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Biomarker Assay — how to apply Context-of-Use to your assay validation

[Marianne Scheel Fjording *+ BioAgilytix ]

RAGZ—FF [BrE]

>
>

DG RAH —
S e

iR [hA—n]
FAERR: iPS MERAAFZERT  SMETF L4
Mt hERRERE 2 A\ T IR R ORISR |

JEF © AL [[E 7 AR S A AR SE T ]

t-DG (temporal DG) [&#FHZE]
FHNZ TIRENW W FLSMNEIB I TE EHAD TI TR IZE N,

HIEMERT — % ORBREFICAIT T [FR—1]
JEER  tRTRRIR [ A AR

>

>

HEREZSsT — X OEMIRFEHN OB B LI OFENHOTE A L —2 g
[SFEFA -« = —H 1]

BT 7T — 2 ORBRMAICE T D EEMEMR [EART - REHEIETS]

I - B FIAREGBERBICBITI AL T F I VADER [FHR—1]
JER - AR (B B ARME], TEARATK (RS T3]

>

FOpE D T8RS oS SR ERER OB s a v U RAERO D OERa L Y —
T [ERERSTE « [E ST E SR A S AR T

FMA I TS O RN A Gl 2 B B9 & U 7= 8him o8 M O\ it % F Ak

[t LIRS « 7 AT 7 AGUHK]

HMfRIBR LS O SKYEREMENT 2 /[ REL T AMIINTE T 7 v N 7 4 — L DT

LA R« X 35 T3]

Bl FEEAMGICBIT A2 AT F U R EZEDFRE

NS HES « [ENTAFZERR 3B N ENL B ERM e o 2 —]

S 3k sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk
FoFarkvIr— [EE=E]
BASHY A =y 7 X HRY +— 2 — RS RS S v 2 —

12:15-13:15



F3H:3H2H (K)

9:00-10:30 COVID-19 [HiF—/]
FER - B NEFEESL T3] SRIIT [ 7 7 A4 P —R&D &Rl :]
> COVID-19 ® gPCR BiF &NV T — 3> () [KEITEE « A A v 7 A]

> BNTI162b2 COVID-19 U 7 F B3¢ AT T I v VD EFEATE0 2
UNATJEAE « 7 7 A P —R&D A lRE4E]

» Bioanalytical paradigm for COVID 19 vaccine development
[Shabnam Tangri - Navigate BioPharma Services, Inc]
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»  Comparability of immunogenicity assays — wishful thinking or could the “CP-ARC” concept
help to reach the goal? [Roland Staack + Roche]
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