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LABORATORY DEMOGRAPHICS
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*Data obtained from CMSOSCARdatabase (08/06/2013)
Numbersinclude laboratoriesin CLIA-exempt states of NY and WA.



Trendsin Waived Testing Over Time

Waived Testing

1993 1998 2003 2008 2011 2013
Measurement Parameter

No. of analytes for which
waived test systems are 9 40 74 84 87 88
available

No. of waived test

. 203 608 1,495 3,228 4,369 6,811
systems

No. of laboratories with a

Certificate of Waivert* 67,294 78,825 102,123 129,219 153,702 166,472

Percentage of laboratories

0) 0 0 0 0 .
with a Certificate of Waiver e 50% S7% 64% 67% 70%

*Numbers reflect multiple names under which individual tests are marketed and might include waived tests no longer sold.
**Numbers include laboratories in CLIA-exempt states of NY and WA.

Source: CDC and FDA CLIA Test categorization databases and CMS On-line Survey, Certification, and Reporting database.



U.S.Laboratory Demographics, 2013
Laboratory types, all CLIA-Certified Laboratoriest!
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Additional Laboratory Demographics:
(1333,000 laboratory personnel?
>13 billion tests/year!
>$52 billion/year in laboratory revenues?

'Data obtained from CMS OSCAR database, 08/06/2013. OSCAR data are self-reported. Numbers include laboratories in CLIA-exempt states of NY and WA.

’Data obtained from US Department of Labor Bureau of Labor Statistics Occupational Employment Statistics (OES) at http://www.bls.gov/oes/#tables

3Data obtained from http://www.kaloramainformation.com/Clinical-Laboratory-Services-2565239/ 6
*Community clinic, rural health clinic

**|nsurance, pharmacy, tissue bank/repositories, blood banks, ambulance and mobile units, industrial, health fair, ancillary test sites, school/student health service, other not specified.



http://www.bls.gov/oes/
http://www.kaloramainformation.com/Clinical-Laboratory-Services-2565239/

Percentage of Testsin Each Category
August 2013

High Waived
18% 11%

Moderate
71%

Data obtained from FDA CLIA database (08/06/2013)



EDUCATIONAL PRODUCT DISTRIBUTION
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ToTest > Not to Test?
Considerations for Testing

To Test
Ol
Not to
Test?

Considerations for
Waived Testing

http://www.cdc.gov/dls/waivedtests

_/

O Describes considerations

when beginning to test or
adding atest to your menu

Intended to assist those
who want to initiate or
direct CLIA-waived testing

Contains helpful
Information for all
physician offices or
point-of-care settings



Ready?s - Test!
Assuring the Quality of Tests Performed

-\

READY?
SE?

TEST!

PATIENT TESTING
IS IMPORTANT.

Get the right results.

http://www.cdc.gov/dis/waivedtests

Q Describes recommended

practices for physicians,
nurses, medical assistants,
pharmacists, and others
who perform patient testing
under a CLIA Certificate of
Waliver

Contains tips, reminders,
and resources along with
forms and examples for use
In the testing site



Ready?s -7 Test!
Assuring the Quality of Tests Performed

PATIENT TESTING IS IMPORTANT.

Get the right results.

READY? :
SET?

TESTI:

00O e @

http://www.cdec.gov/dls/waivedtests %‘%C

Have the latest instructions for ALL of your tests.
Know how to do tests the right way.
Know how and when to do quality control.

Make sure you do the right test on the right patient.
Make sure the patient has prepared for the test.
Collect and label the sample the right way.

Follow instructions for quality control and patient tests.
Keep records for all patient and quality control tests.
Follow rules for discarding test materials.

prsy

Report all test results to the doctor. s

T

Poster and Postcard

Promotion of Good Laboratory Practices

For Waived Testing

Background

Current practice shows an increased trend for medical decisions based on simple tests performed
using compact ar handheld instruments at the point of patient care, many of which are designated as
waived tests and can be performed without routine regulatory oversight. These tests are often used
ina variety of test settings by physicians, nurses, and ather personnel, e.g. emergency departments,
hospital reoms, physicians’offices, community counseling centers, pharmacies, nursing homes,
ambulances, and health fairs. To promote quality testing, reduice testing errors, and enhance patient
safety in these nontraditional testing sites, in 2005 the Centers for Disease Control and Prevention
{CDC) published the MMWR Rec and Reports “Good Laboratory Practices for Waived
Testing Sites.” Subsequent to this report, COC alsa developed related free educational materials
described below.

