
Laboratory Guidelines
Quality Assurance
POLICY:  
Laboratory quality assurance is the responsibility of all members of the laboratory staff under the leadership of the Lab Director.   Clinical Laboratory Improvement Amendments (CLIA) quality assurance requirements will be integrated into each phase of the testing process, from the clinician’s order through completion of testing and/or shipment to other labs and recording and notifying clients of test results. The Lab Director is responsible for the resolution of technical and non-technical problems as they affect the quality of laboratory testing. It is the responsibility of each laboratory staff member to identify and report testing quality problems and to participate in appropriate problem resolution.

Limited testing is done at (name of health department) labs. The tests performed “in house” are: (list all tests done at your lab).  For PPM labs: Only Nurse Practitioners (NP), Physician Assistants ( PA), or Medical Doctor ( MD) may perform wet mounts of  vaginal secretions. Documentation of annual competency is required. All other specimens collected will be transported to an outside lab for testing.
PROCEDURE:

I. PRE-ANALYTIC QUALITY SYSTEM

A. Staff Training

1. Lab policy and procedures will be developed and updated using the package inserts and/or the outside labs’ protocols (i.e., Oregon State Public Health Lab, (name of outside lab). The lab policy and procedures will be reviewed and updated yearly and as testing procedures change. The policies will be approved and signed by the Lab Director.

2. All lab policies and procedures will be reviewed by clinic staff and the Lab Director.

3.  The Lab Director or designee shall periodically review staff proficiency in performing laboratory tests used in the clinic lab. Refer to the (Competency Testing) policy and procedure.

B. Specimen Identification

1. All lab tests will be ordered either by a Medical Doctor (MD), Nurse Practitioner (NP). A Registered Nurse (RN) may order lab tests under documented delegation of a MD or NP.

2. All specimens will be processed immediately to avoid confusing the identity of specimens. 
a. All urine specimens to be processed “in house” will be labeled with the client’s name and date of birth at time of collection.

b. All specimens to be transported to an outside lab will be labeled with the name of the client and the client’s date of birth. The only exception to this is when an HIV test has been ordered anonymously.

c. The lab slip which correctly corresponds to the test being ordered, will be filled out at time of collection and placed with the specimen.

3. If a specimen is not labeled correctly, but can be identified, it is the responsibility of the clinic aide to complete the necessary information on the label. 

4. If the specimen is unlabeled, and immediate identification cannot be made, the following process should begin:

a. If it is not apparent what type of specimen is identified, all lab personnel will be questioned.

b. When the specimen type has been identified, other specimens of that type will be examined and chart orders will be scanned until client identification is made.

c. 100% of all errors will be corrected and documented in this way before the specimen is transported, and no further action needs to be taken.

5. Any specimen labeling or lab slip errors that are reported by an outside lab will be corrected by (name of position that will correct this problem).  If the (person above) is not able to correct the error, they will notify the Lab Director or Clinic Supervisor. They will document the error on the (Occurrence Report) form. 
C. Specimen Integrity

1. All new employees who will be handling specimens will review and become familiar with the use of the (Name of Outside Lab) and Oregon State Public Health Lab manuals to determine what special procedures should be performed to maintain specimen integrity.

2. Temperatures in refrigerators and freezers will be monitored per the (Temperature Monitoring) policy.

3. Specimens that are stored to await payment by the client before they are sent to outside labs will be dated with the date the specimen was collected and the date when the specimen must be discarded. These specimens will be checked weekly and discarded once they are outdated.

4. Regular clinic staff meetings will be conducted to communicate changes in clinic and laboratory policies.
5. This information will be shared with all satellite clinics.
D. Transportation of Specimen

1. Specimens will be transported to an outside lab by the (name of outside lab transports) or Oregon State Public Health Lab’s Senvoy courier.

2. Delays or problems in specimen transport will be analyzed as they occur and corrective action will be taken to assure integrity of specimens. 

3. If a specimen is inadequate and will be rejected, notify the Lab Director or Clinic Supervisor and refer to the (Specimen Rejection) policy and procedure.

II. ANALYTIC QUALITY SYSTEM

A. Test Procedures and Systems:

1. As new tests are introduced, the testing procedure will be reviewed by clinic staff and the Lab Director.

2. Although test system failures are rare, the following steps will be taken in the event of a test system failure:

a. Hemocue failure: (back-up plan when hemocue fails)
b. hCG tests: (back-up plan when pregnancy test fails)
c.  Hemoccult tests: (back-up plan when hemocult fails)
d. Urine Dipstick test: If control tests are not showing an accurate result, the test bottle will be returned and a new one used.

e. Microscope failure: (back up policy to follow)
B. Accurate and Reliable Supplies, Reagents, Equipment & Test Systems 

1. When inventory is low, lab supplies will be ordered as needed.

2. Equipment and reagents will be stored according to the manufacturer’s instructions.

3. Reagent test kits and supplies will be examined for expiration dates before use.

4. Quality control records will be retained for a minimum of two years. 
5. Maintenance and function checks for equipment and test systems will be performed according to the manufacturer’s recommendations. 
6. The centrifuge is used only to separate blood specimens; therefore calibration is not required.

III.  POST-ANALYTIC QUALITY SYSTEM

A. Receipt and Recording of Test Results

1. Test results will be entered in the lab log and client chart as they are completed or received, assuring that test results are legible and accurate.

2. Turn around time is monitored through the lab logbook. If lab tests are not returned from the referring lab in a timely manner, the lab will be called and results requested. 

B. Lab Test Results and Follow-up
1. Panic values will be reported immediately to the Provider/Nurse Practitioner. When the test is performed by an outside lab, panic values will be reported by the outside lab via phone. Refer to the “Panic Values” table posted in the lab and attached to the (Critical lab) policy.
2. Clients will be called by the nurse practitioner or designee to discuss lab results reported from an outside lab.

C.  Lab Complaints

1. Lab complaints will be addressed individually and immediately, according to the (Lab Complaints) policy and procedure.
IV. Review

A. Chart review
1. Assemble a review panel, to include Health Officer or Lab Director, Nursing Supervisor and lab staff. If your lab license is shared with another clinic, include their lab staff.

2. Review x number of charts every 6 months or every quarter.
3. Assess for:

1. Proper client services,

2. Follow-up

3. Proper documentation

4. Assess for any problems with the process, from the time lab was ordered until the results were documented and follow up with client occurred.

4. All errors from chart review will require an (Occurrence Report) be filled out. 
5. Engage in CQI to improve system. (optional)
B. Review Inventory Process

1. Assure that inventory was done per policy,
2. Assure that all inventory is current and meets standards set by health department policy.
3. Assure proper tests match lab manual procedures, including having the current test package insert posted in lab manual.
C. Review multiple site lab operations

1. If lab shares a CLIA license with another clinic or school-based health center, assure practice follows protocol
2. Include satellite sites in chart review, include reviewing some of the satellite clinic charts.
D. Review occurrence reports and lab complaints

1. All lab complaints and occurrence reports should be reviewed by this group.
2. Follow policy and/or CQI policy to improve processes.
E. Engage in Continuous Quality Improvement Process (optional QA to CQI process)
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