VisionArray °

- M. tuberculosis complex (MTC)
- Nontuberculous Mycobacteria (NTM)

\igionhrey WS

ZYTO\V/ISION

Molecular diagnostics simplified



The genus Mycobacterium comprises more than 140 species, which, for the purpose of diagnosis and treatment, has
been grouped into three categories: M. tuberculosis complex (MTC), M. leprae, and nontuberculous mycobacteria
(NTM). In the WHO European region, approximately 300,000 tuberculosis cases have been notified in 2016.

The majority of the Mycobacterium species belongs to the NTM group and many of these bacteria cause life-threatening
infections in humans. Pulmonary manifestations account for 80-20% of all NTM-associated diseases and the differentia-
tion between tuberculosis pathogens and NTM is essential for diagnosis and treatment. No standard treatment of NTMs
exists. Therefore, a clear distinction between the present species is of highest importance.

The VisionArray ® MYCO Chip 1.0 is intended to be used with a VisionArray ® Analysis Package for the qualitative
detection and identification of PCR amplificates of the genera Mycobacterium, Mycobacteriodes, Mycolicibacillus,
Mycolicibacter, and Mycolicibacterium as well as several additional clinically relevant mycobacterial species that have

been produced with the help of the VisionArray ® MYCO Primer Kit 1.0 or the VisionArray ® MYCO PreCise Master Mix.
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1. Sample Collection

For the detection of MTC and NTMs genotypes with the VisionArray ® MYCO system the following raw material can
be used for DNA extraction:

® (linical specimens such as formalin-fixed, paraffin-embeded tissue samples
® Pulmonary smears

o (ultivated samples

DNA extractions should be done following the protocols/ methods established and validated in the respective laboratory.

2. Detection & Differentiation of the most relevant Mycobacteria Species

Step 1: Amplification and Labeling by PCR

Biotinylated primers are used to amplify and label different sections of the ITS and, in case of the M. tuberculosis
complex, 1IS6110 region of the mycobacterial genome.

Qhe human HLA-DQA1 gene is also amplified and serves as a PCR positive control and as a genomic control. J

Step 2: Hybridization on the Glass Chip

After amplification, the biotinylated sequences hybridize to complementary DNA capture sequences on the

Qloss chip.

Step 3: Detection and Visualization

Specifically bound and biotinylated sequences are visualized by secondary marking with a streptavidin-
peroxidase conjugate and a staining with tetramethylbenzidine. After color development, evaluation is
Qerformed using a VisionArray © Analyzer Software.




This is a condensed protocol for the VisionArray ® method and should not replace the instruction for use!

PCR
¢ For the PCR the ready-to-use VisionArray ® MYCO PreCise Master Mix is used
o The VisionArray ® MYCO PreCise Master Mix contains the components of the
VisionArray ® MYCO Primer Kit 1.0, the VisionArray © PreCise Taq DNA
Polymerase, and the VisionArray © Uraci-DNA Glycosylase
All reagents can be ordered separately
DNA sample is added to the master mix

Hybridization

e PCR product and Hybridization Solution are mixed well
* Mix is applied onto the VisionArray ® Chip

Duration: 30 min
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Stringency Wash

® Unbound DNA fragments are removed using 1x Wash Buffer
® Drying of VisionArray ® Chip by centrifugation

Duration: 2 min

Detection

* Marking of biotinylated sequences using the Detection Solution
e Visualization is performed by applying the Blue Spot Solution

Duration: 17 min

Wash
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® Removing of the Blue Spot Solution by washing with 1x Wash Buffer
e Drying of VisionArray ® Chip by centrifugation

Duration: 2 min

Analysis

§

e Chips are scanned with the VisionArray ® Scanner 8100
or the VisionArray © Scanner V600 Photo
e Automated analysis is performed by using a VisionArray © Analyzer Software

Duration: 10 min

Quick & easy 1 hour protocol - Automated user-friendly evaluation within a few minutes
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e Simultaneous genotyping of the most relevant different Mycobacterium species —
all certified for in vifro diagnostic use

o All capture sequences and positive controls are set up on the VisionArray © Chip
as duplicates

e High sensitivity and specificity
® (Qne patient sample - one slide
® Quick & easy 1 hour protocol

‘ e Automated evaluation using a VisionArray ® Analyzer Software —
simple visualization & quick analysis in just a few minutes

VisionArray®Analyzer
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Prod. No.
VA-0003-10
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VisionArray MYCO Chip 1.0

10 pieces
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VA-0003-50

Product
VisionArray MYCO Chip 1.0 C€

Indl. 10 pieces

VisionArray MYCO Chip 1.0 C€

Indl. 5x 10 pieces

Prod. No.
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MYCO PreCise Master Mix
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VisionArray Detection Kit

Prod. No.
VK-0003-50

E-4051-1

Product

VisionArray MYCO PreCise Master Mix C€

Containing MYCO Primer Mix 1.0; dNTP/dUTP Solution; VisionArray PreCise Tag DNA Polymerase;
PCR-Buffer; MgCl, Visionrray Uracil-DNA Glycosylase

VisionArray MYCO Primer Kit 1.0 C€

Incl. MYCO Primer Mix 1.0; dNTP/dUTP Solution

VisionArray PreCise Tag DNA Polymerase C€
Incl. VisionArray PreCise Tag DNA Polymerase; PreCise Reaction Buffer, 10x; PreCise MgCl, 25mM

VisionArray Uracil-DNA Glycosylase C€

Product
VisionArray Defection Kit C€

Incl. Hybridization Solufion, 1 ml; Defection Solution, 5 ml; Blue Spot Solution, 5 ml; 100x Wash Buffer, 250 ml

Mini Slide Centrifuge

Prod. No.
E-4060-1

£-4070-1

Product
VisionArray Analysis Package SingleScan C€

Indl. Scanner 8100; Slide Holder SingleScan; Hand Scanner; PC with preinstalled VisionArray Analyzer Software SingleScan;

USB-Hub; External Hard Drive; Computer Mouse

VisionArray Analysis Package MultiScan C€ m

Ind. Scanner V600 Photo; Slide Holder MultiScan; PC with preinstalled VisionArray Analyzer Software MulfiScan; USB-Hub;

External Hard Drive; Computer Mouse
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VisionArray® is a frademark of 42 life sciences GmbH & Co. KG
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only available in certain countries. All other countries research use only! Please contfact your local dealer for more information.

Manufactured by: 42 life sciences GmbH & Co. KG - Fischkai 1 - 27572 Bremerhaven - Germany
Distributed by: ZytoVision GmbH - Fischkai 1 - 27572 Bremerhaven - Germany - www.zytovision.com - info@zytovision.com
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