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Association for Molecular Pathology 
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Focus and Recommendations
1) Diversity of testing locations and modalities

2) Sensible regulatory oversight of laboratories during a public 
health emergency

3) Consistent and predictable reimbursement for clinical testing
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SARS-CoV-2 Molecular Testing Surveys
April & August 2020 
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Demographics of Data Subset
• 118 US-based laboratories only
• 95 AMP members, 23 non-

members
Commercial 
reference 
laboratory

Community 
hospital/health system 
laboratory

Academic 
medical 
center
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April 2020 - SARS-CoV-2 Testing Methodology
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August 2020 - SARS-CoV-2 Testing Methodology
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Academic Medical Center &
Community Hospital / Health System 
Labs
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Laboratories deployed multiple testing methodologies
due to supply shortages and uncertainties
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Testing close to patient = rapid turnaround time (<=24hr)
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Testing close to patient = rapid turnaround time (<=24hr)
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Providing global expertise in molecular testing that drives patient care. 

EUA Process



Laboratories acted quickly to provide testing
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Academic Medical 
Center Laboratories 
(n=43)

Commercial 
Reference 
Laboratories (n= 32)

Community Hospitals 
/ Health System 
Laboratories (n = 31)

Mean March 21, 2020 April 2, 2020 April 2, 2020 

Median March 21, 2020 April 1, 2020 April 1, 2020 

Earliest date 
submitted 

February 24, 2020 March 12, 2020 March 1, 2020 

January 20, 2020
First recorded US 
case of COVID-19

January 31, 2020 
DHHS declared a 

public health 
emergency 

February 4, 2020
CDC receives EUA 

from FDA and 
prepares to distribute 

and ship test. 

February 12, 2020
Trouble with the 

CDC test kit 
emerges 

February 18, 2020
CDC warns clinical 

laboratories against 
testing without FDA 

approval 

February 29, 2020
FDA announces 

clinical 
laboratories can 

develop COVID-19 
assays and obtain 
EUA concurrently 

March 11, 2020
WHO declares 

the coronavirus 
a pandemic

March 13, 2020
US National 
Emergency 
Declared 

March 16, 2020
FDA allows states 

to authorize 
COVID-19 testing 

March 21, 2020
Mean date that 
AMC labs went 
live with test 

April 2, 2020
Mean date that 

Commercial Reference and 
Community Laboratories 

went live with test 



FDA EUA process severely lagged Laboratory Efforts
(APRIL 2020)
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How long did it take your laboratory to 
receive an EUA from the FDA?

Data shown above from all laboratory types. 43 responses total. 

Data shown above combined from both April and August surveys,  
and represent both IVDs and LDPs from all laboratory types. 202 
responses total. Data displayed through April 13, 2020 only. 
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Providing global expertise in molecular testing that drives patient care. 

Reimbursement
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Focus and Recommendations
1. Leverage all types of clinical laboratories throughout the US 

– increase capacity and resiliency
– support rapid turnaround times
– including hospital and academic based laboratories, as part of the 

Laboratory Response Network. 
2. Distribute testing supplies to locations based on disease prevalence and 

provide access to positive control samples to validate tests.
3. Regulatory

– Allow high-complexity CLIA-certified laboratories to immediately 
deploy testing ahead of any regulatory submission

– Streamline the EUA review process for IVD manufacturers to 
enable authorization within 4 weeks of submission. 

4. Provide adequate and predictable pathways to reimbursement for 
clinical testing to ensure laboratory solvency when responding to an 
emergency.
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RESOURCES
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Access AMP’s Full SARS-
CoV-2 Survey Reports 

here:

Access AMP’s Whitepaper 
on Economics of Testing 

During a PHE here:
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https://www.nytimes.com/2020/03/10/us/coronavirus-testing-delays.html
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Nat Med. 2022 Jan;28(1):7-8.
PMID: 34937879 
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