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Molecular Diagnostic Solutions  
that Meet Your Needs

Molecular diagnostics necessitate a regulated environment to yield consistent 

workflows resulting in reproducible results. Analytik Jena’s solutions minimize 

the time required to obtain results, reduce costs, and improve risk management 

for our customers aiming for convenient antiviral therapy management of HBV, 

HCV and HDV. 

Optimized purification of viral nucleic acids

Sample preparation with INSTANT 

chemistry

Manual or automated extraction 

options

Exceptional extraction efficiency

High yields of purified viral nucleic 

acids

Automated nucleic acid extraction 

with the liquid handling system 

Optimized solutions for high-

throughput laboratories

Sample preparation for up to 96 

specimen in one step

Magnetic particle based extraction

INSTANT

extraction

Automated 

nucleic acid

extraction

Precise. Reliable.  

Highly sensitive.
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Reliable quantification of viral load for  

HBV, HCV and HDV

Target-specific assays

CE-IvD certified real-time PCR-based  

detection system

Validated for several PCR platforms

Excellent analytical sensitivities  

for reliable viral load monitoring  

during therapy

HBV and HCV assays in kit format 3.0 - enhanced features for your medical needs

Validated for manual as well as automated nucleic acid extraction

Consistent thermal PCR profiles for the RoboGene HBV and HCV assays 3.0 for viral 

load quantification in one run 

Applicable on various PCR platforms

RoboGene HDV RNA 

Quantification Kit 2.0

First worldwide  

CE-IvD marked One-Step 

Real-Time PCR kit for 

quantification of HDV 

RNA

Calibrated on the 1st WHO 

standard for HDV RNA 

Exceptional analytical sensitivity 

RoboGene

Assays

HBV and HCV 
assays format 

3.0

Unique HDV 
RNA assay
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Manual Nucleic Acid Isolation ó 

Spin filter-based separation

The isolation procedure begins with the lysis of starting 

membrane of the spin filter column, subsequent washing 

of the bound nucleic acids, and the final elution. The only 

equipment needed is a thermocycler and a bench centrifuge.

Silica-based extraction method using patented 

DC-Technology

Yield of highly pure viral DNA and RNA

Simple procedure, easy to handle

Automated Nucleic Acid Isolation -  

Magnetic particle-based separation

This technology is based on the proven separation of nucleic 

acids bound to magnetic particles. Optimized protocols are 

available for the CyBio FeliX eXtract system (96 samples in 

parallel). The final eluates contain high yields of pure viral 

DNA and RNA and can be used immediatly for downstream 

applications. Our protocols provide quick processing speeds 

and acceptable hands-on time for sample preparation.

Optimized for magnetic particle-based isolation of  

viral nucleic acids

Processing of up to 96 specimens in parallel

Acceptable hands-on time required

Kits for Efficient Nucleic Acid Isolation

Faster. More efficient. Just better. 

The well-established base of Analytik Jena’s nucleic acid 

extraction is the patented Dual-Chemistry (DC)-Technology. 

DNA virus isolation kits and competitor products are not 

just superficial ones. This is a question of sophisticated 

extraction chemistry!

The heart of the DC-Technology is the ability to bind nucleic 

acids highly efficient to a solid phase without needing a 

high salt concentration. Instead, the technology uses a 

combination of chaotropic and non-chaotropic salts with low 

ionic strength. This enables the development of optimized 

lysis and binding buffers.

DC-Technology is the basis for manual spin filter-based 

separation procedures. Nothing changes for users regarding 

hardware and work organization: The routines stay the 

same. However, quality and quantity of purified nucleic acids 

are at a high standard, reflecting in satisfying downstream 

application results. 

