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Agenda
• Introduction

– New and relevant OneLabTM Resources

– Today’s Presenters

• “Ready? Set? Test!” Patient Testing Is Important. Get the 
Right Result. Session 2

• Q&A

• Closing Remarks

OneLab  is a registered trademarks of HHS
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Webinar Chat Rules of Engagement

Participant Rules of Engagement for the Webinar Chat
Please keep the following in mind when using the chat feature:

• Connect with others! React to what you're hearing, share experiences, and ask 
questions of your fellow participants!

• Have a question for the presenter? Use the Q&A function, not the chat.

• Show Respect and Professionalism. Inappropriate language, improper conduct, 
or any form of discrimination may result in removal from the webinar.

• Remain on Topic. Ensure your comments are relevant to the topic.

• Comply with Moderators' Guidance. If a moderator gives direction regarding 
chat behavior, please comply accordingly.

• Report Issues. Notify moderators if you experience technical difficulties or 
observe any disruptive behavior.
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OneLab 
TEST

Job Aids 
Personal Protective 
Equipment (PPE) Toolkit

The Laboratory Personal 

Protective Equipment 

(PPE) Toolkit is a guide to 

resources on using PPE.

PPE Toolkit

PPE Toolkit

Blood and Body Fluid 
Exposure

A list of  standard 

precautions to take when 

cleaning up blood or body 

fluids. 

Blood and Body Fluid Exposure

Blood and Body Fluid Exposure

Blood and Body 
Fluid Exposure

Instructions for Performing 
External Control Testing

Instructions for performing 

external control testing 

including quality control log 

for qualitative and 

quantitative tests.

External Control Testing

External Control Testing

External Control Testing

External 
Control Testing

https://reach.cdc.gov/jobaid/laboratory-personal-protective-equipment-ppe-toolkit
https://reach.cdc.gov/jobaid/blood-and-body-fluid-exposure
https://reach.cdc.gov/jobaid/blood-and-body-fluid-exposure
https://reach.cdc.gov/jobaid/health-professionals-and-genetic-testing-what-you-need-know
https://reach.cdc.gov/jobaid/instructions-performing-external-control
https://reach.cdc.gov/jobaid/instructions-performing-external-control


Today’s Presenter 1  

Theresia Snelling, BS, MBA, MPM, MT(ASCP)

Health Scientist
Quality and Safety Systems Branch (QSSB)
Division of Laboratory Systems (DLS)
Office of Laboratory Science and Safety (OLSS)
Centers for Disease Control and Prevention (CDC)
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Today’s Presenter 2  

Amanda Johnson, MHSc., MLS(ASCP)CM

Clinical Laboratory Scientist
Quality and Safety Systems Branch (QSSB)
Division of Laboratory Systems (DLS)
Office of Laboratory Science and Safety (OLSS)
Centers for Disease Control and Prevention (CDC)
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Session 2
October 23, 2024

12pm – 1pm

Ready? Set? Test!
Patient Testing is Important.

Get the Right Results.
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Today we will be 
discussing:

Waived Testing

Educational Materials

Test!

Checklists, Testing Logs, and Job Aids
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Learning Objectives

By the end of the presentation, the learner will be able to…

1. Identify the “Ready? Set? Test!” educational materials as 
resources for waived testing. 

2. Describe best practices to follow when performing waived 
testing. 

3. Describe how to read and record test results. 
4. Identify actions to follow when problems (including 

questionable test results) occur during the testing process. 
5. Recognize the “Ready? Set? Test!” educational material 

checklists, testing logs, and job aids available for use at 
testing sites. 

Objectives
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Waived Testing
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What are Waived Tests?

• Simple tests with low risk for an incorrect result

• Often performed at the point-of-care 

• Include test systems cleared by the FDA for home use 
and those tests approved for waiver under CLIA criteria.

• Performed without routine regulatory oversight.

• View the most current information on FDA-cleared 
waived tests
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analyteswaived.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analyteswaived.cfm


CLIA Regulatory Requirements

Type of Testing Requirements

Waived 

• Obtain a Certificate of Waiver
• Pay applicable certificate fees biennially
• Follow manufacturer’s instructions for testing

CLIA Brochure - How to Obtain a CLIA Certificate of Waiver
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https://www.cms.gov/medicare/quality/clinical-laboratory-improvement-amendments/brochures


Ready? Set? Test! 
Educational Materials

Waived Testing Resources

Although some of the recommendations exceed CLIA requirements for waived testing, following these good testing practices will likely lead 
to reliable, high-quality test results and enhance patient safety.
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https://www.cdc.gov/labquality/waived-tests.html


Educational Materials

Laboratory Quality: Waived Tests 

To request hard copies visit Waived Testing Booklet Request   14

https://www.cdc.gov/labquality/waived-tests.html
https://www.cdc.gov/labquality/requests/waived-testing/index.html


Ready? Set? Test! 
Online Course

Ready? Set? Test! Patient Testing is Important. Get the Right Results (PACE)
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https://reach.cdc.gov/course/146/1101900


Test!
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Performing the Test
When performing a test, be sure to:

Follow the proper testing 
steps according to the 
current manufacturer’s 

instructions and in the exact 
order as they are listed.

