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Current Landscape

The High Cost of
Manual TLF Validation

e Large labor footprint: at times duplicative,
repetitive, time-consuming, & keeping resources
from other necessary tasks

e Customized code
o Study-specific configuration

e As-needed double programming

o Visual review of thousands of pages of outputs

e Decentralized, disjointed reviewer communication
and processes
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Current Landscape

Siloed Clinical
Review Processes

¢ Inefficient traceability and transparency

Multiple emails with varied distribution lists
Reviewer comments in marked-up PDFs and
spreadsheets

o Multiple internal & external reviewer
spreadsheets and trackers

e Duplicate comments fromn multiple reviewers

e Versioningissues with updating outdated outputs
and trackers

e Maintaining continuity and institutional memory
over years of study phases

e Lack of visibility into the status of deliveries
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In biometrics, humans are still doing
the repetitive, high-volume validation
tasks that can be more reliably &
efficiently automated with Al

eaconcure



Introducing

Verify

Al-Enabled Statistical Analysis Platform
Accelerate TLF validation processes, streamline workflows,
and enhance visibility.

Using Verify, biometrics teams can:
e Identify discrepancies in statistical outputs within minutes

e Track deliverable progress inreal time

e Prioritize deliverables and resource allocation

e Analyze issue trends and root causes

e Gaina detailed audit trail of all activities

e Manage deliverables with full visibility as a distributed

team
CustomerTypes Primary Users =
v Pharma Sponsor v Statisticians
v CRO v Programmers
v Specialty FSP v Clinicians
v Biotech v Medical Writers
v

Project Managers
{~Beaconcure




Verify Integrated Application Layer 56

.-,w‘t
Banl

* *
Source Data ﬂ" Al-Enabled ingestion ++ GenAl and Analytics User Interface

API or Upload
Validated TLFs

" Reusable Results Metadata

ADaMs —_—

TIFs — " Comprehensive Audit Trail

LoT / Toc —

o

~ Actionable Insights & Analytics
Mock Shells =

EE NP JUP: RN

 Real-Time Status Tracking

Single Tenant Secure ~ Operational Efficiency

AWS Environment

SCE-Agnostic
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Output Draft Review in Verify

by Production Programmer

Achinoam Ravet Perel ~

‘[erify Projects Help & Support ~

Number Con:

Table 14.1.1.13
Treatment Emergent Adverse Events Causing Death by System Organ Class and Preferred Term (Safety Population)
(Protocol $449201)

Drug A? brug BY
(N=119) (N=117)

Any TEAEs® 8 (8.8%) 1 (0.8%)

N = number of subjes in the specified group, or the total sample. This value the denominator for the pe culations

MedDRA v27.1 coding dictionary
Subjects are only counted once per event in each row.
a. Drug A was gi to group A
b. Drug B was given to group B

BEACONCURE CONFIDENTIAL SDTM Creation: 890CT26821

@80CT2021 (8@:55) Source Data: advs Table Generation:

O

My Reviewed Files




Output Review Iteration in Verify
by Validation Programmer

Jerify Projects Help & Support ~ Achinoam Ravet Perel ~

h_safety.rf

Table 14.1.1.13
TG | SRS ; Rl | TR Treatment Emergent Adverse Events Causing Death by System Organ Class and Preferred Term (Safety Population)
‘L oS 7‘ ‘“‘L (Protocol $3472061)
[awn
E— Drug A? Drug BY Total

(N=119) (N=117) (N=236)
My Unreviewed Files

Any TEAEs

N = number of subjects in the specified group, or the tetal sample. This value is the denominator for the percentage calculations.
MedDRA v27.1 coding dictionary applied.

Subjects are only counted once per event in each row.

a. Drug A was given to group A.

b. Drug B was given to group B.

