Technical Bulletin
Next Generation Hepatitis B Surface Antigen Assay

TO: Medical Staff and Clients

FROM: Dr. A. Christian Whelen, PhD, D(ABMM)
V.P. - Technical Director (Microbiology)

Dr. Wesley Kim, MD Dr. Ana Ortega-Lopez, MD
Medical Director DLS Medical Director QMQ@iRchbowl,
and QMC West North Hawaii and Molokai

DATE:  April 11, 2019

SUBJECT:  The next generation Hepatitis B surface antigenyasaptures previously undetectable mutants

Effective immediately, April 11, 2019, DLS is pleasto announce the implementation of an improvedAtB
immunoassay.

The HBsAg is one of several markers used in contioindo assess a patient’s hepatitis B statuseddien of HBsAg
in human serum or plasma normally indicates aivaatifection. HBsAg is the first immunological rkar to appear in
acute hepatitis B infection and is generally preseme days or weeks before clinical symptoms bgappear.
Under selective pressure such as immune respodser amtiviral therapy, HBV may mutate, potentidihading to
escape from a host’s protection after vaccinatiah@ecoming undetectable by some commercially abkalassays.
The Elecsys® HBsAg Il assay was specifically des@yto detect a multitude of such mutants.

This immunoassay is for the in vitro qualitativaedzion of hepatitis B surface antigen (HBsAg) imfan adult and
pediatric (2-21 years of age) serum and plasma.

In conjunction with other serological and clinidaflormation, this assay is intended to be usedr&buate individuals at
risk for infection with hepatitis B virus (HBV) arho have signs and symptoms of hepatitis. In agldithe assay may
be used to screen for hepatitis B infection in peag women to identify neonates at high risk ofuiriiag HBV during
the perinatal period.

There are no changes to the order code.

Test I nformation:

Test Tube Type Unit Code Test Run

HBsAg Preferred: Serum Separator Tube (serum) 495 6 day/week
Acceptable: Sodium heparin, lithium heparin, K2-EDTA, and Mon-Sat
sodium citrate

Please refer any questions to Susan Krause, a5538-Dr. Wes Kim at 589-5131, Dr. Chris Whele®&9-5242, or DLS Client Services at 589-
5101.
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