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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! ﬁﬁﬁ

- 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. see
« 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 L
observe any disruptive behavior. -O-
4 \
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OnelLab TEST

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

Blood and Body Fluid
Exposure

A list of standard
precautions to take when
cleaning up blood or body
fluids.

m 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



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
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> Waived Testing

Today we will be
discussing:

(—

'ii) Educational Materials

=

ii) Test!




OnelLab™ Learning Objectives

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

2.

3.

Objectives
1. ldentify the “Ready? Set? Test!” educational materials as

resources for waived testing.

Describe best practices to follow when performing waived
testing.
Describe how to read and record test results.

Identify actions to follow when problems (including
questionable test results) occur during the testing process.

Recognize the “Ready? Set? Test!” educational material
checklists, testing logs, and job aids available for use at
testing sites.




Waived Testing




Onel.ab™ 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

M


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analyteswaived.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analyteswaived.cfm

OnelLab™ 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

12


https://www.cms.gov/medicare/quality/clinical-laboratory-improvement-amendments/brochures

Ready? 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.

13


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

Onel.ab™ Educational Materials

Self-Assessment Checklist for
Good Testing Practices

The following self-assessment checklist emphasizes recommended practices for physicians, nurses, medical
assistants, pharmacists, and others who perform patient testing under a Clinical Laboratory Improvement
= Amendments (CLIA) Certificate of Waiver. It can be used as a voluntary tool to help assure good testing

practices and reliable, high quality test results.

? Sites that perform testing under a CLIA Certificate of Waiver must meet the following requirements:
e * Enrollin the CLIA program
|

* Pay applicable certificate fees biennially
* Follow the current manufacturer’s instructions provided with the test

, Additional resources that can be used to supplement this checklist can be found here:
- htips//www.cdc.gov/labquality/waived-tests.html

“Yes"or “No” as applicable. For items
testing to determine the appropriate

lesting?

Bate_|nternational training before performing
ts?

d date of birth) to check patient

Endmentsicontacts

or occupational d date of birth) to positively

the patient before collecting

o, handling and storage

Patient Testing is Important.
Get the Right Results.

https//www.cdc.gov/iabquality/waived-tests.himl

To Test or
Not to Test?

ging using only swabs that

Patient Testing is Important. Considerations for

g, collection, and handling

Get the Right Results.

Waived Testing

hand for tesing?

bty maved toets el

when collecting the

Bst kits that have

Or combined?

&t the workstation?

Disclaimer D ensure there are no
g process and before reading

Although some of the recommendations in this self-assessment checkiist exceed CLIA requirements for
waived testing, following these good testing practices will likely lead to reliable, high quality test results and will changes?
enhance patient safety. Py

To request hard copies visit Waived Testing Booklet Request



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

Ready? Set? Test!
Online Course

Elearning Course

' Ready? Set? Test! Patient Testing is Important. Get the Right
- |l e
4 {

CE Category
1.5 Hours P.A.C.E.® credit

Duration Course Number
1.5 Hours 1101900

P.A.C.E.® Certificate Number
288-032-24

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



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

Test!




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.

Quick reference guides or
color charts can be useful
resources when
performing a test or
interpreting results.

Ensure QC is acceptable.

Have the manufacturer’s
instructions, the site-
specific procedure, or a
quick-reference guide in
the testing area.

Use timers, if indicated,

and follow the required

timing intervals before
reading test results.

17



Reading the results too soon can cause
invalid or false negative results due to

incomplete reaction of the sample and

reagents.

Reading the Reading a test after the time given in
Results

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

18




Quantitative results:

e Numerical results a test produces

e Results indicate the amount of the measured
substance reported in specific measurement
units.

Types of

Test

Qualitative results:

Results

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

e |dentify the presence or absence of a particular
substance, condition, or microbial organism.

19



Recording Results

Qualitative results should
be recorded using words or

Quantitative (numerical) abbreviations rather than
results should be recorded symbols. For example, use:

in the appropriate units of
measurement, and as
described in the
manufacturer’s instructions.

“Positive” or “Pos”,
“Reactive” or “R” instead
Of “+”

“Negative” or “Neg”,
“Non-reactive” or “NR”

6 "N

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
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Resolving Problems

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

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.

21



Onel.ab™ Issuing Test Results

ﬂidelines 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.

22



Onel.ab™ Guidelines for Critical Values

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

Kl'esting 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

o /

23



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.

