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I. 
 Introduction

Quality Assurance is an ongoing process to ensure that laboratory test results are as accurate and reliable as possible for all persons tested. Quality Assurance refers to planned activities that check whether testing is performed correctly, results are accurate, and mistakes or problems are found and corrected before harm is done. 

Federal laboratory testing standards, the Clinical Laboratory Improvement Amendments of 1988 (CLIA’88), apply to all facilities which perform any clinical testing. 

CLIA '88 recognizes, at present, three categories of testing; waived testing, moderate complexity and high complexity testing.  Although the OraQuick®  and OraQuick® ADVANCE tests are classified in the waived category and are simple to use, sites offering the test are required to establish a Quality Assurance (QA) Program. Sites are also required to have a CLIA certificate of waiver or be covered under an exception for multiple sites or public health use. (The exceptions involve working with a main location that has a CLIA certificate of waiver.) The MDCH Regional Laboratory System will provide a mechanism for rapid HIV testing sites to meet the quality assurance program requirements of CLIA ’88. 

II. 
Purpose

The purpose and intent of this Quality Assurance Manual is to formalize and standardize the quality assurance practices throughout the Rapid HIV Testing Sites. 

This document is intended to serve as the working Quality Assurance Manual for sites that perform waived rapid HIV testing procedures such as the OraQuick® Rapid HIV-1 Antibody Test or the OraQuick® Advance HIV-1/HIV-2 Antibody Test. Each site should use the basic document and add their own site specific information to the document where indicated:       . Periodic updates may be posted on the MDCH Regional Laboratory Web page at www.michigan.gov/mdchlab
(Click on the link to Regional Labs, then Rapid HIV Testing.) 
III.
Laboratory Manuals

Written material must be readily available to the testing personnel. This material includes

1. Laboratory Procedure Manual 

Written procedures, including step-by-step instructions for specific tasks before, during, and after the testing. This should include procedures for specimen collection as well as how to perform, interpret, and report the test.

2. Safety Manual 

Written instructions and guidelines which address:

General Laboratory Safety

Blood Borne Pathogen Standard and  Standard (Universal) Precautions 

Biohazards and Waste Disposal

Material Safety Data Sheets (MSDS) and Right-to-Know Information

3. Quality Assurance Manual (this document)

This material may be combined into one volume or divided into three volumes as the needs of the site dictate. The written laboratory manuals must be  reviewed and signed annually by the Laboratory Director. Also document that all testing personnel have reviewed the written materials annually.

IV.
Personnel

The CLIA'88 legislation defines required positions, with specific personnel requirements depending upon the complexity level of testing (waived, moderate or high). All personnel associated with laboratory activities must meet or exceed CLIA’88 personnel requirements for the complexity level of testing performed. Most Rapid HIV testing sites will be waived testing sites only. Although CLIA ’88 does not define specific standards for who can perform or oversee waived testing, the MDCH Regional Laboratory Quality Assurance program requires each site to designate a Laboratory Director and Site Coordinator, whose requirements and responsibilities are listed below. Requirements for testing personnel are also listed. A current list of personnel qualified to perform waived testing at each site should be maintained on the Waived Testing Personnel List. (A blank copy may be found in  the Appendix of this document, and also on the MDCH Regional Laboratory web page).

Laboratory Director

Requirements: Doctorate degree (MD, DO, DPM, PhD, DrPH) with 20 CMEs required in approved program in laboratory practice ‑ or ‑ 1 year of directing/supervising non‑waived tests. Or, Master's degree in biological or chemical science with 2 years of laboratory training or experience at the complexity level of the certificate. Or, Bachelor's degree in biological or chemical science with 4 years of laboratory training or experience at the complexity level of the certificate. 

Responsibilities:

1. Ensure that the physical facility and environmental conditions of the laboratory are appropriate for the testing performed and provide a safe environment in which testing personnel are protected from chemical and biological hazards. 

2. Ensure that the test site is enrolled in a CMS (HCFA)-approved external proficiency testing program (e.g., Model Proficiency Evaluation Program  - MPEP). Provide documentation of proficiency testing results, review of results, and any corrective action taken.

3. Review the quality control and quality assurance  program to assure the quality of the laboratory services provided and to identify failures as they occur. 

4. Ensure that all necessary corrective remedial actions are taken and documented when problems are identified, and that test results are reported only when the system is functioning properly. 

5. Establish and oversee an ongoing quality assessment plan. 

6. Visit each testing site annually.  

7. Provide on‑site, telephone or electronic consultation as needed. 

8. The Laboratory Director for       Your Local Health Department is       enter name of Laboratory Director who can be reached at       enter phone number.

