Checklist – Good Laboratory Practice Requirements of the Michigan Regional Laboratory System

This checklist is based upon recommendations put forth by CDC to promote the use of good laboratory practices by physicians, nurses, and other providers of waived testing in a variety of Certificate of Waiver (CW) sites. 

Considerations Before Introducing Waived Testing or Offering a New Waived Test

Address the following issues before adding testing:

• 
Management responsibility for testing. Who will be responsible and accountable for testing oversight at the CW site, and does this person have the appropriate training for making decisions on testing?

• 
Regulatory requirements. What federal, state, and local regulations apply to testing, and is the site adequately prepared to comply with all regulations?

• 
Safety. What are the safety considerations for persons conducting testing and those being tested?

• 
Testing space and facilities. What are the physical and environmental requirements for testing?

• 
Benefits and costs. How will the care offered in the site benefit by introduction of testing or the addition of a new test, and what will it cost?

• 
Staffing. How will introduction of testing affect the current work flow, are there sufficient personnel to conduct testing, and how will they be trained and maintain testing competency?

• 
Documents and records. What written documentation will be needed, and how will test records be maintained?

Management Responsibility

· Identify at least one person responsible for testing oversight and decision-making, The person signing the Certificate of Waiver (CW) application (CMS Form 116) is responsible for management of the testing operations. 

Regulatory Requirements:  CLIA certification. 

• 
Obtain a CW.

· Renew the CW every 2 years

• 
Perform only waived tests. 

• 
Follow the instructions in the most current manufacturer’s product insert, without modification, when performing the test. 

• 
Permit announced or unannounced on-site inspections by CMS representatives.

State and local regulations. 

· Permit a MDCH accreditation visit every 3 years.

· Comply with lab accreditation requirements.

Safety requirements. The requirements for compliance with this standard include, but are not limited to:

•
A written plan for exposure control, including postexposure evaluation and follow-up for the employee in the event of an “exposure incident;”

• 
Use of Universal Precautions, an approach to infection control in which all human blood and certain human body fluids are treated as if known to be infectious for HIV, hepatitis B virus, hepatitis C virus, and other bloodborne pathogens. Universal Precautions is one component of Standard Precautions, a broader approach designed to reduce the risk for transmission of microorganisms from both recognized and unrecognized sources of infection in hospitals;

• 
Use of safer, engineered needles and sharps;

• 
Use of personal protective equipment (PPE) such as gloves and protective eyewear;

• 
Provision of hepatitis B vaccination at no cost for those with possible occupational exposure who want to be vaccinated;

• 
Safety training for handling blood, exposure to bloodborne pathogens, and other infectious materials; and

• 
Equipment for the safe handling and disposal of biohazardous waste (e.g., properly labeled or color-coded sharps containers and biohazard trash bags and bins).

• 
Prohibit eating, drinking, or applying makeup in areas where specimens are collected and where testing is being performed (i.e., where hand-to-mouth transmission of pathogens can occur);

• 
Prohibit storage of food in refrigerators where testing supplies or specimens are stored;

• 
Provide hand-washing facilities or antiseptic handwashing solutions; and

• 
Post safety information for employees and patients.  Specific information on the Bloodborne Pathogens Standard and needlestick prevention is available at http://www.

osha.gov/SLTC/bloodbornepathogens/index.html.  CDC and the Clinical and Laboratory Standards Institute (CLSI) (formerly NCCLS) have also published information about biosafety and precautions for preventing transmission of bloodborne pathogens in the workplace.

Privacy and confidentiality requirements. Under the the Health Insurance Portability and Accountability Act of 1996 (HIPAA), CW sites are required to:

· Establish policies and procedures to protect the confidentiality of health information about their patients, including patient identification, test results, and all records of testing. 
· These medical records and other individually identifiable health information must be protected, whether on paper, in computers, or communicated orally. 
· CW sites should be aware that applicable state laws that provide more stringent privacy protections for patients supersede HIPAA. Additional information on HIPAA is available at http://www.hhs.gov/ocr/hipaa.

Physical Requirements for Testing

· Testing should be performed in a separate designated area where adequate space to safely conduct testing and maintain patient privacy is available. I
· If applicable, laboratories must comply with specific environmental requirements described in the manufacturer’s product insert that need to be met to ensure reliable test results. Factors to consider include:

• 
Humidity — Unusually high, low, or extreme fluctuations in humidity can cause deterioration of reagents and test components, affect the rate of chemical reactions and specimen interaction, or make test endpoints blurred and difficult to read.

• 
Temperature — Temperature ranges for storage of test components and controls and for test performance are defined by the manufacturer to maintain test integrity.  Extreme temperatures can degrade reagents and test components, impact reaction times, cause premature expiration of test kits, and affect the test results.

• 
Lighting — Inadequate lighting can negatively affect specimen collection, test performance, and interpretation of test results.

• 
Work space — Work surfaces should be stable and level and be able to be adequately disinfected; work space should be adequate in size for patient confidentiality, ease of specimen collection, test performance, and storage of supplies and records.

· The laboratory must document the temperature of refrigerators and/or freezers where reagents and controls are stored.  Recording the room temperature where testing is performed is not required unless the manufacturer package insert indicates that minor flucuations in temperature have a significant impact on test performance.

