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Biographies

Steve Ross
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Steve Ross has over 25 years of deep experience in biostatistics and SAS programming, serving in Big 
Pharma, Small Pharma, CROs, biotech, and consultancy. His work has taken him through all phases of 
drug development and therapeutic areas, including Infectious Disease (HIV), cardiology, oncology, 
and dermatology. Steve’s current mission at Beaconcure is to help ease the suffering of statisticians 
and programmers everywhere through using AI-enabled software that shortens and streamlines 
clinical trial validation. 

Ilan Carmeli
Ilan Carmeli brings deep expertise in user-centric machine learning-based software to his leadership 
at Beaconcure. Leveraging his background in designing innovative products that place customer 
needs first, Ilan now focuses on creating elegant AI products for statistical clinical analysis. His passion 
for advancing clinical trials through developing cutting-edge yet intuitive AI solutions aligns closely 
with Beaconcure's commitment to shaping a responsible and human-centric approach to emerging 
technology.
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Outline

● What’s Changed in Validation Processes?

● The High Cost of Manual Validation

● Fit for Purpose: Where AI/ML Fit into a New Validation Methodology

● AI-Enabled TLF Digitization

● AI-Enabled Validation

● Consolidated Collaboration
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● “PROC EYEBALL” manual review of 
thousands of pages of outputs

● Data _Null_!

● Vax terminals for programmers; paper 
outputs for reviewers 

● Massive paper submissions deposited 
at FDA offices 

● Non-standard datasets of myriad 
formats

● Waits of a year to hear whether your 
NDA has been successful

What’s Changed in 
Validation Processes? 
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Generated by CoPilot
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What Hasn’t Changed? 
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The High Cost of 
Manual Validation

● Large labor footprint: duplicative, 
repetitive, and time-consuming

● Customized code / study-specific 
configuration

● Double programming 
“No unequal values were found. 
All values compared are 

exactly equal”
● “PROC EYEBALL” manual visual review 

of thousands of pages of outputs

● Multiple reviewer spreadsheets

ADaM

Specs

Validation Programmer

ADaM

Specs

Production Programmer

TLF

TLF
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Humans are still doing the
repetitive, high-volume

validation tasks that can be 
automated by a machine
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● Links like ‘entities’ for comparison using 
data in varied formats 

● Performs high volume, high throughput, 
repetitive checks on large TLF sets

● Model improves with more data
● Not limited by the parameterization of 

macro-enabled validation

Fit for Purpose: 

Where AI/ML Fits into a New Validation Methodology

● Design studies
● Test hypotheses
● Develop algorithms
● Review, understand, and 

interpret results
● Evaluate safety and efficacy
● Draw conclusions based on 

totality of a table set

AI: ML and NLPHumans

AI
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Using AI-enabled
processes for validation, 

you play to the strengths of 
human

and machine
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TLF Digitization

AI-Enabled TLF conversion to dynamic database
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TLF Digitization

Shared Metadata Facilitates Automated Analysis
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V Sum

● Adverse Events Hierarchy 

● Baseline Hierarchy

● CI Range

● Disposition Phases Hierarchy 

● H Sum

● V Sum

● Kaplan-Meier Legend

● Subject Proportion with AE

● Q2: N Hierarchy

● Q2: p-Value Range

● Q2: Percent Sum

Verify Validation Checks

Arithmetic and Hierarchies within TLFs

H Sum

Baseline 
Hierarchy



#PharmaSUG2024 | DS-400 

TableADaM Dataset N=5N=6
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AI-Enabled Validation

Validate N Consistency in Tables against ADaM 
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Transparent, free-flowing 
communication 

helps smooth validation 
processes
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62 (52.1%)

Programmer QC spreadsheet

Internal reviewer spreadsheet

External reviewer spreadsheet

Multiple emails with varied distribution lists

Reviewer comments in marked-up PDF
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Consolidate 
Validation Review 
Communication
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● Unify communication between 
multiple reviewers on a single platform 

● Facilitate review of single and multiple 
displays in a single deliverable, or over 
multiple deliverables

● Remove ambiguity about how 
decisions are made 

● Preserve the conversation for future 
deliverables
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Automated Record of 
All Review Actions  
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● Digitized TLFs enable quick, efficient, and accurate execution of high volume, 
repetitive tasks

● An AI model is easily adapted to new data, such as new formats and new logical 
groupings

● AI-enabled validation checks on large TLF sets are generalized and repeatable to 
a high degree of accuracy

● TLF, ARM, and ADaM data reflected in the AI model become part of the ‘knowledge 
base’ of study information – allowing for comparisons across multiple outputs and 
across multiple deliverables

● Unified collaboration flows facilitate a fully transparent discussion of deliverables

Using AI to Pave the Rocky Road of TLF Validation  
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• Thanks for listening!

Steve@beaconcure.com
Ilan@beaconcure.com

https://beaconcure.com

• Q & A

mailto:Steve@beaconcure.com
mailto:Ilan@beaconcure.com
https://beaconcure.com/


#PharmaSUG2024 | DS-400 

Your comments and questions are valued and encouraged. Contact the authors at:

Steve Ross

Beaconcure 

Steve@beaconcure.com

www.beaconcure.com

Ilan Carmeli

Beaconcure 

Ilan@beaconcure.com

www.beaconcure.com

Contact Information 
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http://www.beaconcure.com
http://www.beaconcure.com
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