supervisor must evaluate competency at least semiannualy during the first year of patient testing. 

· In the absence of a Clinical Laboratory Technical Specialist or General Supervisor a departments’ second who is a MT qualified as a General Supervisor for the level of testing complexity performed within the department, can assume responsibility and is utilized to check off the competency of the CLTS or GS with the Directors oversight.
Laboratory Information Systems Analyst
· Biennial review of laboratory information system procedures
· Oversight of testing plans for upgrades
· Direct involvement in downtime scenarios

· Handles security for the LIS

· Builds and maintains QC files

· Maintains and organizes all system implementation and changes in accordance with accreditation standards

· Monitors billing errors

· Monitors faxing logs for errors

· Maintenance and troubleshooting of instrument interfaces

Laboratory Administrative Director and Manager

· Maintain Staffing Levels
· Interview and Hire Staff

· Perform mid-year and annual performance appraisals

· Maintain CLIA and CAP status

· Ensure staff have educational qualifications to perform their duties

· Requisition needed equipment

· Prepare and maintain budgets

· Oversee laboratory Quality Assurance program   
· Biennial review of general policy and safety manual

Areas of Responsibility

Dr. Kurian Abraham 
           Medical Director 

                                               CLIA: Labratory Director, Technical Consultant, Clinical   

                                               Consultant, Technical Supervisor, General Supervisor,                

                                               Testing personnel



Dr. Vandana Nilakhe
           Pathologist
                                               CLIA: Technical Consultant, Clinical Consultant,   

                                               Technical Supervisor, General Supervisor, Testing personnel
Dr. Jyothi Patil
           Pathologist
                                               CLIA: Technical Consultant, Clinical Consultant,   

                                               Technical Supervisor, General Supervisor, Testing personnel
Brian Moseby 

           Administrative Director
                                               CLIA: Technical Consultant, General Supervisor
Mary Wood

           Laboratory Manager
                                               CLIA: Technical Consultant, General Supervisor
Angela Tsang

           Clinical Laboratory Technical Specalist-Blood Bank & Serology 

                                               CLIA: Technical Consultant-Serology, General Supervisor-Blood                   

                                               Bank, Testing Personnel-Blood Bank & Serolgy





Suzanne Khoury
           Clinical Laboratory Technical Specalist-Chemistry



           CLIA: Technical Consultant-Chemistry & Hematology, Technical   

                                               Supervisor-Chemistry and Hematology, General   

                                               Supervisor-Chemistry and Hematology, Testing Personnel  

                                               Chemistry & Hematology                  


Vicki Winton

           Clinical Laboratory Technical Specalist-Hematology




           CLIA: General Supervisor-Hematology, Testing Personnel  

                                               Hematology                  



Chuck Pierce

           Clinical Laboratory Technical Specalist-Microbiology




           CLIA: Technical Consultant-Microbiology, Technical   

                                               Supervisor-Microbiology, General Supervisor-Microbiology,  

                                               Testing Personnel-Microbiology



Tracy Kalck                           Clinical Laboratory Technical Specalist-Yorkville Lab




           CLIA: Technical Consultant-Chemistry & Hematology, 

                                               Technical Supervisor-Chemistry & Hematology,

                                               General Supervisor-Chemistry, Hematology & Blood Gas,              

                                               Testing Personnel-Chemistry, Hematology & Blood Gas                  



Laura Sandor
                       Clinical Laboratory Technical Specalist-Yorkville Lab




           CLIA: Technical Consultant-Chemistry & Hematology, 
                                               Technical Supervisor-Chemistry & Hematology,
                                               General Supervisor-Chemistry, Hematology & Blood Gas,              

                                               Testing Personnel-Chemistry, Hematology & Blood Gas                  


Ruth Karales

           Respiratory Manager



                                               CLIA: General Supervisor-Blood Gas, Testing Personnel-Blood Gas
Shawnda Anderson                 Phlebotomy Lead
Maria Garcia               
Phlebotomy Lead



Brandy Kenny


Point of Care Coordinator 

Point of Care

Brenda Lenski


Laboratory Information System
LIS

Heidi Severson

Laboratory Information System
LIS
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REFERENCE:
Laboratory General Checklist, College of American Pathologists Standards 

Code of Federal Regulations eCFR 10/28/2022.
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