~

J

éites 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

\_

/

24



Record
Keeping

Jl Good recordkeeping is necessary to:

¢ Retrieve and verify information

e Assess test performance
e [dentify and resolve problems that could affect test results
e Maintain patient and personnel information

e Check with your local/state public health department for record keeping
requirements

Examples of records to maintain for easy access

and retrieval of information include:

eTest orders, test results, confirmatory or additional testing results
eQuality control results

eReagents, test kits, quality control material lot numbers, dates received and
used, and expiration dates

eDaily temperature checks, test system or equipment function checks and
maintenance

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

eTest or product recall notices
ePersonnel training and competency assessments

eResults of proficiency testing (PT) or other external quality assessment
activities

25



Quality Testing

Voluntarily options to verify and maintain testing quality:

Benefits to participating in a PT program: P Internal assessments:

Regular, external checks on the quality of testing Performing and documenting QC procedures

Motivation to improve performance i) resuiE

Comparison of performance with that of other Reviewing QC records and test results

participating sites Reviewing room and refrigerator temperature

Feedback and technical advice from PT programs 0 SINEES Ter GEmiplEi eoeUmenEen

Documenting and reviewing problems and

Assistance in evaluating methods and " .
establishing a plan to improve processes

instrumentation

Documenting and reviewing injury/incident

Assistance with staff education, training, and
reports

competence monitoring

Opportunities to identify areas needing External assessments:

Improvement * Undergoing voluntary inspections by peers or

consultants

» Subscribing voluntarily to PT programs




Checklists
Testing Logs




Pretesting Task
Checklist

[ ] L
:Appendix A
Pretesting Task Checklist

Prepare Work Area

O Are your work surfaces clean? Foutinely clean using an EPA-registered disinfectant and dry work
surfaces bafora and after tasting.

O Is your work area well-lit? Ensure adequate lighting. Always perform testing in a well-it area.
O Remove clutter or trash.

Check and Record Temperatures

O Check and record temperatures of the refrigerators, freezers, and any rooms wsed to store testing
materials daily.
O Cheack and record tempearaturas of the room where testing is parformed bafore using the room.

Maintain Equipment

O Wear gloves and thoroughly clean the surface of the testing equipment using a manufacturer-
racommendad or EPA-registerad disinfectant bafore and after each use to prevent cross-contamination.
Make sure that the machine is dry before using it. Be sure to wash your hands after removing gloves.

O Inspect equipment and elecirical connections to be sure they are working.
O Perform calibration checks if required by the manufacturer's instructions.

*Portable equipment, if moved, might be subject to inaccurate results.

To verify proper test system functioning, perform control testing or calibration check procedures
after moving the equipment, even if not required by the current manufacturer.

Prepare Materials for Testing

O Regularly check inventory to ensure you have enough reagents (testing solutions) and supplies for
testing.
O Cheack and record expiration dates of reagents and test kits.

O Discard any reagents or tests that have expired or have been opened for longer than recommended by
tha current manufacturers instructions.

O Cheack and record lot numbars of all reagents and test kits; be sura all reagents coma from the same lot.
NOTE: DO NOT mix reagents from different products or lot numbers

O Visually inspect reagenis or vials for damage, discoloration, or contamination.

O Prepara reagents according to the cummant manufacturar's instructions.
(If opening a new reagent, write the date opened on the outside of the vial or test kit.)

O Allow refrigerated reagents and samples to reach room temperature before testing.
O Perform quality control testing, as recommended in the curmant manufacturers instructions.

Appendix A - 214
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:Appendix B

Temperature Log Instructions

Purposa:

The Clinical Laboratory Improverment Amendments of 1988 (CLIA) requirements for waived testing state that
a testing site must follow the current manufacturer's instructions provided with the test being performed. This
includes instructions for reagents, test kits, controls, and patient sample storage.

The manufacturer's instructions will indicate the acceptable temperature range for storing reagents, test kits,
controls, and patient samples. Some products have the option to be stored at multiple temperature conditions.
Each testing site should consider environmental factors and equipment availability to determine the best storage
condition for reagents, test kits, controls, and patient sample storage.

