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The LIAISON XL MUREX Anti-HDV assay uses chemiluminescence immunoassay (CLIA) 
technology for the qualitative detection of antibodies to the hepatitis D virus (anti-HDV) in adult 
human serum, lithium, sodium heparin, and K2-EDTA plasma. The assay is intended as an aid in 
the presumptive diagnosis of HDV infection in individuals who are HBsAg positive and at risk 
for HDV infection. Assay results, in conjunction with other laboratory results and clinical 
information, may be used to provide evidence of infection with HDV. This test doesnot 
determine the state of infection or associated disease. 
The test must be performed on the LIAISON XL Analyzer. 
The LIAISON XL MUREX Control Anti-HDV (negative and positive) are intended for use as 
assayed quality control samples to monitor the performance and reliability of LIAISON XL 
MUREX Anti-HDV assay. The performance characteristics of LIAISON XL MUREX Anti-
HDV controls have not been established for any other assays or instrument platforms different 
from LIAISON XL Analyzer.. 

B Special Conditions for Use Statement(s): 
Rx - For Prescription Use Only 
For In Vitro Diagnostic Use Only 

C Special Instrument Requirements:  
LIAISON XL Analyzer 
 

IV Device/System Characteristics: 
 

A Device Description: 
The LIAISONXL MUREX Anti-HDV is an in vitro diagnostic device consisting of five (5) 
reagents provided in individual compartments within a plastic container called Reagent Integral. The 
assay configuration allows for the performance of 100 tests. 
Reagent Integral Composition  
Table 1: Reagent Integral Composition: 

Magnetic particles 
(2.45 mL) 

Magnetic particles coated with biotinylated recombinant HDAg (obtained in E. 
coli), streptavidin, BSA, phosphate buffer, < 0.1% sodium azide. 

Calibrator 1 
(0.7 mL) 

BSA, phosphate buffer, EDTA, 0.2% ProClinTM 300, an inert yellow dye. 

Calibrator 2 
(0.7 mL) 

Diluted and inactivated serum/plasma containing low anti-HDV levels, BSA, 
phosphate buffer, EDTA, 0.2% ProClinTM 300, an inert blue dye. 

Specimen diluent 
(25 mL) 

BSA, casein, borate buffer, EDTA, 0.2% ProClinTM 300, detergents and 
preservative. 

Conjugate 
(23 mL) 

Mouse monoclonal IgG to human IgG and Mouse monoclonal IgG to human IgM 
conjugated to an isoluminol derivative, non-specific IgG (mouse polyclonal), BSA, 
phosphate buffer, 0.2% ProClinTM300, preservatives, an inert blue dye. 

All reagents are supplied ready to use. The order of reagents reflects the layout of containers in 
the Reagent Integral. 
 
Additionally required materials  
LIAISON XL MUREX Control Anti-HDV is quality control material provided in a separate box 
consisting of 2 levels of controls (2 control levels x 2 vials x 1.0 mL, ready to use). Each control 
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vial allows at least 20 tests to be performed. Quality control should be performed once per day of 
use. Follow applicable government or local regulations for quality control. 
 
Table 2: LIAISON XL MUREX Control Anti-HDV set Composition: 

Negative control 
(2 x 1.0 mL) 

Human serum/plasma non-reactive for HDV antibodies, 0.2% ProClinTM 300, 
preservatives. 

Positive control 
(2 x 1.0 mL) 

Inactivated human serum/plasma reactive for HDV antibodies, 0.2% ProClinTM 
300, preservatives. 

 
Materials required but not provided with the device 
LIAISON XL Analyzer 
LIAISON XL Analyzer (Model I0050), is a fully automated system with continuous loading 
combining the chemiluminescence technology with magnetic microparticles as solid phase. The 
LIAISON XL Analyzer performs the complete sample processing (sample pre-dilutions, sample 
and reagent dispensing, incubations, wash processes) as well as the measurement and evaluation. 
The addition of the Workcell Upgrade Kit extends the sampling arm to allow for connection to 
any third-party laboratory automation having compatible connection capability for the 
performance of pre- and post-analytical sample handling processes. The LIAISON XL Workcell 
Upgrade Kit also maintains the LIAISON XL Analyzer’s performance as a stand-alone 
instrument. 

To perform the assay, the following materials are needed in addition to the specific assay 
Reagent Integrals:  
LIAISON XL Cuvettes (code X0016). 
LIAISON XL Disposable Tips (code X0015) 
LIAISON XL Starter Kit (code 319200) 
LIAISON XL Wash/System Liquid (code 319100) 
LIAISON XL Waste Bags (code X0025). 
 