Ensure QC is acceptable.

Have the manufacturer’s 
instructions, the site-

specific procedure, or a 
quick-reference guide in 

the testing area.

Quick reference guides or 
color charts can be useful 

resources when 
performing a test or 
interpreting results.

Use timers, if indicated, 
and follow the required 
timing intervals before 

reading test results.
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Reading the 
Results

Reading the results too soon can cause 
invalid or false negative results due to 
incomplete reaction of the sample and 
reagents.

Reading a test after the time given in 
the manufacturer’s instructions can 
lead to:

• False-positive results – due to over-development 
of color

• False-negative results – fading of the reaction or 
color

• Invalid results – the reaction moves beyond a 
visible area
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Types of 

Test

 Results

• Numerical results a test produces
• Results indicate the amount of the measured 

substance reported in specific measurement 
units.

Quantitative results:

• Interpreted as positive, negative, reactive, 
nonreactive, or invalid.

• Identify the presence or absence of a particular 
substance, condition, or microbial organism. 

Qualitative results:
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Recording Results

Quantitative (numerical) 
results should be recorded 
in the appropriate units of 

measurement, and as 
described in the 

manufacturer’s instructions.

Qualitative results should 
be recorded using words or 
abbreviations rather than 

symbols. For example, use:
• “Positive” or “Pos”, 

“Reactive” or “R” instead 
of “+”

• “Negative” or “Neg”, 
“Non-reactive” or “NR” 
instead of “-”

Be sure to record any invalid or unacceptable results. If you need to repeat a test, record the first result (invalid or 
unacceptable), resolve the problem, retest, and then record the repeated result. Only report the final acceptable 
result. 20



Resolving Problems

Actions for Invalid or Questionable Test Results:

Repeat the test, request or 
collect a new sample if 

required

Refer to the manufacturer’s 
instructions for next steps when 
higher or lower than reportable 

range results are obtained.

Consult the person who 
oversees or directs testing.

Report test results after all 
problems are identified and 

corrected.

Problems should be documented, reported to the person who oversees or

directs testing and corrected. Some examples of possible problems include:

Improperly labeled samples Freezer or refrigerator failure QC failure Defective collection devices
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Issuing Test Results

Guidelines for Issuing Test Reports:

• Patient test reports should be legible, standardized, and promptly issued 
according to site-specific procedures.

• Reports from on-site tests should be easily distinguishable from referral 
laboratory test reports.

• Only give patient test reports to authorized persons, in compliance with the 
Health Insurance Portability and Accountability Act of 1996 (HIPAA). 

• Verbal communication of test results should be documented and followed by a 
written test report.

• Follow site-specific policies and procedures when using electronic medical 
record systems or laboratory information systems to issue test reports.
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Guidelines for Critical Values

Critical values are test results that require immediate treatment or evaluation by the physician.

Testing sites should establish a system to ensure critical values are addressed 
by:

o Defining which tests have critical values
o Ensuring that staff are aware of the critical values and know how to alert 

the physician promptly
o Documenting when and to whom critical values are reported
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Confirmatory or Supplemental Testing
The manufacturer’s instructions should explain when additional testing is required. Each testing site 

should have written site-specific procedures to ensure confirmatory or additional testing is 
performed or referred, when needed.

Instructions should include how to:
• Order additional tests with examples of 

completed request forms.
• Contact the referral laboratory, if necessary.
• Collect and label the sample.
• Transport or ship samples safely. 