Refrigerators and freezers are essential for cooling or freezing the test reagents or test kits, controls, and patient
samples for preservation. Typically, a refrigerator used to store patient samples is kept between 2 and 8 degrees
Celsius (between 36 and 46 Fahrenheit). A freezer used for sample storage is often kept between -25 and -15
deqgrees Celsius (between -13 and 5 Fahrenheit). The proper temperature range for a freezer or refrigerator
should be determined by considering the acceptable temperature range indicated for the reagents or test kits,
controls, and patient samples that will be stored in it.

Room temperature is essenfial for testing conditions and storing some reagents or test kits, controls, and patient
samples. Typically, rooms used for testing and storage are kept between 15 and 30 degrees Celsius (between
59 and 86 Fahrenheit). Always refer to the manufacturer's instructions before storing patient samples and
products at room temperature.

To ensure that a refrigerator, freezer, or room maintains the proper temperature, it is important to check
and record the temperature daily and before using the room. This applies whether the refrigerator or freezer
has a temperature alarm, a chart recorder thermometer, a digital data logger thermometer, or a continuous

termperature monitoring system.

Contents:

There are many ways to log the temperature of a refrigerator, freezer, or room. Blank logs are included for your
use, along with example logs that demonstrate how to enter site-specific information correctly.

1. Example Refrigerator/Freezer Temperature Log Completed

2. Blank Refrigerator/Freezer Temperature Log

3. Example Room Temperature Log Completed

4. Blank Room Temperature Log

5. Example Minimum/Maximum Temperature Log Completed

6. Blank Minimum/Maximum Temperature Log

7. Example Temperature Log for Multiple Instruments Completed
8. Blank Temperature Log for Multiple Instruments

Appendix B - 22

Temperature
Logs

/Examples and blank templates included: \
. Refrigerator/Freezer Temperature Log
. Room Temperature Log

. Minimum/Maximum Temperature Log
. Temperature Log for Multiple

1
2
3
A
Inst T
k nstruments /




Facility: Dr- Smith's Office
Location: 123 Hain Street

Refriger:
A

ator/Freezer Location _Lab refrigerator

Atlanta, A 55555

TEMPERATURE LOG

Meonth/Year

ble Temp e Range _ 467

June 2024

Facility: Dr- Smith's Office
Location: 723 Hain Strest

Room Location _Lab

A

Atlanta, 6A 55555

ROOMTEMPERATURE LOG

bla T e Range _15-30°C

P

xample Temperature

Month/Year _June 2024

Facility: Dr- Smith's Office
Location: 723 Main Strest
Atlanta, 6A 55555

MINIMUM/MAXIMUM TEMPERATURE LOG

Month/Year _June 2024

Refrigerator/Freezer Location _Lab refrigsrator
A ble Temp e Range _ 75

Date Min Temperature Max Temperature Checked Date Min Temperature Max Temperature Checked

By By
1 2°C 6 Sara 17 2°C 6°C Sara
2+ # 9°C Sara 18 2% 69 Sara
3 2% 67 co 19 2°C 6°¢ co
4 2°C &°C Sara 20 2% 6°C Sara
5 2°C 6 Sara 21 2°C 6°C Sara
] 2°% &% (2] 22 2° 69 [£]
7 2°C &°C Sara 23 2°C 6°C Sara
8 2° & Sara 24 2% 6°C Sara
9 2% & co 25 2°C 6°¢ o
10 2°C & Sara 26 2°C 6°C Sara
11 2°C &°C Sara 27 3°C 6°C Sara
12 2°C &°C Sara 28 3% x4 Sara
12 2° & Sara 29 3% &% Sara
14 2% 8°C o 30 3°C &% o
15 2°C 8°C Sara 3 3°C 8% Sara
186 2°C &°C Sara
“ Enler # for weekends and holidays when temperature is not monilored.
Corrective Actlon for Out of Range Temperature
Date Action Taken Initials

Refrigerator not stawing in rangs. Called for service. Door seal
62 | replaced. @C'd kits stored in refrigerator. Continus to QC and Sara
moniter for problems.

