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clinical laboratory for SARS-CoV-2 testing; Initial observations on CAP PT
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targeted RT-PCR assays



Jan 11
China shares the genetic sequence 
of the virus; labs begin developing 

targeted RT-PCR assays

Jan 30
ASM provides free access to 
coronavirus research articles 

in its 16 journals;
Begins regular updates





Feb 4
HHS determines a need for 
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Labs must have EUA to use 

LDTs
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Other challenges early on
• Limited access to virus samples
– Only through CDC and public health labs

• CDC is not designed to be a manufacturer
– Initial kits were only sent to public health labs with limited 

capacity
– Testing was restricted (strict criteria)
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Other challenges
• A need for PT material



Feb 4
HHS determines a need for 
EUA of IVD of SARS-CoV-2; 
Labs must have EUA to use 

LDTs

Mar 12
First commercial 

NAAT (Roche) 
becomes available

Jan 11
China shares the genetic sequence 
of the virus; labs begin developing 

targeted RT-PCR assays

Feb 28
CAP Microbiology 

Committee asks for 
permission to pursue 

expedited SARS-CoV-2 NAAT 
PT – approved 2/29!

• Specs drawn up
• Pilot testing first week 

of April

Mar 26
Mandatory CLIA inspections 

indefinitely suspended



CAP proficiency testing - NAATs 
• Initially: recombinant product containing the N, E, 

RdRp, and ORF1a targets; housed within a non-
infectious, non-replicating mammalian virus

• First mailing in May
• Now contains the entire viral genome
• Targeted amounts: 5,000 c/mL and 10,000 c/mL



Continued challenges
• Limited testing reagents
• Many labs have verified 4+ NAATs for SARS-CoV-2 and still can’t meet 

clinical demand
• At Mayo Clinic: 8 NAATS including the LDT; running at ~50% capacity
• Currently performing 10,000 tests/day; goal is 30,000 tests/day by the end 

of August
• Questions regarding: alternate sources (e.g., saliva), testing of pooled 

specimens, at-home collection options, rapid POC testing, use of Ct values 
to predict infectivity, prognosis, monitor response to treatment, etc.



Measles

Avian flu

Zika



Summary of primary challenges
• Current U.S. system does not allow for rapid 

initiation of testing at clinical laboratories
– The CDC gets first access to positive material
– CDC test has limited distribution
– EUA process – especially initially – hampered LDT use
– EUA process FAVORS manufacturers, and allows for rapid 

deployment of commercial tests (BUT limited availability)



A word about serology
• FDA initially did not require EUA for serologic 

tests
• This led to a large quantity of poor-quality 

tests flooding the market
• FDA now requires EUA for serologic assays



Successes
• International collaborations quickly formed
• United States professional organization (ASM, 

CAP) advocated on behalf of the laboratories
• Proficiency products were quickly developed.