The report and educational materials address p i i suchas
responsibility for testing, regulatory requirements, safety, physical and environmental requirements,
benefits and costs, staffing, and documentation. Additionally, they address good laboratory practices
for the three phases of testing:

« before testing (test ordering and specimen collection),

+ during testing (control testing, test performance, and resultinterpretation and recording), and

« after testing (result reporting, documentation, confirmatory testing, and biohazard waste disposal).

Educational Materials

www.cdc.gov/dls/waivedtests

To Test or Not to Test? Booklet

This booklet describes considerations and preparations needed prior to performing waived testing and
may assist th ho want to and o ived testing or offer a new test under a CLIA
Certificate of Waiver. The booklet contains tips, reminders, and resources along with forms and examples
for use in your testing site.

Ready? Set? Test! Poster
This poster can readily be displayed in a testing area to remind testers of 10 impartant practices to
follow for accurate and reliable testing. A postcard sized version of the poster is also available.

Ready? Set? Test! Booklet

This booklet describes recommended practices for physicians, nurses, medical assistants, pharmacists,
and others who perform patient testing under a CLIA Certificate of Waiver. The booklet contains tips,
reminders, and resaurces along with forms and examples to use in your testing site.

Ready? Set? Test! Online Course

The goal of this course is to promote reliable, high quality testing and enhance patient safety by explaining
steps of the waived testing process and to provide the learner with additional resources to assist on the
job. The target audience includes individuals without formal laboratory training who perform testing in
waived testing sites (e.qg., physician offices, nursing facilities, home health agencies, clinics, pharmacies and
other non-laboratory sites) throughout the United States. This course offers continuing education credits.

You can request copies of the products at WaivedTesting@cdc.gov or by calling 404-498-2290.

N
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Waived Testing Educational
Products Fact Sheet




Waived Testing Good Laboratory Practice
Product Distribution

Total Posters Distributed = 4,167 Total Ready? Set? Test! Booklets Distributed = 12,050
Total Postcards Distributed = 17,937 Total To Test or Not To Test? Booklets Distributed = 4,462

Number of Booklets
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http://wwwn.cdc.gov/clia/ Resources/ Waived Tests/



Presenter
Presentation Notes
An online training module provides scenario based training and offers continuing education credit for physicians, nurses, pharmacists, and others.

http://wwwn.cdc.gov/clia/Resources/WaivedTests/
http://wwwn.cdc.gov/clia/Resources/WaivedTests/

READY? SET? TEST!I ONLINETRAINING



Ready?s=:7Test!Online Training

CDC Centers for Disease Control and Prevention

Your Online Source for Credible Health Information

HOME ABOUT | COURSE MAP

READY?
SET?

TEST!

PATIENT TESTING
IS IMPORTANT.

Get the right results.

Centers for Disease
Control and Prevention
Scientific Education and
Professional Development
Program Office

Wersion 2.0, published 0672011

ey
-~ LY

_— 7
Centers for Disease Control and Prevention 1600 Cliton Rd. Atlanta, GA 30333, USA l IS ]
-
Gi

;
BO0-COC-INFO (800-232-4635) TTY (555) 232-5348, 24 Hours/Every Day - cocinfof@ cdc .oy gOV “\4
1

overnment Made Easy



Course Overview
o Course Goal

= To promote reliable, high quality testing and enhance patient
safey by explaining steps of the waived testing processand to
provide the learner with additional resourcesto assist on the job

a Course Objectives:
» Ready?
* |dentify the basic requirementsfor performing waived testing.

 |dentify at least three good laboratory practices for preparing the
laboratory or testing site to produce high quality test results.

n Set?
» Select at least two good laboratory practicesthat assure the right
sample type is obtained from the correct patient.
 |dentify patient samplesthat are labeled correctly.
= Test?
 |dentify at least two good laboratory practices for testing.

 |dentify at least two good laboratory practices for recording and
reporting results.