B Principle of Operation  
The method for the qualitative determination of specific antibodies to hepatitis D virus (HDV) is 
an indirect chemiluminescence immunoassay (CLIA). The recombinant antigen specific for 
HDV is used for coating magnetic particles (solid phase). During the first incubation, the HDV 
antibodies present in the calibrator, samples or controls bind to the solid phase through the 
recombinant HDV antigen. During the second incubation, mouse monoclonal antibodies to 
human IgG and mouse monoclonal antibodies to human IgM, both linked to an isoluminol 
derivative (isoluminol-antibody conjugate), react with antibodies to HDV already bound to the 
solid phase. After each incubation, the unbound material is removed with a wash cycle. 
Subsequently, the starter reagents are added and a flash chemiluminescence reaction is thus 
induced. The light signal, and hence the amount of isoluminol-antibody conjugate, is measured 
by a photomultiplier as relative light units (RLU) and indicates the presence or absence of 
antibodies to HDV presence in the calibrator, samples, or controls. 
LIAISON XL MUREX Anti-HDV results are reported as Index value, which is used for sample 
grading to provide a qualitative reportable result. The Index value is calculated by dividing the 
signal generated by the analyzer (relative light units, RLU) to a value obtained by multiplying the 
calibrator mean signal (RLU) per an “a” coefficient. The ‘coefficient a’ is the factor by which the 
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Calibrator values are stored in the reagent integral Radio Frequency Identification 
transponder (RFID Tag). 

 
 
 
5. Quality Control:  

Quality control should be performed once per day of use. Follow applicable government or 
local regulations for quality control. 
 

V Standards/Guidance Documents Referenced: 
EP05-A3 Evaluation of Precision of Quantitative Measurement Procedures; Approved Guideline 
- Third Edition 
EP07 3rd Edition Interference Testing in Clinical Chemistry 
EP37 1st Edition Supplemental Tables for Interference Testing in Clinical Chemistry 
EP15-A3 User Verification of Precision and Estimation of Bias; Approved Guideline - Third 
Edition 
I/LA21-A2 Clinical Evaluation of Immunoassays; Approved Guideline-Second Edition 
EP25-A (Replaces EP25-P) Evaluation of Stability of In Vitro Diagnostic Reagents; Approved 
Guideline. 
EP12-A2 User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline-
Second Edition 
EP14-A3 Evaluation of Commutability of Processed Samples; Approved Guideline-Third 
Edition 
EP17-A2 Evaluation of Detection Capability for Clinical Laboratory Measurement Procedures; 
Approved Guideline-Second Edition 
EP28-A3c (Formerly C28-A3c) Defining Establishing and Verifying Reference Intervals in the 
Clinical Laboratory; Approved Guideline-Third Edition 
GP44-A4 (Formerly H18-A4) Procedures for the Handling and Processing of Blood Specimens 
for Common Laboratory Tests; Approved Guidelines 
ISO 15223-1 Fourth edition 2021-07 
Medical devices-Symbols to be used with information to be supplied by the manufacturer-Part 
1;General requirements 
ISO 17511 Second Edition 2020-4 
In vitro diagnostic medical devices-Requirements for establishing metrological traceability of 
values assigned to calibrators trueness control material and human samples 
 

VI Performance Characteristics: 
 

A Analytical Performance: 
 
1. Precision/Reproducibility: 

 
Precision Study: To evaluate the within-laboratory precision of the LIAISON XL Murex 
anti-HDV assay, a twenty-day precision study was performed using a panel of nine samples 
spanning the range of negative, low positive and positive. Kit Controls were also included in 
the study. The panel samples and kit controls were tested with the LIAISON XL Murex Anti-
HDV assay in two replicates per run, two runs per day for twenty operating days on one 
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B Summary of the Assessment of Risk: 

The risks associated with the device, when used as intended, are those related to the risk of false 
test results, failure to correctly interpret the test results and failure to correctly operate the 
instrument, resulting in false negative or false positive diagnoses. Risk of a false positive test 
result includes improper patient management, including additional venipuncture for laboratory 
testing. Because HDV can be associated with acute fulminant hepatitis, a false positive test result 
may also halt further evaluation for other causes of acute fulminant hepatitis, causing a delay in 
diagnosis and initiation of treatment. 
Risks of false negative test results include improper patient management due to missed diagnosis 
of HDV infection. HDV infection is always associated with HBV infection and HDV co-
infection or superinfection are associated with worse prognosis than HBV infection alone. 
Missed diagnosis may lead to missed opportunity for laboratory testing and imaging to monitor 
for progression to cirrhosis or hepatocellular carcinoma. 
 
 

C  Patient Perspectives:  
This submission did not include specific information on patient perspectives for this device. 
 
 

D Summary of the Assessment of Benefit-Risk: 
The risks associated with the device (risk of false test results, failure to correctly interpret the 
results, and failure to correctly operate the device) are mitigated by labeling information, which 
will assist the operator in correctly performing the test and will assist healthcare providers in 
understanding the intended use of the test and evaluating the predictive value of a result based on 
the analytical and clinical performance of the test. In addition, the risks of false test results and 
failure to correctly interpret the results are mitigated by certain design verification and validation 
activities, including analytical and clinical studies and risk analysis strategies to reduce the 
likelihood of such errors. Such measures help to ensure that errors will be uncommon and will 
facilitate accurate assay implementation and interpretation of results. Risks can be further 
mitigated by including additional warnings noting limitations of safety information, including 
populations or situations for which the safety and efficacy of the device has not been evaluated. 
While general controls alone are insufficient to mitigate the risks associated with the device, 
given the special controls, the benefits outweigh the risks. 
 

X Conclusion: 
 
The De Novo request is granted, and the device is classified under the following, and subject to 
the special controls identified in the letter granting the De Novo request: 
 
Product Code(s): SGW 
Device Type: Device to detect antibodies to hepatitis D virus 
Regulation: 21 CFR 866.3176 
 
 