Sites should maintain records of referred 
tests that:
• Link the referred sample to the original 
patient sample
• Document the referral laboratory, test 
name, and date referred
• Document when test results are received 
and the date of the final test report
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Record

Keeping

•Retrieve and verify information
•Assess test performance
• Identify and resolve problems that could affect test results
•Maintain patient and personnel information
•Check with your local/state public health department for record keeping 

requirements

Good recordkeeping is necessary to:

•Test orders, test results, confirmatory or additional testing results
•Quality control results
•Reagents, test kits, quality control material lot numbers, dates received and 
used, and expiration dates

•Daily temperature checks, test system or equipment function checks and 
maintenance

•Test system failures, troubleshooting, and corrective action taken when 
problems have been identified

•Test or product recall notices
•Personnel training and competency assessments
•Results of proficiency testing (PT) or other external quality assessment 
activities

Examples of records to maintain for easy access 
and retrieval of information include:
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Quality Testing
Voluntarily options to verify and maintain testing quality:

Internal assessments:

• Performing and documenting QC procedures 
and results

• Reviewing QC records and test results

• Reviewing room and refrigerator temperature 
log sheets for complete documentation

• Documenting and reviewing problems and 
establishing a plan to improve processes

• Documenting and reviewing injury/incident 
reports

External assessments:

• Undergoing voluntary inspections by peers or 
consultants

• Subscribing voluntarily to PT programs

Benefits to participating in a PT program:

• Regular, external checks on the quality of testing

• Motivation to improve performance

• Comparison of performance with that of other 
participating sites

• Feedback and technical advice from PT programs

• Assistance in evaluating methods and 
instrumentation

• Assistance with staff education, training, and 
competence monitoring

• Opportunities to identify areas needing 
improvement

Proficiency Testing Quality Assessments
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Checklists
 Testing Logs
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Pretesting Task 
Checklist
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Temperature 
Logs

Examples and blank templates included:
1. Refrigerator/Freezer Temperature Log 
2. Room Temperature Log
3. Minimum/Maximum Temperature Log
4. Temperature Log for Multiple 

Instruments 
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Example Temperature Log 1

30



Example Temperature Log 2
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Quality Control 
Logs

Examples and blank templates included:
1. Quality Control-Qualitative Test Log
2. Quality Control-Quantitative Test Log
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Example QC Log 1
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Example QC Log 2
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Test 
Result Logs

Examples and blank templates included:
1. Results Log – Qualitative Test
2. Results Log – Quantitative Test
3. Results Log with QC – Qualitative Test
4. Results Log with QC – Quantitative 

Test
5. Results Log for Multiple Tests
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Example Result Logs 1
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Example Result 
Logs 2
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Example Result Log
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Job Aids & Other 
Waived Testing 

Resources
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Blood and Body Fluid 
Exposure Job Aid
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Safety: Gloves Job 
Aid
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Common Disinfectants 
and Antiseptics Job Aid
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To Test or Not to Test

Lab Quality: Waived Tests 

To Test or Not to Test booklet describes 
considerations and preparations needed 
prior to performing waived testing. This 
resource is intended to assist those who 
want to implement and oversee waived 
testing or offer a new test under a CLIA 
Certificate of Waiver. 

To request hard copies visit Waived Testing Booklet Request   
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https://www.cdc.gov/labquality/waived-tests.html
https://www.cdc.gov/lab-quality/php/waived-tests/booklet-request.html?CDC_AAref_Val=https://www.cdc.gov/labquality/requests/waived-testing/index.html


Summary

• Ready? Set? Test! educational materials free resources equip testers with 
good testing practices that help improve the quality of test results and 
enhance patient safety.

• Follow best practices when performing waived testing. 
• Always follow the manufacturer's instructions.
• Record test results accurately and according to the testing site’s policy for 

reporting results. 
• When problems occur during the testing process, document and report to 

the person who oversees or directs testing. 
• In the event of questionable test results, repeat the test with a new sample 

if required.
• Ready? Set? Test! checklists, testing logs, and job aids are available for use 

at testing sites. 
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Let’s Discuss!
Q&A Session
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Share your feedback and training needs with us!

.

1. Log into your OneLab REACH account. You must be 
logged into your REACH account to access the 
evaluation.

2. Click on "Ready? Set? Test!" Patient Testing is Important. 
Get the Right Result. Session 1 to take you to the survey.

3. Click "Enroll"

4. Select "Start Course".

5. Select "Start".

6. Select "Next step" and "Next".

7.  Complete the evaluation and click “Submit”. 

46

https://reach.cdc.gov/home
https://reach.cdc.gov/course/183/ready-set-test-patient-testing-important-get-right-result-session-1
https://reach.cdc.gov/course/183/ready-set-test-patient-testing-important-get-right-result-session-1


Ready? Set? Test! 
Online Course 

Ready? Set? Test! Patient Testing is Important. Get the Right Results (PACE)

https://reach.cdc.gov/course/146/1101900


Share your feedback and 
testing training needs with us!

Email OneLab@CDC.gov

mailto:OneLab@CDC.gov
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