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Summary

Introducing Open Source Tool 

⚫ Business Objectives

⚫ Design Principles

⚫ Proposed UI

⚫ Backend Integration

⚫ Roadmap

⚫ Looking for Collaborators
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Business Objectives

End-to-end Trial Design Tool 

⚫ Accelerate Clinical Trials

⚫ Faster Study Design

⚫ Analyze Early and Often
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Design Principles

Simple

⚫ Suitable for non-technical users

Integrated

⚫ One tool to control many others

The Problem we Solve 

⚫ Web-based

⚫ Easy to use

⚫ EDC-agnostic

⚫ Integrated with Synthetic Data generator

⚫ Ingest Rave’s ALS directly
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Proposed UI | CRF Library Management

Metadata Management

⚫ Manage, edit, analyze, and build 
libraries from simple UI

⚫ Reduce time to publish new 
releases

⚫ Web app to avoid system 
compatibility issues

⚫ Mange different roles, users
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Proposed UI | Forms (CRFs)

EDC-less Form Design

⚫ Manage, edit, analyze each 
library’s forms in one page

⚫ Linkages to individual Studies 
using each Form

⚫ Fast switching between library 
versions

⚫ View Forms as they’d look like in 
the chosen EDC
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Proposed UI | Form Editing

Web-based Form Editing

⚫ Create or modify fields in real 
time

⚫ Access CDASH and SDTM 
guidelines for assistance
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Proposed UI | Synthetic Studies

Build, Load Data, Test

⚫ Build study in chosen EDC

⚫ Load study-specific synthetic 
Data

⚫ Execute User Acceptance Testing 
(“UAT”) in chosen EDC with pre-
loaded Synthetic Data

⚫ Automatic analysis of study: 
metadata and expected data
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Proposed UI | Patient Journeys

Define Arms, Visits

⚫ Manage, edit and analyze every 
Patient Journey (“PJ”)

⚫ Re-use typical PJs across 
multiple studies

⚫ Create your specific PJ and 
replicate on demand
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Proposed UI | Edit Patient Journey

Customize Subjects’ 

Path 

⚫ Specify:
screen failures
treatment discontinuation
trial discontinuation reasons

⚫ Specify Adverse Events 
properties
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Proposed UI | Study Build

Study Build in Hours 

⚫ Build your study in the preferred 
EDC

⚫ Use NIHPO’s Open Source 
Synthetic Health Data generator 
to fully test trial
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Proposed UI | User Acceptance Testing

Test Early, Test Often

⚫ Automatically generate User 
Acceptance Testing with 
Synthetic Health Data

⚫ Generate several reports 
showing errors and possible 
improvements in study’s ALS

⚫ Video recording of Robotic 
Process Automation (“RPA”)  
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Proposed UI | Analytics

Analyze Before FPI

⚫ Automatically generate analytics 
reports:

•Dashboards

•Annotated CRFs

•eCRF Completion Guide

•Case Books

⚫ Generate Impact Assessment 
between previous and current 
release of studies/libraries
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Backend Integration

PHUSE Open Data Repository

⚫ Generates realistic, scientifically-accurate 
Synthetic Health Data

⚫ Free Docker container available now

⚫ Free account at https://Portal.NIHPO.com

Enterprise-grade Features 

(Future)

⚫ Integration with Metadata Management 
(NIHPO’s Version Control System)

⚫ Role Management, with enhanced security 
and access controls

⚫ Private hosting

⚫ Multiple EDC connections beyond Rave
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Roadmap

Ingest ALS Now

Build study in Rave Now

Generate ALS-specific Synthetic Health Data Now

Generate Impact Assessment Now
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Looking for Collaborators

Fund or Provide Requirements 

⚫ Sponsors

⚫ CROs

⚫ Regulators
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Contact Us

Co-authors 

⚫ Diego Caso
Diego.Caso@DataSDR.com

⚫ José C. Lacal
Jose.Lacal@NIHPO.com
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