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Consultation | Contract research & development | Off the shelf products

Consulting Manufacturing

Individual quality control
Regulatory issues & quality development
requirements & support with development of
new instruments

(Human) Reference material
for assay development &
diagnostic methods
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Available products — Overview

Different categories made for different purposes

gDNA & cfDNA in Buffer | FFPE Tissue
, . “ . - . - .~ ! - -

le

gDNA cfDNA/ctDNA Plasma Certified DNA free FFPE
Heriditary diseases Liquid Biopsy + cfDNA/ctDNA human Plasma Blocks/Slices/Cells
PGx Breast/Colon/ Liquid Biopsy Make your own Extraction efficiency
NIPT (Rhesus factor) Lung/.. Extraction efficiency Plasma control Full workflow control
Full workflow control NEW: Exosome free!
| ( ) O

Management

CE-IVD
' (IVDR conform)

www.tuv.com
ID 9000009213

Large development pipeline throughout
and beyond the current product range
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Targeted approach, our solutions ‘

Our products come:
..in different categories
« gDNA, cfDNA/ctDNA, Plasma + cfDNA/ctDNA, FFPE, RNA

.. via different technologies

« Cell lines (SensID proprietary with family background, or
in licensed), synthetically designed variants, technically
modified human plasma, combinations thereof

..in regulatory and customer compliance
« CE-IVD (incl. technical documentation)/FDA or RUO
« OEM & licensing options

..including customization of

« Allelic frequencies, mutant copies, DNA concentration
« Filling volumes, vial, labels to exact specifications

e And much more...
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Where are SensID controls used

Pre-analytical Evaluation Analytical Evaluation

«  Sample Matrix « Accuracy / Precision

« Collection/Collection tubes « Repeatability / Reproducibility

* Transport « Analytical specificity / sensitivity
* Processing « LOD/LOQ/LOB

« Storage / Repeated use (freeze / thaw cycles) « Linearity

* Extraction Procedures * Interference

«  Quality/Quantity of examination material « Robustness / controls

Assay Performance Issues

 EQA schemes

« Customer presentation controls

* Batch release controls

« Daily run controls in diagnostic procedure

* In kit controls

©2021 SensID GmbH
www.sens-id.com



http://www.sens-id.com/

Customization, e.g. CDx approach

® Customized Controls used in Contract Research Organization

assay development (at IVD (CRO) Services Market: Segmentaﬁon
company or CRO) for specific
biomarker(s) via specific
tech ﬂO|Ogy DrsZove;sSeervz:se o Innf::tl?:s Diseases

® Validation of assay for use in

- Chemistry Immunological Disorders
- Preclinical Services e Respiratory Diseases

clinical trials again at either IVD

or CRO.

* Clinical Researth Services | , cadiovascular Diseases When targeting
:ﬁzgii :, « Neurological Disorders DNA or RNA
- Phase Il * Others
- Phase IV

: * Laboratory Sefvi Region
® Further use in EQA schemes it Shrices

and/or as run controls at end .

. . = Medical Device Cormpa
users after introduction of drug B Fsde Sl e
and assay.
® Qualification possible as RUO,
IVD or FDA approved controls

- Bioanalytical S¢rvices
- Analytical Servjces

- Others
onsultin ices

idddle East & Africa

(Human) Reference
material
for assay development &
diagnostic methods
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Can’t find what you are looking for?

Tailored Designed Products

Licensing / OEM Options

Standardized Daily Run Controls

Contacts:

Bjoern Nowack : bjoern.nowack@sens-id.com
Ronald Vos : ronald.vos@sens-id.com
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