BEACONCURE CONFIDENTIAL SDTM Creation: 880CT2821 (88:55) Source Data: advs Table Generation: 890CT2821

fety.rif




Real-Time Management and Tracking in Verify
by PM or Lead Programmer

Achinoam Ravet Perel ~

\Ierify Projects Help & Support ~

Progress Tracker st

| File Type ~ H File Name - H File Availabili

Table

One T
Pending One

Figure

@ Items per page:




Progress Tracker

End-to-End QC
Management

ae_death_salety.stf

= Progress lracker

e Centralized online management of overall QC
progress for entire TLF delivery

o Save time by eliminating manual N - °

updates of offline QC trackers @ ——

o Real-time visibility of tasks and status

8

&

e Upload Excel tracker containing full TLF list, o,
assignees, dates, etc. Verify automatically:
o Assigns project files to users
o  Clearly labels missing project files

e Users quickly find their assigned files & tasks

668668°686
866809 "

e Update assignees, set dates, change status, '
add free text, apply quick filters

e Automatic synchronization with File Review,
Task Manager, and Activity Log

5:: Beaconcure
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Metadata Alignment

Treatment-Emergent

Leading to Discont..,

Treatment Related

Safety Population

Column/Row Hesders

Major (Treatmient)

Minor (Severity)

veen table entity amd Al




Al-identified linkages between
: table entities and ADaM +
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Modified by human-in-the-loop feedback
Increase validation accuracy and speed

ao_discontinuation_safety.rtf Entitios Generated Table

Table 14.1.1.13

Treatment Emergent t Adverse Event Leading to Discontinuation of Study Drug B by System

Organ Class and Preferred

Title Entity Alignment

Drug A Leading to discontinuation of study drug - Total
(N=119) suatistical Programee (N=219)

nild Mod. Sev. Totsl, | ms | AESUBIDC Mod. Sev. Total

Any TEAEs 1 (0.8%) @ (0.0%) e (8.8%) 1 (8.8%) ) 1 (8.5%) e (8.8%) 2 (2.9%) 2 (2.0%)

Infection 1 (8.8%) 8 (9.e%) e (0.8%) 1 (8.8%) §) 1 (8.5%) 8 (8.9%) 2 (2.8%) 2 (2.90%)

Bronchitis viral 1 (9.8%) 8 (9.ev) e (9.8%) 1 (0.8%) %) 1 (0.5%) 8 (8.8%) 2 (2.0%) 2 (2.8%)

*» moader of subjects in the specified growp, or the total sasple. This value 1s the denosinator for the percentage calculations
Subjects are only counted once per event in eacth row

ACONCURE CONFIDENTIAL SOTM Creaticn: @BOCT2021 (00:55) Source Data: adae Table Generation: 090CT2421%




Modified by human-in-the-loop feedback
Increase validation accuracy and speed

ae_discontinuation_safety.rtf Entities Generated Table

Table 14.1.1.13

Treatment Emergent t Adverse Event Leading to Discontinuation of St g B by System

Organ Class and Preferred ton

Title Entity Alignment

Drug A Leading 1o discontinuation of study drug Total
(N=119) (N=219)

\ESUBIDC
nild Mod. Sev. Total ABSIBID Mod. Sev. Total

Any TEAEs (6.8%) @ (0.8%) @ (8.6%) 1 (0.8%) : B (0.0%) 2 (2.0%) 2 (2.8%)

Infection (8.8%) 8 (9.9%) e (0.8%) 1 (8.8%) AESUBIIX ) 8 (8.9%) 2 (2.8%) 2 (2.90%)

Bronchitis viral (6.8%) (6.e%) e (98.8%) 1 (8.8%) AEA . (¥.5%) B (8.8%) 2 (2.0%) 2 (2.0%)

N » muaber of subjects in the specified growp, or the total sasple. This valoe is the denosinator for the percentage calculations
Subjects are only counted once per event in ¢h rom

BEACONCURE CONFIDENTIAL SOTM Creaticn: 6ROC Source Data: adae Tadble Generation: 090CT202%




Modified by human-in-the-loop feedback
Increase validation accuracy and speed

Help and Support ~ gmn Valery *

ae_discontinuation_safety rtf Emiitios Discrepancies i Gereraied Tablke

Table 14.1.1.13

Treatment Emergent ¢ Adverse Event Leading to Discontinuation of Study Drug o by Systea

Organ Class and Preferred tien

Title Entity Alignment

Drug A Leading to discontinuation of study drug Total
(N=119) (N=219)

Mod. Sev. Mod. Sev. Total
Any TEAEs @ (9.0%) @ (e.8%) DRUG WITHORAWN e (8.8%) 2.0% 2 (2.0%)

Infection , (B.8%) 9 (e.e%) ) ) 5 ® (9.8%) 2 (2.8%) 2 (2.8%)

