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Carcinogenesis of cervical carcinoma
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Figure: The natural history of cervical HPV infection: unresolved issues. Nat Rev Cancer. 2007 Jan;7(1):11-22.



Workflow of GynTect®

Epigenetic Quality
biomarker | control marker

Patient sample: Chemical treatment: Analytical PCR: Data analysis:
PreservCyt Bisulfite treatment for Detection of 6 Positive if at least a

ThinPrep Media fixation of DNA markers via real-time proportion of
methylation PCR markers is positive
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Workflow of QlAsure Methylation Test

Quality control
marker

Chemical Chemical
Patient sample:  pre-treatment: treatment: Analytical PCR: Data analysis:
PreservCyt Isolation of Bisulfite treatment Detection of 2 Positive if one of
ThinPrep Media genomic DNA  forfixation of DNA  markersviareal-  the two markersis
methylation time PCR positive




Comparative study: GynTect® | QlAsure Methylation Test

COHORT
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n=38

no CIN
n=282
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CINa
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hrHPV+

9 Samples from the colposcopy
clinic of the university hospital in
Jena

9 Cytology-based screening,
retrospektive study

9 All CINs histopathologically
confirmed

9 All samples tested with GynTect®
- IFU compliant

9 All samples tested with QlAsure
Methylation Test - IFU compliant



GynTect® | QlAsure Methylation Test detection rates

H GynTect® m QlAsure Methylation Test

100,0% 100,0% 100,0% 100,0%
68,4%

37,5%

Detection Rate [%0]

CIN2(n=8) CIN3(n=38) CIS (n=5) CxCa (n=2)




GynTect® | QlAsure Methylation Test detection rates

B GynTect® m QlAsure Methylation Test

63,6%

29,8%

Detection Rate [%0]
(@)
(@)
X

8,5%

no CIN, Pap >lla
(n=11)

no histopathology, no CIN, Pap I/lla
Pap I/lla (n=59) (n=12)

declare as healthy
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Comparison of both test systems

GynTect® QlAsure Methylation Test

Sensitivity
CIN2+ 60.4 %
CIN3+ 66.7 %

Cancer 100 %

Specificity
CIN2+ 88.2 % 66.2 %
CIN3+ 86.9% 65.9%

CIN3+ GynTect® QlAsure Methylation Test

73-2 % 54.1 %

83.0 % 81.8 %




Thank you for your attention!

Carolin Dippmann
oncgnostics GmbH ¢ Jena

tel.: +49-(0)3641-8741972
carolin.dippmann@oncgnostics.com

=
4

.. questions ?

NESF

Europadischer Sozialfonds

for Deutschland

Zusammen. Zukunft. Gestalten. U n IVE RSITATS I( LI n I KU m J e n a O nc OStI cs

MOLECULAR CANCER DIAGNOSTICS 9



