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CytoInspectTM

Test Kit for the Identification of Mycoplasma Species

CytoInspectTM allows a rapid and convenient deter-
mination of the species that caused the contamination, 
which can help to indicate the source of contamination 
to prevent a further spreading of mycoplasma infection. 
CytoInspectTM enables the identification of the 40 most 
important mycoplasma species which represent over 
99  % of all reported contaminations. Additionally, the 
universal probe detects any species of mycoplasma 
present in the original  sample (including Acholeplasma 
sp., Spiroplasma sp. and Ureaplasma sp.). Furthermore, 
CytoInspectTM can be used for a variety of different 
sample volumes and cell culture matrices incl. cell 
cultures containing up to 108 cells/10ml.

In the biopharmaceutical industry, cell cultures are being 
used increasingly for the manufacture of biotechnological
products. Mycoplasma contamination of these cell cultures
is a serious problem, as it potentially compromises the 
safety of the drugs being produced and reduces the 
final yield.
Traditionally, mycoplasma detection assays were based 
on very time-consuming standard microbiological colony 
growth methods. Although these methods are officially 
approved, they show many disadvantages: these tests 
are difficult to validate, not all mycoplasmas can be cultured, 
and cultivation of the bacteria in laboratory may lead to
potential risk of a further spread of the contamination. 
Nowadays, NAT-based (nucleic acid amplification  
technique) assays are considered as the “gold standard” 
for a comprehensive, easy-to-use and cost-effective 
mycoplasma testing to allow also in-process testing.
Recently, the European Pharmacopoeia (monographs 
2.6.7 and 2.6.21) and the Japanese Pharmacopoeia 
(chapter 9) provided guidance for NAT-based mycoplasma 
testing. 

The newly developed CytoInspectTM from Greiner 
Bio-One has already been validated under GMP 
conditions in accordance with these guidelines and 
has been shown to reach comparable sensitivity 
and specificity as the culture and indicator cell                                                             
culture method. Therefore, CytoInspectTM serves as 
a rapid and convincing alternative to the time-
consuming 28-day culture-based test approved  
by the regulatory authorities.

Acholeplasma axanthum 

Acholeplasma laidlawii 

Acholeplasma modicum

Acholeplasma morum

Acholeplasma oculi 

Acholeplasma vituli 

Mycoplasma arginini 

Mycoplasma alkalescens 

Mycoplasma arthritidis

Mycoplasma bovigenitalium

Mycoplasma bovirhinis 

Mycoplasma bovis 

Mycoplasma bovoculi 

Mycoplasma buccale 

Mycoplasma californicum

Mycoplasma canadense 

Mycoplasma canis 

Mycoplasma equirhinis 

Mycoplasma faucium 

Mycoplasma fermentans 

Mycoplasma flocculare 

Mycoplasma gallinaceum 

Mycoplasma gallinarum 

Mycoplasma gallisepticum 

Mycoplasma genitalium

Mycoplasma glycophilum 

Mycoplasma hominis

Mycoplasma hyopharyngis 

Mycoplasma hyopneumoniae

Mycoplasma hyorhinis 

Mycoplasma hyosynoviae 

Mycoplasma orale

Mycoplasma pirum

Mycoplasma pneumoniae

Mycoplasma pulmonis

Mycoplasma salivarium  

Mycoplasma synoviae

Spiroplasma citri

Spiroplasma kunkelii

Ureaplasma diversum

CytoInspectTM at a glance

 Identification of 40 mycoplasma species at   
 sequence level

 Detection of all mycoplasma using a universal  
 control

 Validated according to the guidelines of the   
 European Pharmacopoeia 

 High sensitivity and specificity 

 Integrated platform including consumables,   
 scanner and software

 Dedicated CytoInspectTM DNA Extraction Kit to  

 specifically enrich mycoplasma DNA in cellular  

 matrices

 User-friendly set up and comprehensive on-chip  
 controls

CytoInspectTM identifies the following mycoplasma species at species level:
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CytoInspectTM from Greiner Bio-One is a microarray-
based test kit for the detection and identification of 
mycoplasma species in cell cultures and other biological 
materials. DNA is extracted from the sample and then 
PCR is performed on the extracted material. The PCR 
primers amplify conserved and species-specific portions 
of the ‘16S-23S rRNA intergenic transcribed spacer’ of 
mycoplasma DNA. Both a classical and a touchdown 
PCR protocol have been validated to enable a maximum 
of sensitivity and specificity. In addition, dUTP1) has been 
implemented in the PCR MasterMix to eliminate carry over 
contaminations from previously amplified PCR products.
The fluorescently labelled amplified DNA fragments 
are then hybridised to the microarray chip. The chip 
contains probes for both species-specific targets and a 
universal probe that detects any species of mycoplasma 
present in the original sample. Finally, detection of any 
bound PCR products is achieved with the microarray 
CheckScannerTM. The innovative chip design incorporates 
controls for all the steps involved, i.e. DNA extraction, 
PCR and hybridisation, as well as the validation of spot 
homogeneity and printing quality. The combination 
of internal control systems and analysis software to               
automatically evaluate the control results practically 

eliminates application errors and the chance of a false 
positive or false negative result.

The CytoInspectTM DNA-chip has a total of 225 
individual measurement points which are used by 
the CheckScannerTM instrument and subsequently the 
analysis software, CheckReportTMSoftware. The analysis 
report includes the result of the 40 species-specific 
probes, the universal probe and the status of the 
on-chip controls.
This integrated platform allows automatic sample 
tracking, rapid report generation and QM compliant 
electronic documentation of the results. The innovative 
software has been designed according to legal 
requirements of the FDA (21 CFR part 11) and can easily 
be integrated into existing laboratory management 
systems (LIMS). Scanning of up to 4 slides enables a 
flexible through-put of up to 48 analyses in parallel.
CytoInspectTM is offered as a complete ready-to-use kit 
and includes the CytoInspectTM DNA-chips, the PCR 
MasterMix, buffers and detailed instructions for use.

1) Purchase of CytoInspectTM is accompanied by a limited license under U.S. 
Patent Numbers 5,035,996; 5,683,896; 5,945,313; 6,287,823; and 6,518,026 
and corresponding foreign patents.

1 
Sample 
collection

Duration: 10 min

2 
DNA 
extraction 

Duration: 60 min

3 
PCR

Duration: 3 h

4 
Hybridisation

Duration: 30 min

5 
Washing

Duration: 10 min

6 
Scanning 

Duration: 10 min

7 
Evaluation

Duration: 5 min

CytoInspectTM Working Schedule - Mycoplasma identification within 5 hours

Cat.-No. 464 060 464 070 516 070

Description CytoInspectTM

Identification of 
mycoplasma species

CytoInspectTM

Identification of 
mycoplasma species

CytoInspectTM

DNA Extraction Kit

Tests per case test kit for 10 reactions test kit for 60 reactions test kit for 50 reactions