Date Temperature Checked By Date Temperature Checked By
1 4°c Sara 17 # #
2 # # 18 “#°c Sara
3 # # 19 #°C Sara
4 4°c Sara 20 +c co
5 4°c Sara 21 4 Sara
5 &% co 22 24 Sara
7 5% Sara 23 # #
8 4°c Sara 24 # #
9 # # 25 #°C Sara
10 # # 26 4#°C Sara
1 4°c Sara 27 4 [47)
12 4°c Sara 28 4°c Sara
13 4°C o 29 4#°C Sara
14 4°c Sara 30 # #
15 4°c Sara k3 # #
16 # #
* Enler # for weskends and holidays when temperalure is nol monitored.
Correctlve Actlon for Out of Range Temperature
Date Action Taken Initials
- Refrigerator door was ajar. Closed door, check in 30 minutes. Sara
Temp at 6°C — OK
Refrigerator not staying in range. Called for service. Door seal
*6/22 | replaced. @C'd Kits stored in refrigerator. Continue to QC and Sara
monitor for problems.
Reviewed By:__Janice Smith, office mgr. Date: 6/29/2024

Date Temperature Checked By Date Temperature Checked By
1 20°% Sara 17 # #
2 # # 18 19°%¢ Sara
3 # # 19 18°C Sara
4 20°% Sara 20 18°¢ (<]
5 18°C Sara 21 19% Sara
5 20° [«2) 22 27°% Sara
7 40°% Sara 23 # #
3 187 Sara 24 # #
E] # # 25 18°% Sara
10 # # 26 19°% Sara
11 18°C Sara 27 20°C co
12 19°% Sara 28 20°C Sara
13 8°c o 29 20°¢ Sara
14 79°C Sara 30 # #
15 20° Sara 31 # #
16 # #
* Enter # for weekends and holidays when tempersiure is nol monitored.
Corrective Actlon for Out of Range Temperature
Data Action Taken Initials
Unexpected power outage. Temp rechecked when power restored,
‘87 | Temp at 20°C - OK. QC'd room temp kits- Continue to QC and Sara
menitor for problems.
Reviewed By:_ Janice Smith, office mgr. Date: _ 6/29/2024

Reviewed By:__Janice Smith, office mar. Date: 672972024




/ Example Temperature Log

Facility: Dr- Smikh's Office
Location: 723 Main Streek
AElanta, G459 55555

Temperature Log for Multiple Instruments

Month _July Year _=2024%

Tamp/
Acceptable

Range

=Y ! o
(18 o m_,g} 25 25 259 a2 2F L £ 2 At P e s 25 " " 222 23 25 25 2 £ ~ 2.3 =y = a5 e £ £ = 2 25

254
et or 25 25 25 25 25 W o 25 26 25 25 25 " " 25 25 206G 25 25 W W 25 25 2 25 25 " " 26 25 25
(23 o 270)

TG
el e oor = =F. = =P ar W # ar = & = aF L L 3F = = Py =l =LY e W = ar = =L = L L 35 aF ar
(35 o 39°0)

Fet 1
;}; ﬁ_ﬁ‘ = & o = & & = & = @ & = " " & & & = = " " & & = 5 “ " " = = &

{ E’:’;’g’c} =30 | 30 | -30 | 30 | -30 & "—‘ =3F | -3 | -3F | -3F | 30 w w S3F | -30 | -3F | 30| 30 L & -3F | -3 | 30 | 30 | -3IF w w -3 | -3F | -30F

Imitiats [ ) [ ) = At - ) [} () [ () - - [t [ r) [ [ ir) [ & At ) [} ) [} () - - [ () [t

Temperatures should be read first thing in the mornking.

Record temperature in degrees Celsius for all equipment requiring temperature monitoring. Enter # for weekends and holidays
when tem perature is not monitored.

Report all problems, difhculties, or abnomalities concerming equipmeant to the supenvisor and document the appropriate corective action.
Comments: “Incubabtor door left open. Closed door and checked termperature prior Eo using for testing purposes. Temp was 35°C.

Reviewed By: Joe Smith, /HND Date: ESOT 2024




Quality Control
Logs

Examples and blank templates included:
1. Quality Control-Qualitative Test Log

2. Quality Control-Quantitative Test Log
\_

\

J

:Appendix D

Quality Control Log Instructions

Purpose:

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) requirements for waived testing state thata
testing site must follow the current manufacturer's instructions provided with the test including instructions for
quality control (QC).

QC is designed to detect problems arising from reagent or test kit deterioration, instrument malfunction,
improper environmental conditions, or operator error. Performing QC testing procedures assures that the test
performs as expected and alerts the user when problems oecur. QC procedures should describe the type of
controls to be used, how to perform QC testing, frequency of QC testing, and actions to be taken when QC
results are unacceptable.