Evaluating the performance characteristics of a new test. 
· Validation studies of waived tests prior to implementation is not required.  
Written Test Procedures

· CW sites must adhere to the manufacturer’s current testing instructions. These instructions, as outlined in the product insert, are to include directions for specimen collection and handling, control procedures, test and reagent preparation, and instructions for test performance, interpretation, and reporting (Table 7).
· The laboratory will utilize a comprehensive procedure manual.  Procedure manuals will be maintained on the MDCH regional laboratory website.  These procedures may be modified to meet the individual needs of each agency. 
· The  procedure manual will include examples of forms used (e.g., charts to record daily test kit storage temperatures, infectious disease reporting  forms, or logs for recording control testing and test results) and check lists for personnel training. 
· New testing procedures should be reviewed and signed by the CW site director before

incorporating them into the procedure manual. 
· The manual should be updated as tests or other aspects of the testing service change and should be reviewed by the director whenever changes are made. 
· When procedures are no longer used, they should be removed from the manual and retained with a notation of the dates during which they were in service.

Personnel Training

· Personnel must be trained and competent in each test they will perform before reporting patient results. 
· Training will include aspects of safety (including Universal Precautions) and QC. 
· The CW site director or other person responsible for overseeing testing will ensure that testing personnel receive adequate training and are competent to perform the procedures for which they are responsible. 

· Training should be provided by a qualified person (e.g., experienced co-worker, facility expert, or outside consultant) with knowledge of the test performance,

good laboratory practices, and the ability to evaluate the efficacy of the training. 
· Tracking documentation will document the following steps:

1. 
The trainee read the testing instructions.

2. 
The trainer demonstrated the steps for performing the test.

3. 
The trainee performed the test while the trainer observed.

4. 
The trainer evaluated test performance, provided feedback and additional instruction, and provided follow-up evaluations to ensure effective training.

5. 
Both trainer and trainee signed completion of training.

Competency Assessment

Competency of waived testing personnel will be performed according to the following schedule:
· Following initial training

· 6 months following initial training

· 12 months following initial training

· Annually thereafter

Preparing the Testing Area, Test Materials, and Equipment

· Prepare the testing area and materials (e.g., kits, reagents, control materials, and equipment) before testing patient specimens. 
· Before beginning the test, read and understand the test instructions specified in the product insert and included in the CW site’s procedures. 
· Verify that the instructions are current for the test in use and that no changes have been made. 
· Do not use product inserts that are out of date for the test system currently in use. 
· When opening a new kit, check for notifications in the external labeling or special notices that might be included with product inserts or packaging.  

· Abide by expiration dates and discard expired reagents and test kits as soon as the expiration date elapses.

· When preparing to perform testing, allow time for any refrigerated items, including reagents or patient specimens, to reach room temperature before testing, if specified in

the product insert.

Quality Control Testing

Frequency of control testing. 
· The laboratory must comply with the QC requirements established by the manufacturer.

· Controls must be tested either before or concurrent with patient specimens by the same personnel who routinely perform patient testing.

Corrective action when control testing fails. 
· If controls do not perform as expected, patient testing must not be performed or results reported until the problem is identified and corrected. 

· All corrective action must be documented.
Documentation. 
· All QC results must be documented on the appropriate QC log sheet.

· Records of control results must be periodically reviewed (either monthly or quarterly) to detect shifts or changes in performance over time.

Recording Results

· Test results are recorded according to the site’s policy. Results can be recorded directly in a patient’s chart, in log books, or on a separate report form.  Results can be directly entered into an electronic database without the need to document results on a separate logsheet.

· Quantitative results are recorded using the units of measurement of the test system. 
· Qualitative test results are recorded using interpretive words or abbreviations such as positive (pos or P), negative (neg or N), reactive or R, or nonreactive or NR 
· Note:  Avoid the use of symbols such as plus and minus (+, -) to help avoid clerical errors because a negative (-) sign can easily be changed to a positive (+) sign. 
· Document 1+, 2+, 3+ or 4+ rather than +, ++, +++, or ++++

· Whenever a test result is not acceptable or requires repeat testing (e.g., out of range or invalid), the analyst much record the initial result, note the reason why it was unacceptable, take steps necessary to resolve the problem, and then record the correct result.   Any corrections are to be initialed and dated.
Test Reports

· After the completion of the test, results are documented in either the client chart or in an electronic database. 
· Patient reports must be legible and reported in a timely manner to the appropriate person. 
· Each site must define the critical values, if appropriate, for the tests in use and ensure that testing personnel are aware of these values and the procedure for alerting the clinician. 
Procedures should be in place to ensure documentation of critical values and timely notification of the proper medical personnel.

Biohazard Waste Disposal

· Each laboratory must have a current certificate for biohazardous waste disposal. 
Documents and Records

· Maintain testing records s in chronological order to facilitate retrieval of information if needed. 
· Maintain control records in the order in which they were completed so they can easily be compared with test records if there are questions about testing performed within a specific time period.
· The person responsible for testing oversight and decision-making shall review records at least quarterly.  More frequent review (e.g., monthly, is encouraged) 
• 
Test procedures or work instructions (e.g., written procedures specific to the CW site and current product inserts)

• 
Records of testing materials used, test system and equipment function checks, and maintenance

· Daily records of temperatures for refrigerators, freezers, and the testing area, as needed for the tests performed.

· Lot numbers, dates used, and expiration dates of test systems and reagents.

· Date of equipment function checks and any maintenance performed

· Test results, including any confirmatory or supplemental testing
· QC testing results and corrective action taken if control results are unacceptable

—
Date and time (if applicable) of control testing

· Lot number and expiration date of external controls
· Records of any test system failures, troubleshooting, and corrective action taken when problems are identified, including related communication with testing personnel
· Personnel training and competency assessment
· Records of PT or other external quality assessment

Internal Proficiency Testing
The laboratory participates in the Internal Proficiency Testing program provided by MDCH.
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