Site Coordinator: 

This term does not appear in the CLIA rules, but has been developed to meet the operational needs of the Rapid HIV Testing Sites. This individual is the key to a successful rapid testing program.  This person will be responsible for the personnel and quality of clinical laboratory testing at their respective site and work directly with the MDCH Rapid HIV Program Coordinator and the Laboratory Director to ensure compliance with CLIA testing regulations.

Requirements: It is suggested that someone with clinical experience and a Bachelor's degree or an RN fill this position as it will require understanding of the technical aspects and clinical relevance of laboratory testing.

Responsibilities:

1. Ensure functional communication between the MDCH Rapid HIV Program Coordinator, the Laboratory Director, and Testing Personnel.

2. Meet with the Rapid HIV Program Coordinator or Laboratory Director at least twice a year for quality assurance updates, education, update and review of CLIA regulations. 

3. Maintain all testing procedures performed at the site in a written Procedure Manual that is kept updated and reviewed annually by the Laboratory Director.

4. Maintain a copy of the Quality Assurance Manual that is kept updated and reviewed annually by the Laboratory Director.

5. Maintain a copy of the Safety Manual that is kept updated and reviewed annually by the Laboratory Director.

6. Provide or arrange for an orientation program for all new employees who will perform clinical testing that includes:

a. Blood Borne Pathogen Rule

b. MSDS and Right to Know

c. Infection Control Plan

d. Biohazard Waste disposal plan

(This function may be provided by the local health department).

7. Maintain records of testing personnel to include education, licensure or certifications, technical training, in‑service training, and testing experience.  (Alternatively, the facility or local health department's personnel section may serve this function).

8. Supervise Testing Personnel ensuring adherence to laboratory procedures and QC/QA guidelines.  

9. Ensure quality control is performed as specified in the Laboratory Procedure Manual. 

10. Ensure that corrective action is taken whenever controls do not perform as expected.

11. Review and sign monthly temperature logs, quality control logs, and corrective action reports. 

12. Send corrective action reports to the Laboratory Director for review and signature.  (The Rapid HIV Program Coordinator may request to review and sign them first.)

13. Review patient testing logs for errors, to ensure that testing was done correctly, and that all results are recorded properly, 

14. Report volume of tests performed at all sites at intervals specified by the Rapid HIV Program Coordinator or Laboratory Director.

15. Ensure that competency evaluation of testing personnel is completed and signed by the Laboratory Director prior to performance of test procedures on client specimens. 

16. Ensure that competency assessment of testing personnel is completed and signed by the Laboratory Director  six months after initial training and every 12 months thereafter. 

17. Enroll site in a CMS-approved external proficiency testing program.

18. Coordinate internal and/or external proficiency test performance by comparing to the expected results. Report the results to the Rapid HIV Program Coordinator  and Laboratory Director within the time frame indicated by the proficiency test. 

19. Follow up on all unacceptable proficiency testing results with corrective action documentation. Review and sign all corrective action documentation. This must be done in consultation with the Laboratory Director, who must also sign the corrective action reports.

20. Maintain inventory of test kits and controls so that oldest kits and controls are used first, and none are used beyond the expiration date.

21. Maintain a safe working environment for all personnel and clients by developing plans to address all OSHA / MIOSHA safety rules as prescribed in the safety manual.

22. Ensure that all equipment, machines or instruments are maintained and are safe to operate.  

23. Maintain records of equipment maintenance or service and temperature records as applicable.

24. Maintain records of quality assurance activities, staff meetings in which quality assurance is discussed, problems and resolutions, and all corrective actions for quality control/ quality assurance. Maintain records of all patient logs, QC records, proficiency testing, temperature logs, corrective action reports, outdated procedures and competency assessment. Retain all records for at least two years. 

25. Maintain records for staff training for at least three years.  (Some of these functions may be performed by the personnel section of the facility or local health department).

26. Maintain a copy of the facility’s CLIA certificate (for some sites, this may be the Regional Laboratory certificate), and copy (ies) of reference laboratory CLIA certificate(s).

