
“Because That’s What We’ve Always Done” 
It’s time to wake up a generation
April 22nd 2024



http://www.youtube.com/watch?v=ky7ksownEEE
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End to end third-party integrity of clinical trial data and sponsor 
processes. Sponsors can enable faster regulatory reviews by proving 
governance controls over quality and providing auditors proof of lineage 
and traceability back to provenance.

Enhanced confidence layer over sponsor clinical trial systems enables 
quality inspectors and regulatory reviewers to trace, reproduce and 
trust data. Audit reports and clickable visual explorer streamlines 
review and query process for capture (RWD/Labs/eCRF) and statistical 
analysis (SDTM, ADaM, TFL).

Data quality assurances with the number of submissions and 
complexity increasing. Goal to review 90% of submissions in 
six-months*. 

Modernized Regulatory Review Tool

Challenge

Solution

Outcome

* PDUFA VII - Commitment Letter - 08192021



Multi-System Lineage Explorer



The quality score of real world data has third-party 
integrity through mathematical proof. Digital twins 
and RWE integrated submissions have end-to-end  
verified trust for use as a control/placebo.

Prove healthcare data is representative of 
population, ethically curated and analyzed at from 
capture to submission.

RWD/RWE 
Streamlined Submission

An Integrity Graph provides sponsors, data providers 
and EHR vendors ability to prove data and process 
integrity to regulators, ensuring fit-for-purpose 
RWE submissions. 

Challenge

Solution

Outcome



Enable RWD usage



Prove trustworthiness of an LLM that generates a 
protocol and statistical analysis plan, 
future-proofing it for connection to clinical analysis 
via CDISC USDM affiliation.

Transparency, reproducibility and proof of control 
over training, inferences and security of data and 
model.

AI Governance 
Trial Design and SAP

Challenge

Solution

Outcome
Tangible proof-of-concept that illustrates our 
capabilities to control artificial intelligence for 
regulated submissions by sponsors. 



Using an Integrity Graph, AI models that utilize RWD 
for post marketing surveillance or to predict events 
can be trusted by regulatory agencies and shape 
public perspective on long-term vaccine data. 

Predictive AI models that monitor long-term 
responses to vaccines and surface interventions 
require higher levels of integrity that prove 
responsibility. 

AI Governance 
COVID Safety Monitoring

Challenge

Solution

Outcome
Our AI Integrity solution, provides proveable audit 
trails for models that ensure compliance, adherence to 
standards for higher levels of confidence. 
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If you would like to learn more:

- Ali Dootson: Ali@eqtylab.io

Smash those black boxes!

If you would like to visit our website or explore our 
products:
- EQTYLab.io
- Open Source Lineage Explorer 

[https://huggingface.co/spaces/EQTYLab/lineage-explorer]

Thank You

mailto:Ali@eqtylab.io
http://eqtylab.io
https://huggingface.co/spaces/EQTYLab/lineage-explorer
https://huggingface.co/spaces/EQTYLab/lineage-explorer