Choose from manual or automated extraction options – all 

of our isolation procedures combine a very fast lysis step 

with highly efficient binding of the nucleic acids to spin 

filters or to magnetic particles, the latter applying the  

CyBio FeliX.  
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Procedure

2. Binding of viral RNA and DNA on spin filter 

3. Washing of the bound RNA and DNA 

4. Elution of RNA and DNA 

Product specifications

Basis Spin filter columns Extraction volume

Handling Manual process Stability At least 6 months from delivery

Starting material Serum and plasma Status CE-IvD

Extraction time Approx. 35 min

INSTANT Virus RNA/DNA Kit

Kit for manual nucleic acid isolation

Certified manual purification system 

Optimized protocols for use in conjunction with the 

corresponding RoboGene Pathogen Detection Kit

Yield of ultra pure viral DNA and RNA

Easy and fast spin filter-based extraction method 

using the patented DC-Technology 
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Procedure

 of magnetic particles (MAG) 

2. Binding of nucleic acids to 

 the magnetic particles 

3. Washing of magnetic particles and 

 bound nucleic acids 

4. Drying of magnetic particles 

5. Elution of nucleic acids

Product specifications

Basis Magnetic particles Extraction volume

Handling
Manual procesAtomated process for up to 96 

sampless
Stability At least 6 months from delivery

Starting material Serum and plasma Status CE-IvD

Extraction time Approx. 90 min

Automated extraction on CyBio FeliX

Certified extraction of viral RNA and DNA for  

high-throughput application

Optimized for CyBio FeliX representing an open 

liquid handling platform

Magnetic particle-based extraction procedure

Yield of ultra pure viral DNA and RNA for direct   

 downstream application
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Hepatitis C 

Hepatitis C virus (HCV) infections concern people all over the world. According 

to estimates by the World Health Organisation (WHO, 2019), 71 million 

people are chronically infected with HCV[1]. In 2016, the WHO published 

a Global Health Sector Strategy for the elimination of viral hepatitis. One 

important pillar of the program is to make treatment and diagnostics accessible 

and affordable for people in need of it[2].

The hepatitis C virus (HCV) was characterised for the first 

time in 1989. The enveloped single(+)-stranded RNA 

virus belongs to the Flaviviridae family. Due to a range of 

mutations, seven different major genotypes and 67 subtypes 

of HCV are currently confirmed [3]. The prevalence of HCV 

1, 2, and 3 are primarily seen, while in Africa, genotype 4 

is by far the most common. The human-specific virus is a 

bloodborne virus, that is most commonly transmitted by 

sharing of injection equipment, the reuse or inadequate 

sterilization of medical equipment, especially syringes and 

needles in healthcare settings, transfusion of unscreened 

blood and blood products, and sexual practices that lead 

to exposure to blood[1]. Dialysis or organ transplantation 

patients are regarded as additional risk groups.

Hepatitis C infection is the major cause of liver cell 

carcinoma and liver transplants in Europe, which are 

possible late-stage effects of chronic infection alongside 

cirrhosis of the liver. WHO’s 2018 guidelines recommend 

therapy with pan-genotypic direct-acting antivirals (DAAs). 

DAAs can cure most persons with HCV infection (up to 95%), 

and treatment duration is short (usually 12 to 24 weeks)[1]. 

For monitoring the antiviral therapy and determination of 

viral response to antiviral treatment, Analytik Jena developed 

a highly sensitive quantitative real-time PCR-based assay. 

The CE-IvD-certified RoboGene HCV RNA Quantification 

8



Kit 3.0 enables quantification of HCV RNA in plasma and 

serum samples and flexible application for a wide range of 

sample numbers. The detection assay has been optimized 

in combination with manual and automated nucleic acid 

extraction, and has distinguished itself with an excellent 

References

[2] Global Hepatitis Report 2017. Geneva: World Health Organization; 2017.

[3] Smith DB et al. Expanded classification of hepatitis C virus into 7       

      genotypes and 67 subtypes: updated criteria and genotype assignment     

      hep.26744.
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RoboGene HCV RNA Quantification Kit 3.0

Precise and reliable Hepatitis C monitoring

It’s not a question of genotype 

RoboGene HCV RNA Quantification Kit 3.0. All results were 

within the ± log
10

 acceptance interval of accuracy compared to

 the quantification results achieved with the Abbott Real-Time 

HCV Assay (Fig. 1).