QC material should be treated the same as patient samples by being tested in the same way that patient
samples would be tested. QC is usually performed with:

* Each new operator
* After an instrument is serviced
* When reagent or test kit lots are changed
* When reagent or test kit temperatures exceed the manufacturer's acceptable temperature range
*  After calibration
* When patient results seem questionable
Refer to the manufacturer's instructions for specific QC reguirements for each test your testing site performs.

Each testing site should determine the appropriate QC frequency for each test system. Remember that the
frequenwra QC testing cannot be less than what is specified in the manufacturer’s instructions.

Contents:

There are many ways to log QC results. A blank QC log is included, along with an example log demonstrating
how to enter site-specific information correctly.

1. Example Quality Control-Qualitative Test Log Completed
2. Blank Quality Control-Qualitative Test Log

3. Example Quality Control-Quantitative Test Log Completed
4. Blank Quality Control-Quantitative Test Log

Note: Qualitative tests are interprefed as positive, negative; reaclive, non-reactive; or invalid. Quantitative tesfs
give a number resuit that corresponds to the amount of substance being measured, are reporied in specific
measurement units, and have an expected range.




Facility: Dr- Smiikh's Office
Location: 723 Main Street, Atlanta,

Example QC Log

GA 55555

Quality Control Log - Qualitative Test

Mic-Range Condnold Rewviewed by
0 B I =TS T I I ol I
. ot #: TOE-DCE lot #: FOE-OC B lot #: Adre - . . )
1 co 5/5,202% Occult Blood 1-2-3 S rs e possible sample mic | Joe Tk
result; Pos* result; Pos result up, retest
- ot #: TS ER lot #: FOE-OC B lot #: Al )
2 co 5/5/2024 Oceult Blood 1-2-3 Ef_‘if,z:’;} e @c pussod and ready gﬁ;ﬁgﬁi
result: Meg result; Pos result to use
ot #: Nt #: lot #:
3
result; raesult; result
ot #: Nt #: lot #:




Example QC Log

Facility: D Smith's Office
Location: 723 /MHMain Street, Atlanta, &4 55555

Quality Control Log - Quantitative Test

= = T - T E B T
lot #; QIFSOS88 lot #: SIFS0588 * evel T Controal valie too e Srmith
1 st ] S5/ 20244 XWVE ALT C8YR v SITF2025 | mnge: ¥3-FE LL range: F32-242 L low, .H.'.-'_e; was s_xpul'md.. P
result: 37 LYL* result 203 LVL Discard Kit
kot #: FIFSA598 ot #: FIFSO598
P co 5/5/2024% XVZ ALT COTE ~ 8r/31/2025 |rmange: 43-78 UL range: 132-242 UL Aare "'f:‘;dfi:"’:::“" amed gﬁ;ﬁgﬁﬁ
result: 55 AL result 227 LT
ot #: lot &:
2 rarge: range:
result: result
ot #: ot #:
4 range: range:
result; result
ot #: bt #:
5 range: range:
resulit: result
ot #: ot #:
B range: range:
result: result
kot #: kot #:
ra range; range:
result: result
kot #: kot #:
a8 mnge: range:
result; result
ot #: ot #:
k= rangea: rangaea:
result; result
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Instructions for Logging or Recording Results

Purpose:

Test results should be recorded legibly and completely. Filing all test result records in an organized, easy to
find manner is a recommended practice for all testing.

Contents:
There are many ways to record results. A blank results log is included, along with an example log

demonstrating how to enter site-specific information.
1. Example of Results Log — Qualitative Test Completed
2. Blank Resuits Log — Qualitative Test
3. Example of Results Log — Quantitative Test Completed
4. Blank Resulis Log — Quantitafive Test
5. Example of Results Log with QC — Qualitative Test Completed
6. Blank Results Log with QC — Qualitative Test
7. Example of Results Log with QC — Quantitative Test Completed
8. Blank Results Log with QC — Quantitative Test
9. Example of Results Log for Multiple Tests Completed
10. Blank Results Log for Multiple Tests
Instructions for Logging or Recording Results

Results Log — Qualltative Test
1. Record the facility information and test name on the top of the form.

2. Enter the test date, sample number, patient name or identification, test results, lot number, and
expiration test date.

3. The person who performed the test should initial the results after verifying all information has been
entered correctly.

Results Log = Quantitative Test
1. Record the facility information, test name, and reportable range for the test on the top of the form.