27. Complete the  Organizational Structure document, which lists: 

a) Names of administrative personnel (for example, if applicable: Medical Director/Health Officer, Clinic Administrator, Site Coordinator, Laboratory Director and Rapid HIV Program Coordinator). 

b) Address of each facility where tests are performed. 

c) Tests performed and the manufacturer of each.

d) This document must be kept up to date to reflect all personnel changes.

e) A copy of the Organizational Structure for       Your Local Health Department is to be included in the appendix. A blank copy is located in the MDCH Regional Laboratory Web page.  Complete the CLIA personnel forms as required for your site. Completed forms must be kept up to date, be signed by the Laboratory Director,and be included in the APPENDIX of this document. Blank copies may be found on the MDCH Regional Laboratory Web page.  

f) CMS (HCFA)-209.The CMS (formerly HCFA)-209 form is used to list the Laboratory Director and personnel if moderate or high complexity testing is also performed.

g) Waived Testing Personnel List. The waived testing Personnel List  will be used to document personnel approved to perform the waived OraQuick® or OraQuick® ADVANCE tests. This list also indicates whether each person is full or part time in the listed capacity. The form is based on the CMS (HCFA) –209. A blank copy can be located on the Regional Laboratory web page.
28. The Site Coordinator for       Your Local Health Department is       enter name of Site Coordinator who can be reached at       enter phone number.
Rapid HIV Program Coordinator (MDCH):

This position is provided and defined by the HIV/AIDS Prevention and Intervention Section.

Requirements: This person will be responsible for coordinating the communications between MDCH, and all site coordinators and laboratory directors.

Responsibilities

1. Review monthly QC and maintenance (e.g., temperature) records.

2. Maintain records of test volume for each site.

3. Review proficiency testing results.

4. Send training records, corrective action reports, proficiency testing results, and competency assessment records to the Laboratory Director for review and signature.  (Retain copies until signed records are returned.) 

5. Refer technical questions to the laboratory director when necessary.

6. Review client testing logs and follow up on any discordant results.

7. Review quality control logs for completeness, errors, expiration dates, etc.

8. Coordinate with the laboratory directors and site coordinators when any changes occur in procedures, manufacturer’s or CDC recommendations, etc. 

Testing Personnel: 

Requirements: At least a high school diploma or certificate of equivalency. Testing personnel must also be able to read instructions, record results, interpret results, and be able to recognize and handle problems that might come up. 

Responsibilities:

1. Follow all laboratory written procedures for collecting specimens, performing the test, and reporting the results. 

2. Perform QA and QC procedures according to written procedures.

3. Maintain all written records.

4. Be able to identify when problems occur, and either correct the problems or notify the Site Coordinator, the Rapid HIV Program Coordinator, or Laboratory Director. Document all problems and the corrective action taken.

5. Annually review the Laboratory Procedure Manual, Quality Assurance Manual, and Safety Manual, including the blood borne pathogen standard.

6. Complete a competency assessment six months after initial training and annually thereafter.

7. Participate in the external proficiency testing program as described in sectionVI.

V. 
Facility and Equipment

1. Refrigeration, heating, and air conditioning are required so that test kits and controls are stored within the temperature ranges specified by the manufacturer.

2. Temperatures of storage and testing areas must be monitored. For all temperature monitoring, use a certified or calibrated thermometer if possible, preferably a minimum-maximum type. 
3. The temperature of all refrigerators where kits or controls are stored must be monitored 24 hours a day and documented. 

4. The temperature of the kit storage area must be monitored and documented. 

5. Temperature in the testing facility  must be monitored daily with a certified or calibrated thermometer and recorded on a temperature log. 
6. If testing is conducted in mobile units, each mobile unit is considered a separate testing facility for quality assurance purposes (i.e., for monitoring temperatures and running external controls).

7. If testing is done in the field, monitor and document the temperature of the portable storage containers.  
8. Temperatures that fall outside the acceptable range must be documented and corrective action taken. 

9. Equipment monitoring records are regularly reviewed, dated and signed by the Site Coordinator. 

10. Facilities for hand washing must be available in or immediately adjacent to the testing area.

11. Facility must have procedures and equipment for biohazard safety, including gloves, sharps and biohazard waste disposal, spill containment and disinfection.

VI. Quality Control and Proficiency Testing

Quality Control

1. In addition to the internal control indicator in each test device, external positive and negative controls must be run at intervals specified in the written procedure to assure the test kits are working properly.
2. All kits and controls must be marked with the date they are received. 
3. All kits and controls must be marked with the date they are opened.  

4. All controls must be labeled with the expiration date.  

5. Expired kits and controls must never be used for testing.

6. Controls must be run at specified intervals according to the written test procedure.  
7. All kits and controls must be properly stored according to manufacturer’s instructions.
8. Components of kits of different lot numbers are not interchangeable unless
specified by the manufacturer.

9. Material Safety Data Sheets (MSDS) are maintained at the immediate work site and are easily accessible to testing personnel. 

