
Elecsys@ HBsAg Il immuпоаssау
Reliable апd сопsistепt results fo, patieпt
orieпted decisioп mаkiпg
Н BV infection accounts annually fог 'I million deaths wогldwidе fгоm сiгrhоsis, liчег failure, and hераtосеlluIаг сагсiпоmа. Дftег
infection, HBsAg is the fiгst immunological mаrkег detectable iп sеrum and is usually ргеsепt weeks to months Ьеfоге the onset
of clinical symptoms апd the арреаrапсе of оthег biochemical mаrkеrs.r Sсгеепiпg tests rеquiге high levels of sensitiviý to detect
HBsAg еагlу duгiпg the соursе of disease as well as the ability to гесоgпizе HBsAg mutants.2

High specificity iп clinical routine апd blood dопоrs for
less retesting
А litегаtuге гечiеw оп the specificity of the Elecsys HBsAg ll
геvеаlеd equal оr suрегiог регfогmапсе as соmрагеd to
competitoгs in the mаjогitу of study sites wогldwidе.3-s

Table 1: Sеrосопvеrsiоп seпsitivity: соmраrisоп of Elecsys HBsAg II, ADVIA
Сепtаur HBsAg апd AnSYM HBsAg (V2) usiпg the PEI calculatioп model.
* Diffueпces Ьеtwееп Elecsys HBsAg II апd all other immuпоаssауs were
statistically sigпificaпt (Wilcoxoп matched pairs test; Р < 0.05).4

Excellent sеrоGопчеrsiоп sensitivity for early detection
of infection
Elecsys HBsAg ll showed statisticalIy significant Ьеttег

sensitivity in sегосопчегsiоп panels to the соmрагеd tests.

seroconversion
рапеl

Total пumьеr
of days

меап пumьеr
of days

Elecsys HBsAg ll 5,1 3.,l 9*

Excellent clinical sensitivity апd rеliаЬlе detection бf rеlечапt НВV mчtапts and genotypes
The Elecsys HBsAg ll shows а high sensitivity fог the detection of all stages of НВV infection and HBsAg mutants апd сап
thегеfоrе Ье rесоmmепdеd fог clinical diagnostic |аЬогаtогiеs and fоr blood dопоr sсrеепiпg,

Clinical RесоmЬiпапt HBV mutants

ffi'
Table 2: Cliпical seпsitiyity of HBsAg assays. The Elecsys HBsAg II assay was
compared to the rоutiпеlу used assays iп the respective study sites. Positivity of
the samPles was сопfirmеd Ьу the сопfirmаtоrу assay (пеutrаlizаtiоп assay).
* Further iпvestigatioп of the Architect пegative sample reyealed seyeral
mutаtiопs (L94S, L97V 9SV L9SV Тl2ЗА), of which Тl2ЗА lay withiп the'a'
loop poteпtially affectiпg recogпitio"п Ьу the Architect.3
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AxSYM HBsAg (V2) В5 5.з,| *

ADVIA Gепtаur HBsAg 71 4.44*

HBV_DNA PcR 0*

Mutation

R1 (гвLzпzцtvгчдопzGцзпzLgцszмl озlчl l здl l дzм l ззтzрl дzуоt цдсJ

R2 01,l oL/S,l,l зтл1 1 4Sл,l 26llN,l з,l T/F,l з4yл1 4зs/G,l 45RJ

RЗ (s]з2ylрl42SlG145R)

R4 (Q,l 2gplFl з4R /р1 ц2L/D1 44ElG1 4slvs,l 7,1 F/L175SJ

R5 Bl22D

Rб (Rl22T]

R7 (cr24R]

RB E122l)

R9 сгr2зN]

R] 0 ссlцsю

R] ] (lzzпдlzз)

R12 uцzucl45RJ

R] 3 спlцдсl

Table 3: RесоmЬiпапt HBV mutапts.1-5 Mutatioпs are located iп the highly
vаriаЬlе'а' loop of the HBsAg апd reflect the cliпically most rеlеvапt
паtivе mutапts fоuпd iп раtiепt collectives from all оvеr the world described
iп the literature. Y - positive test resuh, N = пegative test result.
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