LeukoComplete™ &

» LeukoComplete™ Plate and RT Kit
» LeukoComplete™ Gene Detection Kit
» LeukoComplete™ Antigen Coated Plate
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For Research Use Only

Cellular immunity assay based on

MRNA detection

Canon Medical Diagnostics Corporation
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[1] Guidelines on clinical evaluation of vaccines: regulatory expectations (WHO Technical Report Series No.1004 Annex 9)
[2] Guideline on clinical evaluation of vaccines

[3] Developmentand Licensure of Vaccines to Prevent COVID-19

[4] Standardized immunological assays for assessing COVID-19vaccines by the CEPI-Centralized Laboratory Network
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Gene Expression vs. Cytokine Assays
([ENG)

Cvtoki 4 }, Cytokine . . i
N one DPOUID i by, grotrﬁ:;g “Gene expression is the immune system’s intent.
: DD FN.{ Secretion
Expression DA ¥ ELiEA ELiSROT)

Protein secretion is the immune system’s outcome.”
Measure GeneExpression  Protein Secretlon

Timing Early Laker
Earty Sensitivity High Low
Assay Reason Immune Functional Valdation
Confirmation
Standardization High Variable
Type Molecular Functional

Walue Risk Reduction Activity Proof
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“Use LeukoComplete™ first, then validate with ELISpot/ELISA.”
o HIR. 71N hDRIU-Z27
o WKn=EElL (£MmEMA)
o RERN-N—ELFEMREENCERR NINFIIXRIE
“Verify gene upregulation, or otherwise the protein secretion is subtle.”
o )-RMRIBOIERRRII-Z27
o E5E. WMEQHAZAVER
® RELEZCDNAICIRTE. REMRIFET— DT D4R
“Integrate LeukoComplete™ as risk-mitigating layer for fast decision making.”
o JY-RZEIBELISpot 7Y A NECHIDHIRTATY T
o TERULAWERFHRIR MRSMEOTFILORL
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HRETHRIT  : ANOVA, Kruskal-Wallis test; p-val: * < 0.05, ** < 0.01, *** < 0.001, **** < 0.0001, Cut-offldROCERHTICLDEH, SpearmanlBATABBIf#HT

IRE : VX, un-Inf; SARS-CoV2REZEDRL\COVID19MRNADYF U HIEHEFEE 171, VX, Inf; SARS-CoV2BRFENDHHCOVID19MRNADIF > 4)[E]
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ELISpot  : H>TIL; 0.4x108 PBMCs, HUER; SARS-CoV-2Z/\1 95> ){\0BDA—\—-SvTRTFRT )V, FURRIESEMF; 37°C, 72 hr, 5%CO,

EAGL YT 0.1 mL A EREEM, HUR; SARS-CoV-22/\A 99> I\GBDA -\ —-SvTRTIFRT— )b, FEFLESAF; 37°C, 4 hr, 5%CO,
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B LeukoComplete™ Plate and RT Kit (Cat. #11130)
> BMIKEEMRNAZ B - 5B UCDNAZS L

1Rk an BE-AH {%ﬁiﬁfﬁ 1Yo B2 K ﬁﬁiﬁfﬁ
PT Buffer 1XxX15mL 2—30 C Wash Buffer A 1X30mL 2—30 C
Leukocyte Isolation Plate 1 2—30°C Wash Buffer B 1 X 50 mL 2—30°C
Deep Well Plate 1 2-30°C Aluminum Seal 1 2—30°C
Proteinase K 1X30pL 2—30°C Reverse Transcriptase 1 X 40 pL =-20°C
TCEP 1 X 300 pL 2—30°C RNase Inhibitor 1x10pL =-20°C
Lysis Buffer 1x6mL 2—30°C RT Buffer 2x1.5mL =-20°C
mRNA Capture Plate 1 2-30°C

B LeukoComplete™ Gene Detection Kit (Cat. # 11150)
> BM¥KERcDNAT —)LROBNOEETFEIRE

B BEAK  RPEE -
T 100 = =220°C  Gene Detection Kiticld. $8R/(ZIHBETENET,
PCR Enzyme Mix 1 X500 L =-20°C FUlEHPRCSRTL.
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Th1 pathway panel IL17A Th17 pathway panel
IFNG Th1/2/17 panel Th1/2/17 panel
Cytotoxicity panel IL17F Th17 pathway panel
L2 Th1 pathway panel IL18
Th1 pathway panel
TNFSF2 Cytotoxicity panel IL22
L4 Th2 pathway panel IL23
Th1/2/17 panel IL27
IL5 Th2 pathway panel GZMB Cytotoxicity panel
IL6 Inflammatory panel CSF2 Th17 pathway panel
IL10 Inflammatory panel
IL13 Th2 pathway panel :|> I‘D_}lliEE?UZI\

CXCL9 BIEF ek IR )R BEROE f
CXCL10 ACTB WINONRIVCE1FERED
CXCL11 I> bO—-)LEEFARHEND

GAPDH HELES.
IL12A B2M
IL12B
IL1A * CEEADBRGEZIERT -/ (RIVSH I RERZSIRIZE W,
IL1B Inflammatory panel
B LeukoComplete™ Antigen Coated Plate (Cat. # 11140)
> ERIthOHRFRATHIRZZ 23R & CRIEL
LR BE-AK RPRE
Antigen Coated Plate for SARS-CoV-2** 1 (24 test) 2—30°C
** SARS-CoV-2 SpGIC(d. SARS-CoV-22/\1 75> )\ JEOEREED O | Negative control (Blank)

A==V TIRTFR (15728, 11A-I\=3v)) HEENFT, (O SARS-CoV-2 SpG_Ancestral
(| SARS-CoV-2 SpG_Omicron

O/ Positive control
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[1] Mitsuhashi, M., et al., Clinical Chemistry (2006) o _ N ~
[2] Mitsuhashi, M., et al., Journal of immunological methods (2010) — BEOME - 8 - I o BMLanE
[3] Mitsuhashi, M., et al., Journal for immuno Therapy of Cancer (2013) TEL: 03-5632-9630 (Z{fH5fE] 9:00 ~ 17:30)
[4] Saito, T., et al., Biochem Biophys Res Commun (2023) E-mail: nouki@cosmobio.co.jp

[5] Saito. T., et al., Vaccine (2025) _ BRICETRBELEDhY
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