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About PointCross Life Sciences 

 PointCross Life Sciences is a wholly owned subsidiary of PointCross Inc. 

 Serving Pharma and BioTechs since 2009 

 Xbiom Technology for Regulatory Submissions and Research – Nonclinical and Clinical 

 Global Clients: Roche, Sanofi, Bayer, Eisai, Ipsen, NGM, ….  

 Contributor to PhUSE, CDISC, Industry Events 

 FDA contractor and provider of technology 

 Locations – Foster City - CA, Silver Spring - MD, Paris - France, Bangalore - India 

 Gartner “Cool Vendor” in Life Sciences in 2013  
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• Clinical trial data is provided by CROs to a GCP qualified environment 
 

• Executing statistical analysis plan (SAP) is done by validated scripts (R, SAS) in this GCP 
environment 
 

• Programming the scripts that analyze the clinical data to statistical analysis plans, or 
additional analysis, that may be submitted will also need to be: 

• Tested 
• Validated, and 
• Migrated to the GCP process and workflows to execute the SAP or other analysis 

 

• Moving a copy of the data (SDTM) from the regulated space to SAS for analysis data sets 
(ADaM) for follow on analysis is common practice – but usually lacks: 

• Open data access – for FAIR access to regulatory stores 
• Interpretive, simple programming language in addition to SAS or R for agility 
• Contemporaneously journaling notebook to execute programs and statistical analysis for speed, agility, 

traceability, for a flexible but powerful environment 

Sponsor’s Clinical Data Analysis  
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Interactive Computing Environment 
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• Partitioned GCP environment and research workbench area without co-mingling data: 
• Clinical and biomarker data analysis for submission can be analyzed to support both SAP 
• Agile development of analysis scripts and other translational research by BioPharma organizations 

 

• SAP is run with validated scripts (R, SAS) in the GCP environment 
 

• OData open access read-only drawn down of SDTM data to the research and computing 
environment in the research workbench 
 

• Machine learning (TensorFlow) augmented data ingestion and indexing after data model mapping of 
clinical and biomarker data –  

• In big data (Hadoop, Cassandra) stores with Spark/Map-Reduce 
• For search of patients/cohorts across baselines, clinical findings, and biomarkers (Tx Research) 
• For creating analysis data sets for developing the SAP scripts (Support Clinical Ops process) 

 
• Interact with computing environment on Jupyter – a contemporaneous interactive journal 

• R (or SAS) scripts,  
• Simple programming language - Python for complex analysis for analysis on search results 

Agile but Partitioned Computing Environment Clinical Data Analysis  
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Regulatory Functions – Submission Workflow 
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Smart Data Curation for Ingestion and Indexing 

 
 
 
 
 
 
 
 
 

 Data Mapping    Meta data store  Data Exploitation 

 Metadata  
Governance 

 

Xbiom Insights 
Clinical & 
Biomarker 

Xbiom Regulatory 
Clinical 

Taxonomy and 
Unit 

Harmonization 

SDE 

EDC/CDMS/CROs 

Legacy Studies 

 Registries  

Real World 
Data 

Templates 

Specify 

Va
lid

at
io

n 

SaaS 

Smart 
Transformation 

SCE - Clinical 
(Statistical 
Computing 

Environment) 

IGO 



© 2011 PointCross.  All Rights Reserved.  Putting Knowledge to Work 9 PointCross Life Sciences 

Search within Indexed Clinical Study and Biomarker data 
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Jupyter – Contemporaneous Journaling and Program Execution 



© 2011 PointCross.  All Rights Reserved.  Putting Knowledge to Work 11 PointCross Life Sciences 

Examples of OData consumption of APIs 
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Typical Interactive Session on Jupyter with APIs 
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Accessing pre-defined Cohorts (SAP) for ADaM 
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Setting up Search Criteria with Agility 
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Standards and Model Management  
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Standards and Model Management  
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Study Summary 

Finding Actionable Results from Disparate Data Sources 
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