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Purpose:  


To define Leadership responsibilities within OMC Clinic Laboratories for Branch Clinics, Rochester NW, and Convenience Care Clinics.

Policy:

· Each Clinic Laboratory is under the direction of a qualified Medical Director, who in collaboration with a Technical Consultant and a General Laboratory Supervisor, direct and monitor all laboratory functions.  

· All Staff involved are to maintain, protect and follow all Patient confidentiality (HIPPA) policies.
Medical Director:

The Laboratory Director is responsible for the overall operation of laboratory services.  These responsibilities are carried out directly or through delegation to qualified individuals.

A.
General Responsibilities:

1. Verify that all delegated responsibilities are properly performed as designated.

2. Available to the laboratory to provide onsite, telephone or electronic consultation as needed.

3. Directs no more than five laboratories.

4. Ensures that environmental conditions are appropriate for tests performed and provide a safe 
working environment.

5. Serves as Clinical Consultant, as appropriate or assists with obtaining appropriate consultation for 
and interpretation of test results.

B.
Testing Process Responsibilities:

1. Specifically oversees the quality of the process through all phases of patient identification, 
specimen collection, specimen processing, testing, and result reporting.

2. Consults with providers to identify patient needs and oversees the selection of test methodologies 
having the capability of providing quality results.

3. Verifies that procedures used to validate the accuracy, precision, and other pertinent performance 
characteristics of testing methodologies meet required quality criteria.

4. Works in consultation with Medical Director for OMC Hospital/Clinic Laboratories to evaluate test 
reports for result format, including pertinent information required for interpretation.  

5. Oversees development and maintenance of approved procedure manual made available to all 
personnel.

6. Specifically oversees the competency of personnel performing laboratory tests.

C. Staffing Responsibilities:


1.
Provides oversight in determining adequate number of qualified, competent staff including:

· Qualifications and competence assessment

· Orientation, training and on-going education



The Laboratory Medical Director has delegated this responsibility to the Branch Laboratory 



Supervisor in collaboration with Clinic Nursing Supervisors and the Laboratory Administrative 



Director.

D.
Proficiency Testing:

1. Verifies that the laboratory is enrolled in an approved proficiency testing (PT) program.

2. Oversees that PT samples are tested in the same manner as patient samples.

3. Verifies that PT results are returned on time to the PT program.

4. Reviews PT results and approves corrective action plan for unsatisfactory PT results.
E.
Quality Control:

1. Verifies that quality control and quality assurance programs are established and maintained to identify failures as they occur.

2. Provides oversight for corrective actions taken when significant deviation from established performance criteria are identified, that corrective actions are documented and that patient test results are reported only when the system performance criteria are met.

Technical Consultant: 

The technical consultant is responsible for technical and scientific oversight.  Oversight may be provided by consultation on-site, by telephone, or electronically.  In addition, the technical consultant:

1. Collaborates with the Medical Director in selecting test methodology appropriate for the level of 
clinical care.

2. Establishes the testing performance criteria, including accuracy and precision of each test and test 
system.

3. Verifies laboratory is enrolled in an approved PT program for level of services offered.

4. Establishes a quality control program with criteria for acceptable analytical performance appropriate 
for the tests performed.  Evaluates that performance criteria are maintained throughout the testing 
process.

5. Provides consultation for resolution of technical problems, and verifies remedial actions taken have 
corrected the problem.

6. Verifies that patient test results are not reported until the test system is functioning properly.

7. Collaborates to identify training needs and to provide training opportunities.

8. Oversees evaluation of on-going competency of all testing personnel.

9. At least annually, evaluates and authorizes testing privileges based on individual competency.  Prior 
to implementation of new test methodology or instrumentation changes, individual performance is 
evaluated and privileges authorized based on competency.

General Laboratory Supervisor / Branch Office Laboratory Coordinator:


The General Supervisor is responsible for the general operational oversight of laboratory testing.


1.
Provides assistance by consultation on-site, telephone, or electronic support.

2. Monitors laboratory process to verify that acceptable levels of analytic performance are maintained.

3. Maintains Laboratory accreditation standards.

4. Fulfills designated responsibilities delegated by the Medical Director or Technical Consultant:

· Assures all corrective actions are taken when test systems deviate from the established performance specifications.

· Verifies that patient test results are not reported until all corrective actions have been taken and the test system is properly functioning.

· Reviews proficiency testing reports recommends corrective actions.
· Reviews QA/QC records

· Coordinates and provides orientation and orientation documentation for all testing personnel.

· At least annually, evaluate and document testing personnel competency.

Testing Personnel:


Responsibilities:

 
1.
Demonstrate a good working knowledge of laboratory procedures for patient identification, 


specimen collection, specimen handling and processing, test analysis, result reporting, and 


maintaining documentation of laboratory records.

2.
Perform proficiency testing and corrective actions in the same manner as patient testing and maintain required supportive documentation. 
3.
Comply with policies for performing, evaluating and documenting quality control, instrument 
calibration, and instrument maintenance.

5. Comply with established policy for patient result handling when test systems are not within the established acceptable levels of performance.

6. Identify problems through out the process that may adversely affect performance of a test or test results, and take appropriate actions to correcting the problem or notifying the appropriate supervisor.

7. Document all corrective actions taken when test systems deviate from the laboratory’s established performance specifications.  

CAP/COLA Standards:  

ORG 15
Medical Director- Annual review of procedures

ORG 16 
Medical Director- Review of new procedures

ORG 17
Medical Director- Review of changes in procedures

ORG 18
Medical Director- Review of procedural manual if new Director
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