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|CDC Advisory
Committee to
the Director

(ACD)

- Laboratory
Workgroup
(LW)

Review of the Shortcomings of
CDC’s First COVID-19 Test and

Future Issues

Recommendations for the Policies,
Practices, and Systems to Mitigate

The Laboratory Workgroup (LW) provides input to the
Advisory Committee to the Director, recommending

changes to strengthen the quality of activities performed
by CDC laboratories.

Workgroup charge: Develop advice and
recommendations regarding the effective

implementation of laboratory quality improvements
across the agency.

Recommendations for Enhancing CDC Laboratory Policies, Practices and Systems



https://www.cdc.gov/about/pdf/workgroup/EnhancingCDCLaboratoryPoliciesPracticesSystems.pdf

LABORATORY PREPAREDNESS
AND RESPONSE
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Laboratory Systems and Public HealthJRepLs- R

Future of the Nation’s Laboratory Systems for Health Emergency Response:
A Workshop

This workshop explored the United States’ laboratory and testing
responses to past, present, and potential public health emergencies
(e.g., COVID-19; mpox; chemical, radiological or nuclear threats) and
discussed the future of laboratory capabilities, capacities, and

coordination for public health emergency response across public and
private entities nationally

— CDC and partners committed to developing a national laboratory
response system roadmap

Future of the Nation’s Laboratory Systems for Health Emergency Response A Workshop | National Academies



https://www.nationalacademies.org/event/03-23-2023/future-of-the-nations-laboratory-systems-for-health-emergency-response-a-workshop#sectionEventMaterials
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y Wild Birds ' Humans
Wild Buds Detected Poultry Affected Reported Human Cases inthe US

6,525 58,645,211 1

as of 4/5/2023 | Full Report > as of 4/5/2023 | Full Report > as of 04/28/2022 | Full Report >

Junsdichions with Bird Flu in Wild Birds States with Poultry Outbreaks States with Reported Case(s)

50

Dota as of 04/05/2023

 www.cdc.gov/flu/avianflu/avian-flu-summary.htm



http://www.cdc.gov/flu/avianflu/avian-flu-summary.htm
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Marburg Virus Disease Outbreaks

e Qutbreaks have been reported in Equatorial Guinea (February
2023) and Tanzania (March 2023)

* Risk of travel-associated Marburg virus disease (MVD) in the
United States is very low

 CDC Laboratory Outreach Communication System (LOCS)
message

— Lab Advisory: CDC Issues Health Alert for Marburg Disease Qutbreaks



https://www.cdc.gov/locs/2023/04-06-2023-Lab-Advisory-CDC_Issues_CDC_Issues_Health_Alert_Marburg_Disease_Outbreaks.html

LABORATORY QUALITY AND SAFETY
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CDC 24/7: Saving Lives, Protecting People™

CDC Centers for Disease Control and Prevention

Search @

Clinical Laboratory Improvement Advisory Committee (CLIAC)

CLIAC Home

A CLIAC Home
Meeting
Membership
CLIAC Charter
CLIAC Workgroups

CLIA Regulations Assessment
Workgroup

CLIA Certificate of Waiver and
PPMP Workgroup

Next Generation Sequencing
Workgroup

Biosafety Workgroup

CLIAC Workgroups

Print
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CLIAC

CLINICAL LABORATORY IMPROVEMENT ADVISORY COMMITTEE

The Clinical Laboratory Improvement Advisory Committee (CLIAC) may convene workgroups to discuss issues and gather
information on specific topics related to matters identified through Committee discussions or as outlined in the CLIAC
Charter. The output of the workgroup will be a summary report based on research activities and information gathered
during workgroup discussions.

« www.cdc.gov/cliac/workgroups/index.html



http://www.cdc.gov/cliac/workgroups/index.html

Quality Initiative

* Create a “toolkit” to
prevent duplication of

\efforts, increase efficiency,
and save costs

Develop an NGS-focused -
Quality Management System j¥ ™
(QMS) to ensure high quality,
reliable data.

\

W

\)

Harmonize quality standards for

NGS across public health. Support NGS activities to

meet multiple requirements.

