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Technical Bulletin

SARS-CoV-2 Variant Detection

A study was performed to determine detection of various SARS-CoV-2 recombinant mutations across
the on-market Quidel antigen assays.

Each recombinant mutation, as specified by the proposed variants and mutations to the nucleoprotein,
was diluted to an initial target concentration and tested on the Sofia® SARS Antigen FIA to verify that it
was detectable. Once detected, serial dilutions of each recombinant mutation were subsequently
formulated and tested with each of the Quidel antigen assays listed in the table below. Each level was
tested with a total number of three (3) replicates. Sofia SARS Antigen FIA, Sofia Flu + SARS Antigen FIA,
QuickVue® SARS Antigen Test and QuickVue At-Home OTC COVID-19 Test remain unaffected by the
variants identified below.

Variant Strain CI?C . Plafe‘of NP Mutation NP Mutations Tested Status
Description Origin
N_S235F D3L/S235F
a \Z/%lc/;gzlgi\gbl Ao Uk N_R203K D3L, R203K, S235F not
obiig P N_D3L R203K/G204R; affected
e N_G204R $194L
N_T205! 205!
b. Eongle‘Vz or Beta Zcf’;:zz N_T362! D3L/T2051/S235F aff':z:e .
- N_P13S P13L
N_PSOR 1292T;
¢ iolj/ S01Y.V3 or Gamma Brazil N_G204R A1195/R203K/G204R/ affr;_z:e ;
' N_R203K M234I
d. CAL.20C or . L N_T205I D144H/T3911/5413 not
B.1.429 Epsilon California N_M234| D377Y affected
- N_D377Y
N_T205!
e. B.1.427 Epsilon California N_M234I Dl44H/DT337971Y'/ S413l aff':z:e .
N_D377Y
f. B.1.617.
B.1.617.1, . N_R203M R203K, not
Delta India N_D377Y
B.1.617.2 and N Desc P13L/5194L/D377Y affected
B.1.617.3 -
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If you have any questions regarding the use of this product or to report a product problem, please
contact Quidel Technical Support at 1.800.874.1517 (in the U.S.) or technicalsupport@quidel.com. If
outside the U.S., further information can be obtained from your distributor, or directly from Quidel at
one of the numbers listed below. Reference quidel.com to see more options for Support.

Country

Phone

E-Mail Address

Europe, Middle East and Africa

+353 (91) 412 474 (main)
0 1800 200441 (toll free)

Austria +43 316 231239
Belgium +32(2) 793 0180
France 0(805) 371674
Germany +49 (0) 7154 1593912
Netherlands 08000224198
Switzerland 0800 554864

United Kingdom 0 800 3688248
Ireland +353 (91) 412 474
Italy +39 (800) 620 549

emeatechnicalsupport@quidel.com

North America, Asia-Pacific, Latin America

858.552.1100

technicalsupport@quidel.com

Canada

437.266.1704 (main)
888.415.8764 (toll free)

technicalsupport@quidel.com

China

0400 920 9366 or
+86 021 3217 8300

chinatechnicalservice@quidel.com

You may also visit our website at quidel.com for information on Quidel’s line of Rapid Diagnostics,
Molecular Diagnostics, Cell Culture and Specialty Products (Bone Health and Autoimmune &
Complement). Other product information available on our website includes: CPT codes, CLSI procedure

guides, SDS, and Package Inserts.
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