(insert AGENCY name)
Policy and Procedure for Clinical Lab Services
Purpose
This is a sample policy for RH Care agencies to use to ensure compliance with RHCare Certification Requirements. This policy provides guidance for (insert AGENCY name) staff to provide clients with accurate, efficient and confidential laboratory testing through compliance with CLIA, Federal and State rules and regulations, HIPAA regulations regarding confidentiality, and ongoing development, implementation, and evaluation of quality control methods. 
A clinical laboratory is defined by CLIA as any facility which performs laboratory testing on specimens obtained from humans for the purpose of providing information for health assessment and for the diagnosis, prevention, or treatment of disease. This policy is applicable for laboratories with a CLIA Certification of Waiver or a Certification for Provider-Performed Microscopy Procedures (PPMP).
Policy
(insert AGENCY name) will conduct laboratory activities in accordance with CLIA rules and regulations. This policy follows the recommendations of Centers for Medicare and Medicaid Services (CMS) – Clinical Laboratory Improvements (CLIA), 2025; Centers for Disease Control and Prevention, 2025; and American Academy of Family Physicians (AAFP), 2025.
Procedure
Certification and Requirements
1. A CLIA certificate is required to operate a clinical laboratory. (see Resource 1)
a. Applications and renewals are submitted to Oregon State Laboratory Compliance Section.
b. The fee is determined by CMS according to the complexity level of testing.
Waived laboratories may perform only those tests categorized as waived. (see Resource 5)
PPMP laboratories may perform only tests classified as waived and PPMP. (see Resource 6)
c. The CLIA certificate will be displayed in a prominent place in view of the public.
2. CLIA Laboratories (Waived and PPMP) are subject to inspections: 
a. If a complaint is made;
b. To validate that: 
Only waived categorized tests are performed under a waived lab certificate, and
Only waived and PPMP tests are performed under a PPMP certificate; or
c. If there is a risk of harm to client due to inaccurate testing.
3. Written procedures will be developed and maintained for all tests performed in the waived and PPMP laboratory and will be approved by the medical/laboratory director.
4. (insert AGENCY name) will:
a. Maintain:
Complete records on each test kit/device per manufacturer’s recommendations, for 2 years, including:
1. Quality control; 
2. Calibration; and 
3. Instrument maintenance. 
Records on all testing personnel indicating laboratory training and competency assessment
b. Meet department standards for safety, disposal of hazardous and infectious waste, and infection control (see Infection Control Policies and Procedures) 
c. Refer specimens only to laboratories operating in compliance with CLIA.
To determine if a referred lab is CLIA compliant staff may access information at S&C QCOR.
Staff may call the laboratory directly to ask about their CLIA status.
Laboratory staff will reevaluate the CLIA status when the referred labs certificate expiration date is due. 
5. (insert AGENCY name) laboratory will not revise results or information directly related to interpretation of results provided by the testing laboratory.
6. (insert AGENCY name) will inform the Laboratory Compliance Section of changes in laboratory name, owner, director, or address within 30 days after a change occurs.
Personnel Requirements
1. Waived tests may be performed at the written request of, or under a protocol signed by, a:
a. Medical Doctor;
b. Doctor of Osteopathy;
c. Naturopathic Doctor;
d. Physician Assistant;
e. Certified Nurse Practitioner; or
f. Certified Nurse Midwife.
8. Waived tests may be performed by any individual following appropriate training and documentation.
9. PPMP testing may be performed only by a:
a. Medical Doctor;
b. Doctor of Osteopathy;
c. Physician’s Assistant;
d. Certified Nurse Practitioner; or
e. Certified Nurse Midwife.
10. A PPMP laboratory must have a lab director who is legally liable and responsible for all aspects of testing and must be a:
a. Physician (MD or DO) licensed to practice in Oregon; 
b. Nurse practitioner or nurse midwife licensed and certified by the Oregon Board of Nursing; or
c. Physician’s assistant licensed by Oregon Board of Medical Examiners.
Performing Quality Control Testing
1. Quality control (QC) testing ensures the test performs as expected, alerts users when problems occur, and is required when indicated in the current manufacturer’s instructions. The manufacturer’s instructions explain when, why, and how to perform QC testing. Keep a copy of instructions and check for new changes. Determine actions for unexpected QC results. Results will be recorded on the lab’s results log (for example see Attachment 2); and records kept for 2 years.
12. Waived tests include two types of controls, internal controls and external quality control:
a. Internal Controls (built-in or procedural controls) determine whether:
The test is working as it should.
The test sample used was adequate for the test to perform properly.
The sample is moving through the test strip correctly.
Electronic functions of the instrument are working correctly.
b. External quality control (QC) should be performed per manufacturer’s instructions, but at a minimum will be performed: 
With each new shipment of kits/reagents; stability of the test;
With a change in lot numbers;
Environmental changes (power outages, temperature changes);
Each new testing personnel 
Test Preparation Best Practice
1. Routinely clean and dry work surfaces before and after testing.
1. Maintain clearly marked clean and dirty (specimens, blood, body fluids, biohazard waste/sharps containers) lab spaces
1. Perform testing in a well-lit, clean, and dry area. Tests will be performed in an area with adequate space while maintaining client privacy.
1. Testing and storage must meet specific environmental requirements according to the manufacturer’s instructions.
1. Clinical equipment will be maintained and calibration checks performed as directed in manufacturer’s instructions. 
