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The Speaker
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• Strategic Clinical Analytics Lead at Revvity Signals

• Formerly led work at Pfizer and Bristol-Myers Squibb in clinical data pipelines and analytics.  

• Brings deep pharmaceutical experience in visualization of clinical data to drive clinical decision-
making. 

• Ph.D. in Pharmacology from The Ohio State University.

• The opinions expressed are those of Philip Ross and he welcomes robust discussion as we seek to 
define emerging AI/ML solutions to drive clinical trial execution.



Clinical trials suffer from lack of access to analysis ready data & reproduceable decision-making

Regulatory 
analysis

Subject

Operations

Outcomes

Early access for 
sample 

management, 
database lock, etc.

Data collection Exploratory Analysis
Submission

Master file

If you wait, 
it’s too lateEarlier & 

iterate Faster!

• Data science and automation accelerate access to data
• Visualizations and workflows drive quality and task completion 
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Query Workflow

Issue Management

Track data changesInteractive Visualizations

Reusable data maps

Cross-study analysis

integration

Transform any data

Real-time data access Robust self-service analytics Traceable decisions

Connect to all data

• How can we automate data mapping and transformation?



Automate Access to Clinical Trial Data

Agile Data Repository

eDC

Examples of FDA Validation, database lock and 
sample management dashboards



FDA Validation Rules

FDA Rules from Agency

• FDA Validation Rules 1.6 at 
https://www.fda.gov/media/103587/download 

• Can dashboard visualizations drive FDA data compliance during study 
execution?

https://www.fda.gov/media/103587/download


Automated Daily Update to FDA Validation Rule Violation Status

71 Rules
with Violations

114 Rules
with No Violations



Validation Page – Rules Violated by Domain



Validation Page – Filter to Rules Violated by Domain



Validation Page – Choose AE Violations of Start Date Rule



Validation Page – Right Click on AE to Raise a Query



Review Status Page – Click on AE to Review New AEs



Review New AE records – Raise Queries with a Right Click



Setup -  Rules by Domain

Implemented Rules Relevant Domains



Rule Status Page – Violation Status for each Rule



Domain Status Page – Violation Status for each Domain



Database Lock

• Automated real-time data access 

• Drives Database Lock activities

• How can dashboard visualizations drive database lock? 



Automated Daily Update to Database Lock Status 



EDC Data Metrics and Patient Status towards Database Lock 

EDC Data Metrics with Batch Breakdown 

Patient Status



SDV and Query Status towards Database Lock 



Patient Details towards Database Lock 



Missing Cycles and Lost to Follow Up towards Database Lock 



Missing Page Details towards Database Lock 



Sample Management

• How can automated third party data visualizations accelerate sample management data quality?



Automated Listing – Sample Biopsy

Conflict in EDC and 3rd Party Visit



Automated Listing – Saliva/Mucosa and Injection Site Swab Samples

Missing Records
in 3rd Party Data



Automated Listing – Blood and Urine Samples

3rd Party Sample Status



Summary

• Data access automation – accelerates data preparation for submission and data review

• Data science drives automation of data mapping, transformation and access

• Workflows with listings, visualizations and tracking improve data quality and consistency

• FDA Validation Rule, Database Lock and Sample Management good examples

• Together, these are a powerful tool for data managers and data scientists

• Maximize the power of clinical trial data

• Accelerate clinical drug submission



Thank you!

For more information:

https://revvitysignals.com/products/clinical-development/signals-clinical 

Come see us at the Revvity Booth #30!

https://revvitysignals.com/products/clinical-development/signals-clinical
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