CE-IvD-certified real-time PCR-based detection 

system for HCV RNA quantification

Kit format validated for several PCR platforms

Precise acquisition of clinical data due to four 

included lyophilized quantification standards

Consistent thermal PCR profiles for the RoboGene   

 HBV and HCV Quantification Kits 3.0

Product specifications

Extraction procedures Specificity Genotypes 1-7 incl. subtypes

Starting material Human plasma and serum Standard curve

Internal control IC spiking tube (VIC or Cy5 channel) PCR consumables 
Not included; universal kit format independent 

from PCR platform

50 – 4 x 1010 Stability At least 6 months from delivery

Sensitivity
Validated qPCR  

devices

qTOWER ® 480 II, 7500 Fast  
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Fig. 1:

Accuracy plot for quantification 

of dilution series of different 

HCV subtypes with the 

RoboGene HCV RNA 

Quantification Kit 3.0 compared 

to Abbott RealTime HCV



Broad linear range  

The linear range for the quantification of HCV RNA was determined by analyzing dilution series of synthetic HCV RNA ranging 

from 4x1011 to 1x101 7 to 1x101

covered a broad linear range over 9 log10 
10

No need for compromises: Viral load monitoring during seroconversion

Data were compared to the NAT assay used for initial viral load quantification of the respective seroconversion panel (Fig. 4).

Fig. 4: Performance of the RoboGene HCV RNA Quantification Kit 3.0 during seroconversion. HCV RNA concentrations were blotted against 

the initially measured antibody levels (Abbott ARCHITECT) and the results of the Abbott m2000 assay for viral load quantification. 

are indicated by standard deviations.

Fig. 3:

Diagnostic evaluation: Correlation of HCV quantifi-

(Correlation coefficient R2 = 0.98).

Comparable results 

Test (Fig. 3). 
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Hepatitis B and D

Infections with hepatitis Delta virus (HDV) always occur in the presence of a 

co-existing hepatitis B virus (HBV) infection. HDV is considered the most severe 

form of chronic viral hepatitis in humans. A high prevalence is shown in the 

Mediterranean Basin, the Middle East, South and Central Asia, West Africa, the 

Amazon Basin of South America, and certain South Pacific Islands. Worldwide, 

the number of co-infected people exceeds 15 million[1].

The hepatitis B virus is an enveloped DNA virus and belongs 

to the Hepadnaviridae family. Approximately 260 million 

individuals worldwide are chronically infected with HBV, with 

highest prevalence in the WHO Western Pacific Region and 

the WHO African Region[2]. Drugs like tenofovir or entecavir 

are recommended for treatment. However, these substances 

only suppress viral replication. As a result, lifelong treatment 

is necessary for individuals with HBV infection, and regular 

monitoring (after 4 weeks, 12 weeks and every 3-6 months) 

via quantitative real-time PCR should be carried out. 

The CE-IvD-certified RoboGene HBV DNA Quantification 

Kit 3.0 is intended for quantification of HBV DNA in human 

plasma and serum samples. 

The hepatitis D virus (HDV) is a small, enveloped RNA virus 

that requires hepatitis B virus (HBV) for its replication[3]. 

Therefore, HDV infection only occurs simultaneously or as 

super-infection with HBV. At least 5% of people with chronic 

HBV infection are co-infected with HDV, resulting in a total 

of 15 – 20 million persons infected with HDV worldwide[3]. 

The only available treatment leading to suppression of HDV 

RNA is pegylated Interferon-alpha. Alternative treatments 

are currently under investigation. HDV RNA quantification 

is a crucial tool to treat and manage HDV infections. Many 

nucleic assay amplification tests (NATs) for monitoring HDV 

RNA are currently based on in-house real-time PCR using 

internal standards of different origin. 
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This issue massively impedes comparability between assays 

and was greatly improved with the establishment of the 

1st WHO standard for HDV RNA[4] in order to standardize, 

harmonize, and enable quality control of NATs and 

related patient management. The RoboGene HDV RNA 

Quantification Kit 2.0 is a one-step real-time PCR assay 

normalized to the 1st WHO International Standard for HDV 

RNA and certified for in-vitro diagnostics. Furthermore, 

the kit distinguished itself in a genotype study that proved 

reliable detection of all worldwide identified genotypes.