1. Clean work area before and after testing; Placing test strips on a moist or newly cleaned surface may damage the strip and cause incorrect results.
1. Check and record temperatures of the testing and reagent storage areas (for example see Attachment 1).
1. Check and record expiration dates of reagents/kits; discard when expired.
1. Do not mix or combine reagents between lot numbers.
1. Inspect reagents or vials for damage, discoloration, or contamination and discard if found.
1. Prepare reagents according to manufacturer’s instructions.
1. Allow time for refrigerated reagents/samples to come to room temperature.
1. Inspect equipment and electrical connections to be sure they are working.
1. Perform calibration checks, as needed.
Performing Tests
1. (insert AGENCY name) staff will: 
27. Confirm test order;
27. Confirm client’s identification;
27. Confirm client is aware of what test(s) is/are being done; 
27. Confirm client has followed pretest instructions, if indicated;
27. Wear appropriate personal protective equipment; 
27. Follow all standard precautions for infection control;
27. Use the proper specimen collection device;
27. Follow the testing steps in the exact order per manufacturer’s instructions;
27. Always label the sample immediately after collection;
27. Use a timer to follow the required timing intervals; 
27. Interpret test results according to the manufacturer’s instructions; and
27. Record test results in client’s chart and on the lab’s results log. (see Attachment 2)
1. In-house test results will be given to the client at the time of testing.
1. If test results are invalid, compromised, or disagree with client’s clinical information, the test will be repeated.
1. Any test not performed in this laboratory will be referred to a licensed reference laboratory.
30. Specimens sent out will be documented on a specimen tracking log. (for example, see Attachment 3)
30. The original report form from the reference laboratory will be filed in the client’s chart.
Critical Values
1. (insert AGENCY name) will:
31. Establish critical values which require immediate treatment or evaluation from an ordering provider. The following tests have critical values: (define here or in an attachment)
31. Ensure staff are aware of the critical values;
31. Critical values will be reported to (insert staff role or title here).
31. Ensure that appropriate follow-up care is completed by entering client into tracking system/recall list. (describe agency process here)
Notification of Lab Test Result(s)
1. All clients will be notified of normal test results per their preferred method of contact.
1. Clients with abnormal test results will be contacted by:
33. Phone
0. First attempt shall occur when lab results are received.
0. Second attempt will occur within 1 week of the first attempt. 
33. If unable to contact client by phone, a letter will be sent. If it is not possible to send a letter due to client confidentiality status, staff will make a third attempt to contact client by phone. 
1. If no response is received within 1 month, a registered letter will be sent.
1. If no response is received, the client will be assumed to be lost to follow-up. 
1. Client notification process will be documented in client’s chart.
Quality Assurance (QA) Requirements
1. (insert AGENCY name) staff will ensure accurate, reliable, and prompt reporting of test results.
1. (insert AGENCY name) will document and review problems, errors, or injuries that occur in the lab and establish a plan to improve processes 
1. All QA activities and corrective action will be documented and discussed with staff 
Microscope Maintenance for PPMP Lab (see Attachment 4)
1. (insert AGENCY name) will:
38. Clean objective lenses, eyepieces, and condenser daily, or after use;
38. Use a high-quality lens paper dampened with approved lens cleaner;
38. Keep the 10X and 40X objectives oil-free;
38. Cover microscope when not in use; and
38. Ensure annual service is performed by a trained technician.
Staff Training And Evaluation
1. All (insert AGENCY name) staff performing any laboratory test will be provided an orientation when hired, as well as ongoing competency assessment on laboratory procedures at least annually, and additional training when laboratory tests are added or changed. Staff will be trained to perform each test as appropriate to their role.
1. Competency Assessment Requirements:
a. Will be done semiannually during the first year of employment and annually thereafter.
b. Can be done throughout the entire year by coordinating it with routine practices and procedures to minimize impact on workload.
c. Will be completed for each test performed on-site, including PPM if indicated.
d. Consists of eight elements: (see Attachment 5)
Assessment of ability to demonstrate proper storage for test kits, explanation of expired test protocol;
Direct observations of routine client test performance, including client preparation, if applicable, specimen handling, processing, and testing;
Monitoring the recording and reporting of test results;
Review of intermediate test results or worksheets, quality control records, proficiency testing results, and preventative maintenance records;
Direct observation of performance of instrument maintenance and function checks;
Assessment of test performance through testing previously analyzed specimens, internal blind testing samples or external proficiency testing samples; 
Assessment of problem-solving skills; and
Assessment for each test performed on-site. 
41. Evaluation of PPMP Test Accuracy:
a. PPMP testing sites need to verify the accuracy of their testing at least twice per year. (insert AGENCY name) will:
(Option 1) Enroll in a proficiency testing program.
(Option 2) Have PPM providers verify each other’s results on a sample specimen for each PPM test they are credentialed to perform. 
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Attachment 1: Temperature Log 
Refrigerator/freezer location: ________________________________		Month/Year: ________
Acceptable temperature range: ________________________
	Date
	Room Temp
	Refrig.
	Freezer
	Checked by:
	Date
	Room Temp
	Refrig.
	Freezer
	Checked by:
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Corrective Action for Out of Range Temperature
	Date
	Action Taken
	Initials