The NGS Quality Initiative Website



https://www.cdc.gov/labquality/ngs-quality-initiative.html
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12 Quality System Essentials (

Organization

Process
Management

Customer Focus

Documents &
Records

Facilities &
Safety

Information
Management

Personnel

Nonconforming
Event Management

Purchasing &
Inventory
Assessments
* NGS Quality Initiative:
https://www.cdc.gov/labquality/ngs-quality-
Equipment initiative.html
,  QMS Tools and Resources:
Continual _ .
https://www.cdc.gov/labquality/gms-tools-and-
Improvement resources.html



https://www.cdc.gov/labquality/ngs-quality-initiative.html
https://www.cdc.gov/labquality/qms-tools-and-resources.html
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Biosafety ECHO Program - Launched in Januar
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A biosafety community of practice (CoP) based on the
Extension for Community Healthcare Outcomes (ECHO)
approach to address biosafety challenges in clinical and

public health laboratories
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Biosafety ECHO

e Three ECHO sessions have been conducted since

January, 2023

— Public Health Laboratory Professional
Burnout and Effect on Safety

— Risk Assessment in Clinical Laboratories

— Safely Implementing New Diagnostics
Platforms Commonly Used in Clinical

Laboratories

www.cdc.gov/safelabs/resources-tools/echo-biosafety.html

BIOSAFETY MONTHLY REPORT - Session 1, January. 31, 2023

CDC Division of Laboratory Systems

Public Health Laboratory Professional Burnout and Effect on Safety - Anthony Tran, DrPH, MPH, D(ABMM)
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http://www.cdc.gov/safelabs/resources-tools/echo-biosafety.html
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Goal: Establish a standard for evaluating and reporting Vet o
blood culture (BC) contamination rate to reduce adverse patient | 7 e
events and encourage optimal antibiotic use W

 Measure was officially endorsed by National Quality Forum (NQF)
in January 2023 — Now a National Quality Measure!

— Adult Blood Culture Contamination Rate; A national
measure and standard for clinical laboratories and
antibiotic stewardship programs (NQF # 3658)
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NQF Measure — Next Steps

Working with CDC’s Division of Healthcare Quality Promotion (DHQP)
to encourage adoption and data reporting by laboratories

Creating a web resource, “National Quality Forum (NQF) Adult Blood
Culture Contamination Rate Measure: An Overview for the Clinical
Laboratory”

Resource will inform clinical laboratories about the new measure,

provide general information about BC contamination, and point users
to references for use
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HEALTH EQUITY
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Improving adherence to guideline-
recommended statin prescription for
severe hypercholesterolemia within a
medically underserved population

_ Identifying gaps and challenges
associated with providing linguistically

appropriate test results to non-English
speaking populations

Establishing Electronic Test Orders and
Results systems to support people who
are medically underserved

= 8

Enhancing the Career Pathways in Public
Health Laboratory Science fellowships and
internships programs

Conducting a study to examine the
distribution of CLIA-certified Certificate of
Waiver sites by social vulnerability and
geographical location

Evaluating practices to increase equitable
access to point-of-care testing during public
health emergencies
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LABORATORY INFORMATICS
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Forum on Adoption of Standards for Laboratory Data
Exchange and Interoperability

Clinical Providers Laboratories

Goal: For organizations to develop new
relationships and discuss challenges
and successes related to the adoption
of laboratory standards

Public Health Departments




LABORATORY TRAINING AND
WORKFORCE DEVELOPMENT
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COMING SOON!

Elements of

" Training Needs |
Qretesl 1) G @ W,

Onelab TEST

r
|
——

Onelab Network

www.cdc.gov/onelab

L _J Onelab Summit

Onelab REACH



http://www.cdc.gov/onelab
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Onelab Network Events

Upcoming:
April 26: Identifying and Recognizing Select Agents or Toxins, Part 1
May 31: Identifying and Recognizing Select Agents or Toxins, Part 2

Recent:
March 28: Survey Process: What You Need to Know for Your CLIA Survey

Feb. 27: Pipeline and Hazardous Materials Safety Administration (PHMSA)
Training Program Requirements: Shipping Hazmat such as Cat A

Visit www.cdc.gov/onelab to join OnelLab Network or download resources
from previous events



http://www.cdc.gov/onelab

Onelab TEST (Timely Education and Support of
Testers) is a new collaborative network for
personnel who perform or coordinate testing at
non-laboratory sites.

