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Efficient Use of Multi -omic Biomarkers to Improve 
Clinical Trial Outcomes in Immuno -oncology

Efficient use of multi -omics in immuno-oncology (IO)

Genedata ProfilerÇ for primary analysis of clinical study data Genedata ProfilerÇ for retrospective analysis of multi -study data

Ensure data governance and manage data lifecycle

Ensure data quality with method lifecycle management

Efficiently deploy in a validated environment

Integrate, analyze, visualize and report data and results for IO  

Integrate omic & clinical data, select cross -study cohorts

The primary analysis of clinical study data comes with the following challenges:
Å Integration and analysis of complex omic, biomarker & clinical data
Å Translating NGS,MS and digital pathology research pipelines into clinical practice
Å Regulatory-compliant analysis pipelines ensuring full data governance and chain of

custody
Å Data reporting in CDISCformat

Å IOdrugs do not target just one disease but are useful across indications (e.g. KeytrudaÇ, Merck & Co.), therefore, molecular characterization of the tumor is needed to predict response
Å Prediction of drug response in IO requires the analysis of the tumor, the immune system, and the interaction of the two. This requires a holistic approach for biomarker -based patient

stratification, including the use of multi -omic data
Å Multi -omic data, other biomarker data and clinical data need to be integrated into clinical practice to improve the clinical trial success rate
Å To use multi -omic data efficiently, retrospective data analysis across clinical studies can help to understand the patient-drug interaction and improve future clinical trial design

Genedata Profiler solves the challenges of integrating multi -omic data into clinical practice

Advance compound to the next clinical trial phase (and obtain drug approval)
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Understand patient²drug interaction for improved future trial design

Cross-study data analysis

Genedata Profiler tackles the challenges of IO translational research using multi -omics 

Multi -omics, imaging, 
biomarkers & clinical data

Retrospective (secondary) analysis of multi-study dataPrimary analysis of study data

The following capabilities are needed for the retrospective analysis of multi -study data:
Å Data security, country-specific regulations, de-anonymization, patient consent, etc
Å Sophisticated data management system for collaborative work
Å Data federation from different clinical studies
Å Multi -omics data integration and machine learning algorithms

ÅRobust approach to lifecycle data management by tracking the chain of custody of the
data³who operated on the data, when and how

Genedata Profiler 
ensures GxP
compliance by 
maintaining a link 
between  the cohort, 
processed and raw data, 
analyses, reports and 
results on a per study 
basis. 

ÅStandardized data analysis workflows throughout the organization, including version and
access control

ÅResearch workflows can be easily transferred and locked down for clinical use
ÅQuality control and auditability with detailed quality reports and metrics

ÅProduct development according to GenedataQMS

ÅElectronic records & signatures, audit trails

ÅRegulatory submission-ready data reporting to
CDISCSDTM-PGxformat

Å3-layer security with study level permissions

ÅDeployed at clients in validated clinical genomics
environments

Genedata Profiler offers a fully automatable 
graphical workflow system, a 
comprehensive reporting infrastructure and 
support for all major schedulers of 
computing clusters. Approved workflows 
can be run by users with appropriate 
permissions. 

ÅState-of-the-art methods and algorithms, interactive data analysis tools and intuitive
visualizations facilitate a wide range of data analyses for immuno-oncology, empowering
researchers to make discoveries

Genedata Profiler
offers a rich and 
growing statistical 
toolbox, including 
external algorithms 
as plug- ins. 

Machine learning algorithms (Fisher LDA, 
K-nearest neighbors, decision tree, SVM£)

Multi -omics integration

Kaplan-Meier survival analysis

ÅPowerful search functionality , cohorts are savedand shared with study members
ÅWorkflow for reviewing and validating phenotype data using controlled vocabularies (e.g.

CDISC)
ÅIntegration of clinical data with omic data

Genedata Profiler 
allows query-based 
cohort building. Cohorts 
are saved together with 
their corresponding 
multi -omic data. 

Genedata Profiler user interfaceGenedata Profiler user interface
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Summary
Genedata Profiler empowers the efficient use of multi -omic biomarkers to improve
clinical trial outcomes in immuno-oncology:

ÅIncreases the chance of drug approval by providing an enterprise software system
that enables efficient use of multi -omic biomarkers in IOclinical trials

ÅImproves future trial designs by allowing interdisciplinary translational research
teams to efficiently perform retrospective analysis of multi -omic and clinical data
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