Course Overview
o Target Audience:
= Nurses, (LPN, RN, NP, Midwife)
» Medical Assistants, (MA)
» Physicians,(MD,DO,DPM,DDS)
» High school graduatesor individuals with GED
= Emergency Medical Technicians (BEMT), paramedics

» Clinical Nursing Assistants (CNA) Certified Nursing Assistant (CNA),
Patient Care Assistant (PCA), State Tested Nurse Aid (STNA) or
Nursing Assistant-Registered (NA/R)

= Pharmacists

= Physician Assistants, (PA)

= Phlebotomistsor others
0 CECredit

= CMEand CNEoffers1.0
= CHRU,CEand CPEoffers0.1



Course Features

o Knowledge check questionsthroughout the courseto
reinforce learning

o Templates, checklists, resourcesto save/download

QO Scenarios

Cantess for Disease Control and Prevention
Yout e s o Gk o i

Wied 1sting ean be pErtarmed st deferert Stes many of which SrE Nt tracktionsl lsbaratories. Theee
stenanas have been provided. Select the nursing home, hospital, and doctor’s office buldings identified below
25 read each stenang and snswer the orespondng quetions
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Ready? Set? Test! Online Course Participation
(Nov 2011—July 2013)

Total Registered 1843

Completed 1604
In Progress 222
Withdrawn 17
CEU/CE 79.2
CME 84
CNE Contact Hours 288
Pharmacists Contact Hours 1.6

Ready? Set? Test! Credit Type(s) Awarded: 0.1 CEU/CE; 1 CME; 1 CNE Contact Hours;
0.1 Pharmacist Contact Hours

http://wwwn.cdc.gov/clia/ Resources/ Waived Tests/



Presenter
Presentation Notes
An online training module provides scenario based training and offers continuing education credit for physicians, nurses, pharmacists, and others.

http://wwwn.cdc.gov/clia/Resources/WaivedTests/

Course Evaluation

m Strongly Agree = Agree  ® Neither/Undecided

This activity effectively met my educational needs

The learning environment was conducive to learning

The instructional strategies helped me learn the
content

The delivery method used helped me learn the content

The content experts demonstrated expertise in the
subject matter

Feedback | received during the activity was helpful

The length and pace of the activity was appropriate

The difficulty level was appropriate

The content and learning materials addressed a need
or gap in my knowledge or skills

m Disagree

m Strongly Disagree

m Not Applicable
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20%

40%

60%

80%




Course Evaluation

m Strongly Agree = Agree  mNeither/Undecided

The content was relevant to the learning objectives

| can identify at least two good laboratory practices for
recording and reporting results

| can identify at least two good laboratory practices for
testing

| can identify properly labeled patient samples

| can identify at least two good laboratory practices to
ensure the right sample type is obtained from the correct
patient

| can identify three or more good laboratory practices to
prepare my laboratory or testing site to produce high
quality test results

| can identify the basic requirements for performing waived
testing

If given an opportunity, | can apply the knowledge gained
as a result of this activity

m Disagree

m Strongly Disagree  mNot Applicable

0%

10%  20%

30% 40%  50%  60%

70%

/




Commentsfrom Participants

It isreally helful and very organized. | liked the method used to give us
the necessary tools and the websitesto clearly understand the content.

Much more educational than | expected. | will direct staff nursesto this
website in the future.

The material was excellent. It helped me understand why we did all the
documentation of lot numbers, expiration dates, etc. | realize the
importance of all of our procedures now.

Wonderful refresher for me. | could not explain QC,waived testing any
better!

| am going to make thisa mandatory course for all of my staff who
perform CLIA waived tests.

| believe the course has helped me identify areasin the performance of
Waived Testing proceduresthat | should emphasize in training staff.

Content was simply explained and feedback kept my interest.
Excellent course will require all Medical Assitantsto take thistest.

| took this course to evaluate its potential use in training staff at my
company. | believe it isuseful for my purposes.



Summary

0 Participants achieved course objectives

o The educational value was appreciated by the high
number of positive comments

o Suggestionsfor improving course:

Allow for the ability to bookmark the course and return at alater

time to complete (updated course to include the bookmark
feature on June 2012)

Improve course navigation especially pop-up boxes
Increase CEcredit



Acknowledgements

o Clinical Laboratory Improvement Advisory Committee
0 Waived Testing Workgroup

0 Centersfor Medicare & Medicaid Services
0 Division of Laboratory Services
0 Food and Drug Administration
0 Office of In-Vitro Diagnostic Device Evaluation and Safety

0 Centersfor Disease Control and Prevention
0 Division of Laboratory Science and Standards



Contact Information

Waived Testing materials:
http://wwwn.cdc.gov/clia/Resources/WaivedTests/

For questions, comments, or to obtain free copies of waived testing materials,
contact us: email - WaivedTesting@cdc.gov
phone - 404-498-2290

Contact information: Heather Stang
404-498-2769
btg0@cdc.gov

Office of Public Health Scientific Services (OPHSS- proposed) i
Center for Surveillance, Epidemiology and Laboratory Services (CSELS - proposed) |
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