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LEQA1 panel

e Composition
- All specimens in MEM + Hanks’ salts and 10,000 HEp-2 cells/ml

- 4 specimens with 10-fold dilutions of heat-inactivated SARS-CoV-2, load around LOD
many tests (n=1; educational), load 10-fold higher (n=2) and load 1000-fold higher
(n=1)

4 life virus specimens hCoV-0C43, hCoV-229E, hCoV-NL63, influenza virus A(H3N2)
1 specimen with SARS-CoV-1 RNA (educational)

1 specimen without any virus

e Testing
- Detect SARS-CoV-2 in panel using routinely used assays
- Provide Ct or RFU values and conclusion per target gene, and overall test conclusion
- Provide detailed information about workflows used
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Participants and scoring

Network of COVID-19 diagnostic labs obliged to participate

3 rounds of EQA, November 2020, February 2021, April/May 2021
70 labs received the panel in November 2020

65 reported results

Results of 164 workflows were reported

Possible conclusions: Positive, Negative, Indeterminate, Equivocal, Inconclusive or Not
tested.

e Limited panel of 4 specimens allowed for mPOCT assays

e Scoring 8 core specimens
- 1 point for full correct result each specimen
- 1 point deducted for incorrect positive or negative
- 0.5 point deducted for Indeterminate, Equivocal, Inconclusive
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Genes used per assay

Workflows with 1 target gene Workflows with 2 target genes
2
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Workflows with 3 target genes Workflows with 4 target genes

mm E-gene SARS-CoV-2 specific, N-gene, RdRP-gene -

e E-gene Sarbeco specific, N-gene; RdRP-gene
mm N-gene, ORF1a/b; S-gene

Total-8 Total=2
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E-gene SARS-CoV-2 specific, N1-gene
E-gene SARS-CoV-2 specific, N2-gene
E-gene SARS-CoV-2 specific, N-gene
E-gene SARS-CoV-2 specific. RdRP-gene
E-gene Sarbeco specific; E-gene SARS-CoV-2 specific
E-gene Sarbeco specific. N1-gene
E-gene Sarbeco specific, N2-gene
E-gene Sarbeco specific. N-gene

E-gene Sarbeco specific. ORF1ab
E-gene Sarbeco specific;, RARP-gene
E-gene Sarbeco specific; S-gene

E-gene Sarbeco specific, N-gene; RIRP-gene, S-gene
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Aggregated results 164 workflows

Panel sample NQ_ of workflows SARS-CoV-2 detection workflow conclusion
with test result
reported (n=164) )
N¢ Indeterminate,
N¢ Positive Equivocal or N2 Negative
Inconclusive

LEQA1l_CoV20 SARS-CoV-2 (d1) 161 (99.38%) 0 1 (0.62%) False negative (n=1)

LEQA1_CoV20-2 [lefaVAK¥] 160 0 0 160 (100%) None

[ Ke7. % B el\"P 1 ic 3l hCoV-229E 146 0 1 (0.68%) 145 (99.32%) False indeterminate, equivocal or
inconclusive (n=1)

[N o7 %M el.\TP Lo B Sl SARS-CoV-2 (d4) 162 78 (48.15%) 21 (12.96%) 63 (38.89%) Not applicable, educational sample

[Ne) C Mo\ L B Il SARS-CoV-2 (d3) 148 131 (88.51%) 7 (4.73%) 10 (6.76%) False negative (n=10), false
indeterminate, equivocal or inconclusive
(n=7)

LEQA1_CoV20-6 [ylef\"Elelel: k] 145 0 0 145 (100%) None

[H{o7.% Bel\" 1oLy Bl SARS-CoV-2 (d3) 158 139 (87.97%) 6 (3.80%) 13 (8.23%) False negative (n=13), false
indeterminate, equivocal or inconclusive
(n=6)

(B (o) W BN e\ P LB B Influenza virus A(H3N2) 144 0 0 144 (100%) None

LEQA1 CoV20-9 [ElEldY] 144 0 3 (2.08%) 141 (97.92%) False indeterminate, equivocal or
inconclusive (n=3)

(B o7 % B ol\Tr Lo Bk [ ]l SARS-CoV-1 147 63 (42.68%) 22 (14.97%) 62 (42.18%) Not applicable, educational sample
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Extraction PCR Score

Scores by workflow
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Scores by labs and workflows

= Grade 8
= Grade 7.5
Grade 7
m Grade 6
4 m Grade 4.5
= Grade 4
= Grade 2
| Grade 1
| Grade O
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