
1

Venu Mallarapu
VP, Global Strategy & Operations
eClinical Solutions
vmallarapu@eclinicalsol.com

Automating the Digital Data Flow with a 
Standards Foundation

mailto:vmallarapu@eclinicalsol.com


2

Meet the Speaker

Venu Mallarapu

Title : VP, Global Strategy & Operations
Organization : eClinical Solutions
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Average lag of 4 months between protocol completion and study start

Data conversion and standardization adds additional cycle time 
impacting the time to market

Challenges with traceability of data across the systems

Difficulty in re-use of data 

Document based environment 

Key challenges with current clinical trial process 
and systems

Modern, Digital clinical trials are generating a deluge of data and putting a strain on data 
pipelines

Source: TransCelerate Biopharma
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Facilitate consistency of data

Minimize bottlenecks between processes and systems

Minimize manual work, data re-entry, and data inconsistencies

Improve efficiencies by achieving seamless information flow across 
systems

Spark innovation that will drive interoperability and automation

Benefits of driving automation through Digital 
Data Flows

Source: TransCelerate Biopharma
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ØStandard Machine-executable content for Useability

ØStandard Technology Interfaces for Integration for 
Accessibility

ØStandard Verification and Conformance Rules for 
Integrity

ØStandard Trial Design Specifications for Total Automation 
of the Digital Data Flow

CDISC – TransCelerate Partnership to drive 
automation  using standards

Source: CDISC & TransCelerate Biopharma
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Interventions to move to data-driven Clinical 
Trial Information Flow

Source: CDISC & TransCelerate Biopharma
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Conceptual System Architecture to realize DDF 

Source: CDISC & TransCelerate Biopharma
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Supporting Digital Data Flow with standards

Source: CDISC & TransCelerate Biopharma
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Addressing the Study Startup challenge through digitization 
of content authoring, SDR & Automation Tools

Upstream Systems

Standards 
Repository

Downstream 
Systems
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Protocol & Content 
Authoring Tools

Objectives Endpoints SOAs

Study 
Definitions 
Repository 

(SDR)

Automation Tools

Clinical & Ops 
Systems

Document 
Deliverables
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Automation Tools



Addressing the Data Pipeline challenge using a Unified Data 
Platform approach (1/2)
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EXPERIENCES
Simple, intuitive and personalized   

experiences

ARTIFICIAL INTELLIGENCE
Pervasive AI and embedded insights driving 

intelligent operations

MODERN DATA SHARING
Seamless data access, collaboration and 
exchange regardless of where data lives

INTEROPERABILITY CLOUD ARCHITECTURE

PLATFORM-CENTRICITY

DATA STRATEGY AND STANDARDS

AUTOMATION METADATA MANAGEMENT

Foundational elements of a platform based approach to automating data pipeline



Addressing the Data Pipeline challenge using a Unified Data 
Platform approach (2/2)

SOURCE INGEST & TRANSFORM STORE HISTORICAL PREDICTIVE CONSUME

METADATA REPOSITORY

Clinical Systems

Structured Data Files and 
Formats

Unstructured Data Files and 
Formats

Medical IoT (MIoT)

Connectors

Data Modeling

Data Processing

Stream Processing

Automated Workflows

Data Warehouse (Data marts)

Data Lake

(Staging Areas, Repository, 
etc.)

Ad-hoc Query and Near Real 
Time Analytics

Dashboards

Data Stories

Data-driven Applications

Outbound Integrations

...

Augmented Intelligence

DATA GOVERNANCE AND SECURITY

Statistical Computing Environment

AI and Machine Learning Libraries

APIs AND DATA CONNECTORS

Query and Compute
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Blueprint of a platform based approach to automating data pipeline
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