2. Enter the test date, sample number, patient name or identification, test results, lot number, and
expiration test date.

3. The person who performed the test should initial the results after verifying all information has been
entered correctly.

Results Log with QC — Qualitative Test
1. Record the facility information and test name on the top of the form.

2. Record the QC material lot number, expiration date, and positive and negative control results.
3. If the results are acceptable, QC passes, and patient results can be reported.
4

. If the results are not acceptable, QC fails. Troubleshoot (check expiration dates, storage condition,
etc.), re-test the QC, and document the corrective action.

Test
Result Logs

@xamples and blank templates included:\

Results Log — Qualitative Test
Results Log — Quantitative Test
Results Log with QC — Qualitative Test

Results Log with QC — Quantitative
Test

Results Log for Multiple Tests /




Example Result Logs

Facility: Dr. Smith's Office
Location: 7123 /Main Street, Atlanta, GA 55555

Results Log - Qualitative Test

Test Name: ~VYZ Strep antigen
Facility: Dr. Smith's Office
1| s/5/2024 05052018 o
Results Log - Quantitative Test
2| Sres2024 05052019
Test Name: X¥YZ Strep antigen Reportable Range: S5-%00 UL
3| ESTF2029 05067830
S N~ [ e =
4
1 ErEr2024 Q5052018 Steve Smith Male: 30 LWL BA-0&8 79 NrA302025 [t
6 2| Sr&ES20249 a5052079 Chris White Malar 22 LWL BA-0& 75 30,2025 [oto]
g 3| STFI2024 5067930 Sam Jones Female: T% LWL Bd-0& 79 /30,2025 oo
7 4
3 -5
8
]
7
10
8
mn
a
12
10
13 11
14 12
15 13
14
15

“Reperabie Range B Me moge of resulls for which e fest syshem fas been proven o yield socuraie results, This is wwalls found in Me manuiBeilers iInsruelins for e fesr,
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ety o s o Example Result

Location: 7123 Main Street, Atlanta, &8 55555

Results Log With QC - Quantitative Test LOg S

Test Name: SYZ Strep antigen

Facility: Dr. Smith's Office

_ Location: 723 Main Street, Atlanta, 6A 55555

1| S/5-2029 | 5/05/,2018 # Steve Smith Resulis Log With QC - Qualitative Test

Test Name: S¥Z< Strep antigen

Positve Contined Megatve Contred
I B ) ) e e ol It Sl

1| 5572024 5505720 & Tom Jones NEG SH Bd-Q&79y MA30,2025 Tog-oCcg » /3002025 Fos NEG

2 | S/6/2024 | 550872009 7 Chris White

3| 572024 5/5°05/1930 7 Sam Jones

2| S/e°2024 | 5/705/.°22 /7 Mattie Dunn NEG Lt Bd-Q&757 M 30,2025 Tog-ocg » 9/,30,°2025 Pos NEG

* Reportabie Aange 18 Me WNge of résuia for which @ [ear sysiam e
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14

15

Facility: Dr. Smith's Office

Location: 7123 Main Street, Atlanta, G489 55555

Example Result Log

Results Log for Multiple Tests

Date Sampie Mumber Patient Mame or ID Test hame * Aepontable Rangs Test Fesull Test Lot Mumber / Teat Exp. Date | initiats
S5 2029 Q5052018 Donald Smith XMWVWE Strep Al MNES Ed-Q&73 ~ M 302025 oo
S5/5 2028 05052079 Chris White MVE Strep na POS Ed-0&880 » /302025 co
S5 2029 Q5052020 Tom Jones Orecult Elood - 123 Al MNES -3 ~ Bs/3T72025 =T
S5/5.2 02 05052027 Pam Roberts Lirine HEG-ABE A MNES Trp-23/-T1-30-2025 co
SAGS 2025 Q5052022 Mattie Dunn Gecult bload — 723 M MNEG Ejr— 3/ 8-3 2025 oo
5562029 05052023 Steve Smith MVE ALT S5-400 LA7L Hale: 33 LA7L CEY I E-IT-2025 co

* Raporfaebis Aanges is e moges of rescls for which o fesf sysfem has Been omoun fo Jald scourals reswls. This is useally fownd i fe manufaciurec s insfrecions br e fest




Job Aids & Other
Waived Testing
Resources
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:Appendix E

Safety: Blood and Body Fluid Exposure

It is important to use standard precautions when cleaning up blood or body fluids. Always assume they are
Infectious and act accordingly.