References
[1]  Wedemeyer H et al. Epidemiology, pathogenesis and management of 

hepatitis D: up-date and challenges ahead. Nat Rev Gastroenterol Hepatol 

2010;7:31-40

[4]  Chudy M, Hanschmann KM, Bozdayi M, Kress J et al (2013), Collaborative 

Study to Establish a World Health Organization International Standard for 

Hepatitis D Virus RNA for Nucleic Acid Amplification Technology (NAT)–

13



No need for compromises: Viral load monitoring during seroconversion 

The performance of the RoboGene HBV DNA Quantification Kit 3.0 during seroconversion was analyzed using pre-

DNA Quantification Kit 3.0 revealed a comparable performance(Fig. 5).

CE-IvD-certified real-time PCR-based detection 

system for quantification of HBV DNA

Kit format validated for several PCR platforms

Precise acquisition of clinical data due to four 

included lyophilized quantification standards

Consistent thermal PCR profiles for the RoboGene   

 HBV and HCV Quantification kits 3.0

Fig. 5:

Performance of the RoboGene HBV DNA Quantification 

Kit 3.0 during seroconversion. For each PCR device the 

HBV DNA quantification results for each sample were 

blotted against the initially measured HBsAG-antibody 

levels (Abbott ARCHITEKT HBsAG)and compared  with 

CTM v2.0 assay (Roche) and Abbott RealTime HBV 

m2000).

Product specifications

Extraction procedures Specificity Genotypes A-I

Starting material Human plasma and serum Standard curve

Internal control IC spiking tube (VIC or Cy5 channel) PCR consumables 
Not included; universal kit format independent 

from PCR platform

9 - 2.5x109 Stability At least 6 months from delivery

Sensitivity
Validated qPCR  

devices

qTOWER ® 480 II, 7500 Fast  

RoboGene HBV DNA Quantification Kit 3.0

Precise and reliable Hepatitis B monitoring
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Reliable Quantification of  all HBV genotypes 

The specificity of the RoboGene HBV DNA Quantification 

Kit 3.0 for the detection and quantification of known 

International Reference Panel for Hepatitis B Virus Genotypes 

for Nucleic Acid Amplification Techniques – Based Assays PEI 

panel includes 15 samples of the most prevalent HBV 

genotypes (A-G).

The quantification results of the RoboGene HBV DNA 

Quantification Kit 3.0 were within the ± 0.6 log10 acceptance 

interval of accuracy compared to the quantification results 

obtained in the WHO study (Fig. 6).

Fig. 6: Comparison of the quantification results of the WHO study (mean of n = 18 participants, standard deviation, minimum and maximum 

values) with the quantification results of the RoboGene HBV DNA Quantification Kit 3.0 for all validated real-time PCR devices.

Comparability 

The performance of the RoboGene HBV DNA Quantification 

assay (Roche) by analyzing 106 HBV positive patient samples 

Deming regression showed a high degree of correlation 

RoboGene HBV DNA Quantification Kit 3.0 for manual as 

well as automated nucleic acid extraction with CyBio FeliX.

Fig. 7: 

Diagnostic evaluation: Deming regression scatter plot comparing the 

(Roche) assay. Data are shown for the qTOWER quantification.
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Longitudinal study  

Data of HDV viral load kinetics for 15 patients under PEG-

using the RoboGene HDV RNA Quantification Kit 2.0 on the 

of Medical School of Hannover (MHH). Results following 

treatment over forty-eight weeks for three patients are

exemplarily shown in figure 8. Identical patterns were 

obtained using both methods.