Proficiency Testing

Proficiency testing refers to a process of verifying that all testing sites would get the same result if all were to test the same patient sample. A set of proficiency “patient” samples (usually 5) is sent to each site. A rapid HIV test is performed on each sample, in exactly the same way that a real client sample would be, including recording it on the patient log sheets. The results are then returned to the proficiency program for evaluation. 

1. Each testing site must enroll in an external proficiency testing program such as the CDC’s MPEP (Model Performance Evaluation Program). 

2. In addition to the MPEP or other external proficiency program, MDCH may occasionally send internal proficiency samples to testing sites. 

3. The testing of proficiency samples should be rotated among the testing personnel so that everyone has a chance to run them.

4. Proficiency panel evaluations should be reviewed and signed by the testing personnel, and must be reviewed and signed by the site coordinator, Rapid HIV Program Coordinator, and the Laboratory Director. Send a copy of the results to the Rapid HIV Program Coordinator. 

5. A testing facility must maintain 80% agreement with the results of the MPEP to continue testing. If any results did not agree with the MPEP, corrective action must be taken in consultation with the laboratory director.

VII.
Training and Competency Assessment

Training

Initial training must be completed before any patient testing is performed. This is a requirement for purchasing kits and performing rapid HIV testing.

Initial training will include:

1. How to perform the test, including procedures before, during, and after testing.

2. How to collect the specimen.

3. The importance of quality assurance and the elements of the QA program.

4. Importance and use of Standard (Universal) Precautions / biohazard safety.

5. Completion of the Training Checklist. (See Appendix or the Regional Laboratory web page.)

During initial training, personnel will: 

1. Read the instructions for performing the test.

2. Watch someone perform the test or view a video of someone performing the test.

3. Practice performing the test with positive and negative control materials and past proficiency panels (if available).

4. Use the Test Interpretive Training Colorplates to practice reading test results, if available. 

5. Practice performing the finger-stick procedure, if applicable.

6. Practice performing the oral specimen collection, if applicable.

7. Review the procedures and forms on how to document testing and controls.

Competency Assessment

All testing personnel must demonstrate competency at, or after, initial training before any patient testing is performed. Competency means that the trainee has demonstrated his or her ability to conduct the test and correctly perform all associated tasks for which he/she will be responsible. Competency can be assessed by having a supervisor or trainer observe the staff member. The competency assessment must be documented, and must be repeated at six months and then once a year for every staff member who performs the test.

If any problems are noted during a competency assessment, they must be documented and include a written plan to correct the problem.

A checklist and forms for documenting competency assessment are included in the appendix and on the Regional Laboratory web page.

VIII. Quality Assessment Plan

The laboratory director is responsible for implementing a plan to assess and improve quality. A quality assessment plan might, for example, involve auditing a sampling of records (i.e., client medical records or charts) to make sure that all procedures are being followed properly. Were all clients given an information sheet? Were client signatures obtained? Were test results recorded in the client’s chart correctly? Was quality control performed appropriately on those days? Quality assessment must look at all the steps involved in generating the laboratory result, not merely the testing procedural steps. A copy of the facility’s Quality Assessment Plan is to be included in the Appendix.

IX.
Keeping Records 

Records are the heart of any Quality Assurance program because they document every aspect of laboratory activities.  The attitude taken by most accrediting and inspecting agencies is that “If you did not document it, then you did not do it.”    

Written records must be available for all of the following:

1. Initial Training records 

2. Annual safety training

3. Annual review of blood borne pathogens standard / biohazard safety

4. Competency Assessment Six-month

5. Competency Assessment Yearly

6. Quality Control result logs

7. Temperature control logs

8. Documentation of any testing or quality assurance problems (for example, a refrigerator temperature is out of range, or controls don’t work as expected).

9. The action that was taken to correct any problems (Corrective Action reports: See below for explanation).

10. External and Internal Proficiency Testing

11. Patient Test Result logs 

12. Complete list of all personnel who are trained to perform Rapid HIV testing 

13. Testing personnel review of all written procedures annually

14. Laboratory Director review of all written procedures annually

15. Testing personnel review of any changes to written procedures

16. Laboratory Director review of any changes to written procedures

17. Needlestick injury / sharps exposure log

All laboratory testing records must be recorded by using permanent ink.  Pencils and correcting fluid are not permitted.  If you happen to make an error by entering incorrect information or placing information in the wrongplace, draw a single line through the mistake(s) and write the correct information above or beside the mistake.  Add your initials in the margin.  Don't ever try to scribble over errors or use white out to cover them up ‑ inspectors and lawyers may assume that you are trying to hide something.  