If a hand washing sink iz available:

1. Wet hands with warm running water.

2. Apply soap and vigorously scrub all surfaces of hands and fingers, using large amounts of soap and
water for at least 15 seconds.

3. Rinse hands and dry with disposable towels.
4. Use a disposable towel to tum off the faucet.

Betore leaving the area, decontaminate the sink and faucet handles using 10% bleach, or an Environmental
Protection Agency (EPA) registered disinfectant effective against HBV, HIV, and other bloodborne pathogens.
See Appendix F: for Common Disinfectants and Antiseptics.

If mucous membranes of eyes have been exposed to blood or body fluids, follow the steps
below.

1. Rinse mucous membranes (i.e., eyes, nostrils, and mouth) with large amounts of water or saline solution.
2. If running water is not readily available, use ancther water source, such as bottled water, to rinse.

If there iz a puncture of zkin from a sharp instrument or needle, follow the steps below.

1. Wash the puncture with soap and water while encouraging the puncture to bleed by gently squeezing it,
it necassary.

2. Bandage the puncture when finished.
Report exposure
1. Report any exposures o those responsible for managing exposures. Prompt reporting is essential, as

post-exposure treatment that might be recommended, in some cases, should be started as soon as
possible.

2. Discuss the possible risks of acquiring hepatitis B, hepatitis C, and HIV and the need for post-exposure
treatment with the provider managing your exposure.

Blood and Body Fluid
Exposure Job Aid

~




/

Safety: Gloves Job
Aid

~

Safety: Gloves

Dizposable Gloves (latex, vinyl, nitrile)
Disposable gloves reduce hand contamination, prevent cross-contamination, and protect from infection. Gloves
should fit property, not restrict hand coordination, accommodate individual requirements such as allergy to latex,
and meet the task's requirements. Rings, long fingernails, and fingernail jewelry can make it more challenging to
put the gloves on properly and cause gloves to tear more easily.

To help prevent allergic reactions to latex gloves, use appropriate work practices.

* Do not use latex gloves. i you choose latex gloves, it is recommended to opt for powder-free gloves that
have a lower protein content.

* Do not use gil-based hand creams or lotions when wearing latex gloves.

* After removing gloves, wash hands with a mild soap for at least 15 seconds, and then rinse and dry
them thoroughly.

* Familiarize yourself with the signs of latex allergy, which may include symptoms such as a skin rash,

hives, flushing, itching, nasal congestion, eye imtation, sinus problems, asthma, and in rare cases, even
shock.

For more information on how to protect yourself from latex exposure and allergy in the workplace, visit:
hitps:/iwww.cdc.goviniosh/docs/98-113/.

All employees using disposable gloves must observe the following precautions.
* Cover open sores, dermatitis, cuts, etc., with a dressing or bandage.
* 'Wash hands before putting on gloves.
* Never wash or reuse disposable gloves.
* Remgve gloves after they become contaminated and before leaving the work area.
* Remove contaminated gloves using a procedure that avoids contact with the glove’s outer surface.
* Dispose of contaminated gloves in infectious waste containers in the work area.
* Wash hands immediately or as soon as possible after reroval of gloves.

Instructions on how to safely remove gloves:
hitps JAwww.cde.govivhi/ebolaresources/pdfs/iposter-how-to-remove-gloves-p.pdf
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:Appendix F

Common Disinfectants and Antiseptics

Nots: Use of trade namss and commercial sourcss Is for identification only and doses not imply sndorsement by the U5
Department of Health and Human Services. Propristary disinfectant products should be used in accordance with the
manufacturars instructions for concentration, contact fime, or other conditions of use.

Disinfectants
Selected EPA-registered disinfectants: A list of EPA's registered sterilizers, tuberculocides, and antimicrobial

products against certain bacteria and viruses can be found at: htips://www.epa_gov/pesticide-registration/
selected-epa-registered-disinfectants.

Chiorine compounds are powerful disinfectants that are inexpensive and easy to obtain. Sodium
hypochlorite or household chigrine bleach solutions possess intermediate-level disinfectant properties
and are commonly used to disinfect lab surfaces. For maximum potency, the working solution should be
preparad fresh at the time of use or daily as needed, but studies show that weekly preparations work, too.
A 10% bleach solution is alsa called 1/10, 1:10, or 5,000 ppm bleach solution.

