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U.S. Department of Health and Human Services COVID-19 Laboratory Data

Reporting Guidance Comparison

COVID-19 Pandemic Response,
Laboratory Data Reporting: CARES Act
Section 18115
(January 8, 2021)

COVID-19 Pandemic Response,
Laboratory Data Reporting: CARES Act
Section 18115

(March 8, 2022)

Entities Requ

ired to Report

All laboratories — including laboratories,
testing locations operating as temporary
overflow or remote locations for a laboratory,
and other facilities or locations performing
testing at point of care or with at-home
specimen collection related to SARS-CoV-2

Specifies reporting requirements based on
entity:
- Facilities licensed under CLIA to
perform moderate- or high-complexity
tests conducting Nucleic Acid
Amplification Test (NAAT) testing
Entities conducting all other SARS-
CoV-2 testing, except antibody and

self-administered testing

Reporting Test Results

All test results must be reported

For facilities licensed under CLIA to perform
moderate- or high-complexity tests: all
positive, negative, and inconclusive results
from NAAT testing

For all other entities (except antibody and
self-administered tests): positive test results

Reporting

Timeframe

Within 24 hours of results being known or
determined, on a daily basis to the
appropriate state or local public health
department based on the individual’s
residence

Within 24 hours of results being known or
determined, on a daily basis to the
appropriate state or local public health
department based on the individual’s
residence

Reportable Data Components

Patient name (Last name, First name, Middle
Initial) (optional reporting)

Patient name (Last name, First name, Middle
Initial)

Patient street address (optional reporting)

Patient street address

Patient residence zip code

Patient residence zip code

Patient residence county

Patient residence county

Patient phone number with area code

Patient phone number with area code

(optional reporting)

Patient date of birth (optional reporting) Patient date of birth
Patient age Patient age

Patient race Patient race
Patient ethnicity Patient ethnicity
Patient sex Patient sex



https://sboh.wa.gov/sites/default/files/2022-01/Tab10f-COVIDEmergencyRule-HHS-LaboratoryDataReportingGuidance-Jan2021.pdf
https://www.cdc.gov/coronavirus/2019-ncov/downloads/lab/hhs-laboratory-reporting-guidance-508.pdf

Ordering provider name and NPI (as
applicable), zip code

Ordering provider address and phone
number (optional reporting)

Ordering organization or ordering provider
name and NPI (as applicable), address,
phone number, zip code along with affiliated
organization (specific facility)

Date test ordered (date format)

Data component not included

Test ordered — use harmonized LOINC codes
provided by CDC

a) Test ordered and b) test resulted— use
appropriate LOINC codes, as defined by the
Laboratory In Vitro Diagnostics (LIVD) Test
Code Mapping for SARS-CoV-2 Tests
provided by CDC

Test result — use appropriate LOINC and
SNOMED codes, as defined by the
Laboratory In Vitro Diagnostics (LIVD) Test
Code Mapping for SARS-CoV-2 Tests
provided by CDC

Test result (values) — use appropriate
SNOMED-CT codes, as defined by the
Laboratory In Vitro Diagnostics (LIVD) Test
Code Mapping for SARS-CoV-2 Tests
provided by CDC

Test Result date (date format)

Test result date (date format)

Device Identifier

Device Identifier

Accession # / Specimen ID

Accession # / Specimen ID

Performing facility name and/or CLIA
number, if known; performing facility zip code

Performing facility name and CLIA number,
address, phone number, zip code

Specimen Source - use appropriate LOINC,
SNOMED-CT, or SPM4 codes, or
equivalently detailed alternative codes

Specimen Source - use appropriate LOINC,
SNOMED-CT, or SPM4 codes, or
equivalently detailed alternative codes

Date specimen collected (date format)

Date specimen collected (date format)

Data component not included

Reporting entity name and CLIA number (or
appropriate ID), and address

Answers to ask-on-order entry questions:
- First test?
- Employed in healthcare?
- Symptomatic as defined by CDC?
- Hospitalized?
- Icu?
- Resident in a congregate care
setting?
- Pregnant?

Data component not included