CE-IvD-certified real-time PCR-based detection 

system for quantification

Validated for several PCR platforms

Convincing performance regardless of genotype 

assay of MHH (red) (before, 12, and 48 weeks after starting point of treatment with pegylated interferon alpha).

Product specifications

Extraction procedures Specificity Genotypes 1-8

Starting material Human plasma and serum Standard curve 4 concentrations (range depending on kit variant)

Internal control IC spiking tube PCR consumables Included; kit format dependent from PCR platform

5 – 1 x 10 Stability At least 6 months from delivery

Sensitivity Validated qPCR  

devices

® 480 II, 7500 Fast and Rotor-Gene™ 

RoboGene HDV RNA Quantification Kit 2.0

World-wide unique diagnostic tool
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Convincing specificity

The analysis of a HDV panel in comparison with the HDV 

HDV assay)was performed using 7500 Fast. RoboGene was 

able to detect all tested strains of the panel and distinguished 

itself with very good specificity, repeatability and sensitivity 

(Fig. 9).

RoboGene HDV RNA Quantification Kit 2.0. The ratio of measurement is presented for every dilution of the eight samples included. Mean 

differences within a sample dilution series were calculated and indicate the difference between the two methods. 

Comparability 

The performance of the RoboGene HDV RNA Quantification 

Kit 2.0 was compared to a certified in-house assay (MVZ 

Volkmann und Kollegen, Karlsruhe, Germany) by analyzing 

109 HDV positive patient samples. Deming regression 

showed that the results are in the linear range and exhibit a 

high degree of correlation (Fig. 10).

Fig. 10: Diagnostic evaluation: Deming regression scatter plot comparing the RoboGene HDV RNA Quantification Kit 2.0 with a certified 

in-house assay (MVZ KA). 
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Order number Product

OL5015-24-100 

820-90002-2

OL5015-25-120 CyBio FeliX Extraction Set

847-FX-TIPS-1000

847-0259200922 Prefilling Set-FX

847-0259200932 Plate Set

847-FX-WASTE-BAGS FX Waste Bags

Nucleic acid extraction - Kits

Order number Product Quantity

847-0259200602 50 reactions

847-0259200603 250 reactions

847-0259200902 96 reactions

Real-time PCR detection

Order number Product Quantity

847-0207610032

RoboGene HCV RNA Quanification Kit 3.0

32 reactions

847-0207610096 96 reactions

847-0207610192 192 reactions

847-0207710032

RoboGene HBV DNA Quantification Kit 3.0

32 reactions

847-0207710096 96 reactions

847-0207710192 192 reactions

847-0207400544 RoboGene HDV RNA Quantification Kit 2.0 32 Reactions

847-0207400542 96 reactions

847-0207400584 RoboGene HDV RNA Quantification Kit 2.0 32 Reactions

847-0207400582 96 Reactions

844-70036-0 100 pieces

844-70037-0 100 pieces

844-70038-0 100 pieces

846-050-258 Optical sealing foil, adhesive, transparent 100 pieces

Order Information 
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Headquarters

Analytik Jena AG
Konrad-Zuse-Str. 1
07745 Jena  Germany 

Phone  +49 3641 77 70
Fax    +49 3641 77 9279
info@analytik-jena.com
www.analytik-jena.com
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GPictures: Analytik Jena AG, freshidea-Fotolia; alexskopje-Fotolia; 
Subjects to changes in design and scope of delivery as well as further technical development!

Headquarters

Analytik Jena AG
Konrad-Zuse-Str. 1
07745 Jena  Germany 

Phone  +49 3641 77 70
Fax    +49 3641 77 9279
info@analytik-jena.com
www.analytik-jena.com

Manufacturer and Distributor

AJ Roboscreen GmbH
Hohmannstrasse 7
04129 Leipzig  Germany 

Phone  +49 341 989 734 0
Fax    +49 341 989 734 199
info@aj-roboscreen.com
www.analytik-jena.com