	
	
	

	
	
	


Reviewed by: _________________________________________	Date:) ________________


Attachment 2: In House Results Log 
Test Name: _________________________________________________		Date Opened: _____________
	Date
	Client name 
	Test results
	Initials
	Lot number/ Exp. Date
	QC Lot/ Exp. Date
	Positive Control Results
	Negative Control Results
	Initials
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Attachment 3: Specimen Tracking Log
	Date
	Client name
	Specimen ID
	Date Sent
	Reference lab
	Date Results received
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



Attachment 4: Microscope Maintenance Log
1. Clean lenses, eyepieces and condenser daily or after use
1. 10X and 40X must be kept oil-free at all times
1. Annual service by trained technician
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 = maintenance performed
X = annual services performed
Attachment 5: Laboratory Employee Competency Checklist 
Employee Name: ________________________________________________________________
Test Name: _________________________________________ 	Date: __________________
	EIGHT PROCEDURES FOR COMPETENCY ASSESSMENT
	YES
	NO
	OBSERVER

	Assessment of ability to demonstrate proper storage for test kits, explanation of expired tests protocol.
	
	
	

	Direct observations of routine client test performance, including client preparation, if applicable, specimen handling, processing, and testing
	
	
	

	Monitoring the recording and reporting of test results
	
	
	

	Review of intermediate test results or worksheets, quality control records, proficiency testing results, and preventative maintenance records
	
	
	

	Direct observations of performance of instrument maintenance and function checks
	
	
	

	Assessment of test performance through testing previously analyzed specimens, internal blind testing samples or external proficiency testing. 
	
	
	

	Assessment of problem-solving skills
	
	
	

	Assessment for each test performed on-site
	
	
	


Employee Signature: ______________________________________		Date: ______________
Supervisor: ______________________________________________		Date: ______________
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