All written records must be kept for at least two years. Initial training records should be kept for three years. Needlestick or other injury records must be kept as designated in the MIOSHA regulations.Unauthorized changes to, loss of, or destruction of designated records are not permitted (493.1109e). 

If sending records off-site for signature, it is wise to keep a copy until the signed originals are returned. 

Corrective Action Reports:  In minor cases where something needs to be corrected, simply noting what was wrong and what was done on the appropriate QA Log sheet should be sufficient.  However, when the event takes more than one or two lines to explain and indicate the action taken, a “Corrective Action Report” must be completed and filed. A sample Corrective Action report form is included in the Appendix and on the Regional Laboratory web page. 

 A Corrective Action Report lists:

1. Who is/was involved.

2. Lot number(s) of kits and controls

3. What happened and how.

4. When did it happen?

5. Whether any clients were involved (i.e. erroneous results reported) and/or were there any injuries.

6. What corrective action was taken and how will that action prevent the problem from occurring again. 

7. Review by Site Coordinator, Laboratory Director and testing personnel involved. 

Example 1. Erroneous results are reported on a client:. Corrective action: Contact the client for re-testing, and generate a new, corrected written report for the client’s chart or medical record (if applicable). Complete a written corrective action form to explain what happened and what was done to correct the error.

Example 2. Positive and / or negative control does not work. Corrective action: Check the expiration dates of kit and controls.  Repeat the test with a new lot number of controls or test kits. When the external controls provide incorrect results, and it appears there may be or has been a problem with the test device, none of the tests that were run since the last time controls ran correctly can be considered valid. This means that everyone who was tested since the last time controls ran correctly must be called back and be re-tested.

Always write up a corrective action report whenever there has been a problem with the positive or negative control, or the test kits! 

Tables 1 and Table 2 summarize the record-keeping requirements of the Rapid HIV quality assurance program.

 Table 1.  Records that must be reviewed and signed

	Records
	Reviewed and signed or initialed by
	How often

	        
	Site coordinator
	 Rapid HIV Program Coordinator
	Laboratory Director
	

	Training Records

	Initial Training Records


	X
	
	X
	Upon completion

	Annual safety training
	X
	
	X
	Upon completion

	Annual blood borne pathogen standard training
	X
	
	X
	Upon completion

	Waived testing Personnel List
	X
	
	X
	Annually and also when any changes are made

	Competency Assessment Records

	Competency Assessment (6 month)
	X
	
	X
	Upon completion

	Competency Assessment (yearly)
	X
	
	X
	Upon completion

	Quality Assurance and Proficiency Testing Records

	Control result logs
	X
	X
	NA
	Every month

	Temperature control logs
	X
	
	NA
	Every month

	Corrective action reports
	X
	
	X
	Upon completion 

	Proficiency panel results
	X
	X
	X
	Upon completion

	


Table 2.  Manuals that must be reviewed, and documentation must show that they have been reviewed.

	
	Reviewed by
	
	
	How often

	Procedures and Laboratory Manuals
	Testing Personnel
	 Site coordinator
	Laboratory Director
	

	
	
	
	
	

	Laboratory procedure manual 


	X
	X
	X
	Annually and also when any changes are made

	Safety manual
	X
	X
	X
	Annually and also when any changes are made

	QA manual
	X
	X
	X
	Annually and also when any changes are made

	
	
	
	
	


X.
Appendix

· Copy of Regional Lab CLIA certificate for this laboratory

· Copies of CLIA certificates for reference laboratories

· Organizational Structure

· CMS (HCFA)-209 

· Waived Testing Personnel List which lists persons who perform waived tests

· Worksheets: (blank copies, current procedures only)

· Individual Competency Record 

· Site Competency Summary 

· Initial Training Checklist 

· Competency Checklist

· Quality Control Log

· Temperature Log 

· Corrective Action forms 
· Communication forms 
· Attendance and Visit records 
Page intentionally blank!
Insert a copy of your Regional Laboratory CLIA Certificate here.

Subsequently insert copies of CLIA certificates for each reference laboratory you use.
Page intentionally blank!

Insert Organizational Structure for your Local Health Department  here.  A blank copy may be found on the MDCH Regional Laboratory Web page.

Page intentionally blank!

Insert completed HCFA –209 for your Local Health Department. A blank copy may be found on the MDCH Regional Laboratory Web page.

Page intentionally blank!

Insert completed Waived testing Personnel Form for  your Local Health Department. A blank copy may be found on the MDCH Regional Laboratory Web page.
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