The directions for preparation are:
-
Water |___________|
Sl .
10% 10%: Bleach v

O88+ B = |2 we B 0
B8 = E.oue :&\;1

9 Part= Bleach | ___ _ ] i

Water Fill Line L"’"E'“"“‘-‘s
Note: Bleach will comode some equipment. Refer fo the manufaciurer’s instructions for alternatives and
Commereclal Products. The EPA lists registered commercial products that are effective against certain

bacteria and viruses. Examples are ‘Lysol' (cresol and soap solution) and ‘Stericol’ (xylenol-rich cresylic
acid and soap solution).

Antizeptics
Alcohols are considerad intermediate-level disinfectants. Alcohol solutions are often used as a skin

antiseptic. Alcohals, such as isopropyl (rubbing) alcohol, are well suited to rapidly kill bacteria on the skin
surface in preparation for fingerstick or venipuncture.

/

\_

Common Disinfectants
and Antiseptics Job Aid

~N

/




To Test or
Not to Test?

Considerations for
Waived Testing

https//www.cdc.gov/labquality/waived-tests.html

Lab Quality: Waived Tests

/T o 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

kCertificate of Waiver. /

To request hard copies visit Waived Testing Booklet Request



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

OnelLab™ 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.

reporting results.
the person who oversees or directs testing.

if required.

!t testing sites.

 Record test results accurately and according to the testing site’s policy for
When problems occur during the testing process, document and report to
* In the event of questionable test results, repeat the test with a new sample

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

~

/
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Let’s Discuss!

Q&A Session



OnelLab TEST

1. Loginto your OnelLab 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"

Live Event Course

Bl 3 ‘ Ready? Set? Test! Patient Testing is Important. Get the Right
nel g FECISTER FOR Tk Result. Session 2
TEST WEBINAR

Each year 14 billion laboratory tests drive the majority of medical decisions. Many of these tests do not require

Ready? Set? Test!”

routine regulatory oversight under a Clinical Laboratory Improvement Amendments (CLIA) Certificate of Waiver
from the Centers for Medicare & Medicaid Services (CMS). The “Ready? Set? Test!” free resources equip testing

personnel with the basic training they need to perform waived patient testing safely and accurately and ensure

reliable, high-quality test results. This event will highlight the “Ready? Set? Test!” resources and waived testing best

1k to ragister for the ever
practices for professionals and volunteers who perform or coordinate waived testing at non-traditional sites or
settings (e.g., nursing homes, clinics, and jails).

Category Duration
Diagnostic Testing

@ OnelLab REACH™
4. Select "Start Course". e

My Learner Hub  Training Job Aids & Resources

Cancel

Share your feedback and training needs with us!

Live Event Course

Ready? Set? Test! Patient Testing is Important. Get the Right
Result. Session 2

Tesr°® WEBINAR

Each year 14 billion laboratory tests drive the majority of medical decisions. Many of these tests do not require
“Ready? Set? Test!”

routine regulatory oversight under a Clinical Laboratory Improvement Amendments (CLIA) Certificate of Waiver
5 S I t n St t n from the Centers for Medicare & Medicaid Services (CMS). The “Ready? Set? Test!” free resources equip testing
. delec art .

personnel with the basic training they need to perform waived patient testing safely and accurately and ensure

reliable, high-quality test results. This event will highlight the “Ready? Set? Test!" resources and waived testing best

10 register for the event

practices for professionals and volunteers who perform or coordinate waived testing at non-traditional sites or

settings (e.g., nursing homes, clinics, and jals).

Category Duration
Diagnostic Testing 1 Hour

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

Congratulations! Select the "Next step” to complete your evaluation.

7. Complete the evaluation and click “Submit”.

Thank you for completing this OneLab event survey. If you have any questions, please contact onelab@cdc.gov.

< Previous
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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? Test!
Online Course

Elearning Course

2 Ready? Set? Test! Patient Testing is Important. Get the Right
o A e
- " : 4 \

CE Category
1.5 Hours P.A.C.E.® credit

Course Number
1101900

Duration
1.5 Hours

P.A.C.E.® Certificate Number
288-032-24

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



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

@ OnelLab Assessments

Share your feedback and
testing training needs with us!

Email OnelLab@CDC.gov



mailto:OneLab@CDC.gov
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