TEST will:
econnect testers in non-laboratory settings to CDC and to

each other
eprovide training resources tailored to testers’ needs
eempower testers to train each other

Beginning May 1, sign up for OnelLab TEST at
www.cdc.gov/onelab



http://www.cdc.gov/onelab
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One Lab VR environment will be released for free on Oculus Store later this month

* Promo video
Launching single-player VR environment
as pilot
2 training scenarios launching in 2023
15+ scenarios in development
40+ scenarios in planning

— Feel free to send ideas for training
topics to VR@cdc.gov



http://www.youtube.com/watch?v=ocUP3wjGlgc
mailto:VR@cdc.gov
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Career Pathways in Public Health Laborater

* Internship application launched
March 27, 2023

* Seeking students, host sites, and
mentors

e First cohort starts summer, 2023
e To apply, visit submit.aphl.org

* To learn more about the program,
visit www.aphl.org/career-pathways

INTERN APPLICATION PROCESS

PUBLIC HEALTH LABORATORY INTERNSHIP: AN APHL-CDC INITIATIVE
aphl.org/internships

(1 12/ © @

APPLICATION REVIEW & MATCHING INTERVIEW PLACEMENT

4

) Upon contract completion,
_Commﬁfe YOUr‘I ) AP":IL F?V'GWSJ’OU" . Mentors interview the onboarding process
mtern§ ip application at app ication and matches ey begins at the host
submit.aphl.org. u to a mentor. laboratory.

1-2 Hours depending Tme may vary depending Within two weeks of Start dates depend on
on individual n avaiiab, y of mentors potential match host faboratory



https://submit.aphl.org/
http://www.aphl.org/career-pathways

PARTNERSHIP, COMMUNICATION,
AND OUTREACH
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Clinical Laboratory Partners Forum

Centers for Disease Control and Prevention
CDC 24, 2 i

/7. Saving Uves. Protecting Pecpie™

% Goali Dpve'pp and stfengihen
Division of Laboratory Systems (DLS

relationships among interagency
pa rtners and prOfeSSional " Clinical Laboratory Partners Forum

Print
Professionals

) ; LIVD Test Code Mapping L b t . — —
health, clinical laborato Iy, a nd P:r::lr:r: i
testing communities throughout

KaNehch Ebcmutiey Mevaics Pome Overview of the Forum

L]
t h e U n I te d St a t e S f : 5 ” The Clinical Laboratory Partners Forum (CLPF) is a network led by CDC that connects COC, the Food and Drug
L] DC's Laboratory Outreach

g Administration, and the Centers for Medicare & Medicaid Services with organizations that represent a broad spectrum of the
Communication System (LOCS)

L

A

Strengthening Clinical Forum A9

Laboratories

clinical laboratory and diagnostic testing communities, including:

aboratory Communicators’ * Hospitals

Network ® Pharmacies, physicians, urgent care centers

* Diagnostic assay and instrument manufacturers
\.. ;,‘ [[ e e (Clinical and public health laboratories

* Commercial laboratories

¢ Laboratory accreditation organizations

* Recent meetings
* November 2022

* (Clinical laboratory standards developers

* Epidemiologists and public health experts

CDC Clinical Laboratory Partners Forum Website



http://www.cdc.gov/csels/dls/strengthening-clinical-labs/clin-lab-partners-forum.html

* Upcoming Exhibiting

e APHL 2023 Annual Conference
e May 22-25

* 2023 AACC Annual Scientific
Meeting and Clinical Lab Expo

e July 23-27

DLS at APHL ID Lab Con 2023
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Medical Laboratory Professionals Week: April 285

This composite image is a fictional collage of

FIn;grgfg;g;;;r;n;g;;;gg;;;;vbgggg - * We celebrate laboratory professionals who
w - 8 ~  protect our future by skillfully adapting to meet
o) gt today’s evolving patient care and public health
RAN 7 challenges with resilience, innovation, and
expertise.

‘ e Join DLS in celebrating Lab Week 2023 by
o Showing thanks to a laboratory professional
o Participating in DLS’s Lab Week activities
o Accessing our digital toolkit and content

| www.cdc.gov/csels/dlIs/lab-week/



http://www.cdc.gov/csels/dls/lab-week/
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

Images used in accordance with fair use terms under the federal copyright law, not for distribution.
Use of trade names is for identification only and does not imply endorsement by U.S. Centers for Disease Control and Prevention.

The findings and conclusions in this report are those of the authors and do not necessarily represent the official position of Centers
for Disease Control and Prevention.


http://www.cdc.gov/