Bronchitis viral 1 (8.8%) B (8.8%) @ (@.e%) a 1 ’ | @ (p.0%) 2 (2.8%) 2 (2.6%)

N » nusber of subjects in the specified grocp, or the total sample. This value 1s the denominator for the percentage calculations.
Subjects are only counted once per event in eh rom

RE CONFIOENTIAL SOTM Creation: 930CT2821 (90:55) Source Data: adae Table Gemeration: 090CT2021
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Reduce reliance on double programming

nild . Sev. Total
Any TEALs 1 (9.8%) (9.0%) (0.8%) (6.0 0 (9.0%) 2 (2.0) 2 (2.9%) ®(0.n)
1 (8.8%) ( {B.8%) (9.8%) ( e (8.8%) 2 (2.8%) 2 { ) B (0.8%)
1 (@.8%) » 8 (2.8%) (@.8%) ? (0.0 i ) 2 (2.0%) 2 ({2 & (0.0%)
y the specifl 5, o e. This value 18 the &

€ per even

Creation: &

Cancel Reprocess

©2025All rights reserved. 18



Enable Al-powered table generation

fﬁ Robert Valery

s © Generated Table

Table 14.1.1.13
Treatment Emergent Adverse Events Leading to Discontinuation of Study Drug by System
Organ Class and Preferred Term (Treatment Related) - Safety Population

Drug B Total
(N=109) (N=219)

Mild Mod, Sev. Total Mild Mod. Sev. Total ¥ild Mod. Sev. Total
Any TEAEs 1 (9.8%) 2 (8.8%) @ (e.e%) 1 (©.8%) 9 (0.08%) e (9.0%) 2 (2.8%) 2 (2.0%) 1 (2.5%) @ (0.9%) 2 (2.8%) 2 (2.8%)
Infection 1 (0.8%) 8 (8.9%) .o%) 1 (9.8%) 2 (9.98%) 8 (8.e%) 2 (2.0%) 2 (2.0%) 1 (0.5%) e (0.9%) 2 (2.0%)

Bronchitis viral 1 (0.8%) 8 (a.9%) 1 (9.8%) ® (8.0%) 8 (6.9%) 2 (2.9%) 2 (2.8%) 1 (9.5%) 8 (0.0%) 2 (2.9%)

N = nusber of subjects in the specifi otal sesple. This value is the denominator for the percentage ¢

Subjec y counted once per event in each row
BEACONCURE CONFIDENTIAL SDTM Creation: @30CT222) (99:55) Source Data: adae Table Gemeration: 890CT2021




Right-to-Left Coverage
Innovative Approach
to TLF Validation

Beaconcure introduces an industry-
transforming methodology to produce
validated TLFs

Upload TLF [ Mock Shell
Al processes reverse engineer TLFs and automate ¢

metadata management, with human expertise

providing key feedback Compare + Extract Metadata ¥
Al-enabled metadata extraction from final TLFs, ¢
instead of relying on human metadata updates Generate Tables ¥
Verify generates tables based on extracted
metadata ¢ HITL Feedback
SMEs provide human-in-the-loop (HITL) Validation checks ¥ A
feedback, to ensure accurate metadata
alignment ¢
Al-enabled validation checks identify errors Expert Human Review

missed at earlier stages
SMEs review and address issues

{J Beaconcure User + Verify Al (NER + LLM) 20
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Q&A

Thanks for participating!

llan@beaconcure.com
Achinoam ncure.com
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1) - RSP ) i
FEe2 3


mailto:Ilan@beaconcure.com

	Slide 1: Verify:  A First-in-Class Review and Validation Platform for Biometrics in Clinical Research
	Slide 2: Agenda
	Slide 3: Current Landscape The High Cost of Manual TLF Validation 
	Slide 4: Current Landscape Siloed Clinical Review Processes 
	Slide 5: In biometrics,  humans are still doing the repetitive, high-volume validation tasks that can be more reliably & efficiently automated with AI
	Slide 6
	Slide 7: Integrated Application Layer
	Slide 8: Demo 
	Slide 9: Output Draft Review in Verify
	Slide 10: Output Review Iteration in Verify
	Slide 11: Real-Time Management and Tracking in Verify
	Slide 12: End-to-End QC  Management
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20: Innovative Approach to TLF Validation
	Slide 21

