Assessing the Status of Advanced Molecular Detection (AMD) in Clinical Laboratories in New Jersey
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Introduction

The New Jersey Public Health and Environmental Laboratories (PHEL) conducted a survey of
clinical laboratories in New Jersey to determine the current state of molecular testing for
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A modified list based on CLIS recommendations was used to develop survey questions.

Survey Tool

* Considered NoviSurvey; (fellows were trained on NoviSurvey), selected MS Forms.

Survey Design

 The survey was divided into three sections: 1 - Demographics, 2 - COVID testing
information, and 3 - molecular testing information.

Survey Administration

* The survey was emailed to all CLIA certified high complexity clinical laboratories in New
Jersey and included Medical Directors, Administrative Directors, and Microbiology
Managers at each site. Redundancy is important when conducting surveys, as roles and
responsibilities vary between facilities.
One response was requested per site.
To obtain maximum participation, the survey was emailed four times: July 14, July 17,
August 11, August 25 of 2023. After the four mailings, phone calls were made to
nonrespondents.
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Graph 2: Where is COVID testing Performed in Your Facility
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Graph 3: Percentage of COVID Tests Performed at POC (n=38)
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Molecular Testing for Reportable Diseases

Graph 4: Pathogens Tested Using PCR (n=38)

B. pertussis = Bordetella pertussis/parapertussis
C. auris = Candida auris

Testing vulnerable populations
Helping clinical sites and DOH Rapid Response Team:
* Distribution of testing materials to local laboratories and other test sites
* G@Grants to 17 hospital laboratories to increase AMD capacity
* Field Deployable Laboratories as requested by Rapid Response Team
Sequencing viruses
Data Modernization — ETOR and Advanced Analytics
Certifying clinical laboratories for COVID testing
Developing DPHLI Partnerships i.e. DHSTS (Division of HIV/TB/STD Services)

NJDOH contracted with commercial laboratories for high volume testing
FDA rapidly released

PCR EUA methods for SARS-CoV-2 for clinical testing
OTC tests - at home use
Waived tests

NJ PHEL to create an After-Action Report with Improvement Plan

Distributed Public Health Laboratory Infrastructure (DPHLI)
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americans-deserve-accurate-and-reliable-diagnostic-tests-wherever-they-are-made

Emergency Use Authorization for IVD Tests https://www.fda.gov/emergency-preparedness-and-response/mcme-legal-regulatory-and-policy-
framework/information-laboratories-implementing-ivd-tests-under-eua

Tri-Agency Task Force for Emergency Diagnostics https://www.fda.gov/media/120328/download?attachment

CDC Next Generating Sequencing Quality Initiative https://www.cdc.gov/labguality/gms-tools-and-resources.html

Other tickb

SARS = SARS CoV-2 virus
;s 1B = Mycobacterium tuberculosis, and related mycobacteria
Zoster = Herpes Zoster

Solicit other partners to expand surveillance i.e. wastewater etc.

PHASE Ill: 2027 and Beyond — One Health initiatives with multiple state partners
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