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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

e Visual review of thousands of pages of outputs

o 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

o Reviewer comments in marked-up PDFs and
spreadsheets

o Multiple internal & external reviewer
spreadsheets and trackers

e Duplicate comments from multiple reviewers

e Versioning issues with updating outdated outputs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

Q Beaconcure




In biometrics, humans are still doing
the repetitive, high-volume validation
tasks that can be more reliably &
efficiently automated with Al
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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 in real time

e Prioritize deliverables and resource allocation

e Analyze issue trends and root causes

e Gain a detailed audit trail of all activities

e Manage deliverables with full visibility as a distributed

team
Customer Types () Primary Users =
v Pharma Sponsor v Statisticians
v CRO v Programmers
v Specialty FSP v Clinicians
v Biotech v Medical Writers
v

Project Managers

Q Beaconcure




Verify Integrated Application Layer 156

+ +
Source Data ’§ Al-Enabled ingestion ’§ GenAl and Analytics User Interface

APl or Upload

" Validated TLFs

~ Reusable Results Metadata

ADaMs —

TLFs —— Comprehensive Audit Trail
LoT / Toc —

" Actionable Insights & Analytics
Mock Shells —

" Real-Time Status Tracking

Single Tenant Secure N ¢ " Operational Efficiency
AWS Environment

SCE-Agnostic

{)Beaconcure
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Output Draft Review in Verify

by Production Programmer

‘Ieﬂ Projects Help & Support ~

Achincam Ravet Perel ~

ol Number C
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Table 14.1.1.13
Treatment Emergent Adverse Events Causing Death by System Organ Class and Preferred Term (Safety Population)
My Unreviewed Files

(Protocol S449201)

Drug A®

Drug B®
(N=119)

(N=117)

Any TEAEs® 0 (0.0%) 1 (0.8%)

N =

number of subjects in the specified group, or the total sample alue is the denominator for the percentage culations
MedDRA v27.1 coding dictiona

This
Subjects are only counted on ent in each row.
a. Drug A was given to group
b. Drug B was given to group

BEACONCURE CONFIDENTIAL SDTM Creation: @BOCT2821 (88:55) Source Data: a Table Generation: B90CT2821

O

My Reviewed Files




Output Review Iteration in Verify
by Validation Programmer

\Ie" Projects Help & Support ~ Achinoam Ravet Perel ~

th_safety.rif

Table 14.1.1.13
Treatment Emergent Adverse Events Causing Death by System Organ Class and Preferred Term (Safety Population)
(Protocol $S4472801)

Drug A® Drug B® Total
(N=119) (N=117) (N=236)

Any TEAEs @ 0 (0.8%)

Status  Outc

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 COMFIDENTIAL SDTM Creation: B80CT2621 (8@:55) Source Data: advs Table Generation: 890CT2621




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

Achinoam Ravet Perel ~

|le rify Projects Help & Support ~
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Progress Tracker

End-to-End QC
Management

Centralized online management of overall QC
progress for entire TLF delivery
o  Save time by eliminating manual
updates of offline QC trackers
o  Real-time visibility of tasks and status

e Upload Excel tracker containing full TLF list,
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

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

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

Q Beaconcure
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Projects /Project name_123

Progress Tracker

Help and Support =

l Type ~ J [ File Name ~ ] [ Assignee -

J [ File Availability ~

Type TLF # File Name
Table 141113 ae_death_safety.rtf

Table 14.1.1.16 ae_over_5_safety.rf
Table 14.1.1.11 ae_safety.rtf

Table 14.1.1.38 ae_safety_by_gender.rtf
Table 14.1.1.2  analysis_population.rtf
Table 14.1.1.20 baseline_physical_safety.r
Table 14.1.1.7  baseline_summary.rf
Table 14.1.1.9  demographics,

Table 14124  dem:

File Status

Production Programmer

666869°886 "

7N
{ RV ) Robel

ae_death_safety.rtf

.
Table

14.1.21
QC Progra

ae_death_Safty.rtf

@ ( Not Started

2 Not Start
ar Start
Pending
&
Com) d
@ @ Not Ni d
@ o Natasha Yen
Natash@gmail con
m @ Natasha Yen
° Natasha Yen
ash@qmail com
ds200.sas
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Metadata Alignment

< 14.1.1.13
Review the current alignment between table entity and ADaM
column and values. Revise if necessary.

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

Title

Treatment-Emergent [ TRTEMFL ] [ Y

Mild Mod. Sev. Total Mild Mod. Sev. Total

Any TEAEs 1(8.8%) 8 (0.8%) O (B.0%) 1 (8.8%) 8 (8.8%) O (8.8%) 2 (2.8%) 2 (2.8%
Leading to Discont... [ AEACN ] [ DRUG WI...

Infection 1(e.8%) B (9.8%) B (8.8%) 1 (9.8%) @ (0.8%) © (8.8%) 2 (2.8%) 2 (2.8%

Bronchitis viral 1 (0.8%) @ (0.8%) 6 (0.6%) 1 (8.8%) © (0.8%) © (8.0%) 2 (2.8%) 2 (2.8% Treatment Related [ AEREL ] [ RELATED

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculatig

Subjects are only counted once per event in each row. Safety POpUlatiOn [ SAFFL ] [ \'
BEACONCURE CONFIDENTIAL SDTM Creation: @80CT2821 (88:55) Source Data: adae Table Generation: 890CT2821

Column/Row Headers

Major (Treatment) TRTA

Minor (Severity)

Cancel



Al-identified linkages between
+ table entities and ADaM +

Advarse Event o 5 rug by Systes
Organ Clags and Preferred Tora ! opulatio:

Tatal
(%:219)

Total

QW) e (2.¢ i 2090 30N

Any TEAES CECED)
Infect 1o 10 ) Ram) Y (eay) 8 (i) 3 (10N

Beonchitis CH TV (RS 30148

viral

|

AESEV AESUBJDC AEACN AEDECOD AE(JE(D[I\)I

DOSE NOT CHANGED SARS-CoV-2 test positive SANE LoV 2 test
DOSE NOT CHANGED Nasopharyngitis Infections and infestations Infections and infestations
ewBeqaconcure ¢ MILD { LD Diarrhea Diarrhoea (excl infective) Gastrointestinal Disorder Gastrointestinal Disorder
ABH3204 ( Y MILD DOSE NOT CHANGED Chalazion Chalazion Eye disorders Eye disorders

1003205 » MODERATE NOT RELATED DRUG INTERRUPTED Hordeolum left eye Hordeolum Infections and infestations Infections and infestations
35 E MODERATE NOT RELATED UNKNORN Diarrhea Diarrhoes (excl infective) Gastrointestinal Disorder Gastrointestinal Disorder
R DOSE NOT CHANGED e =

SuUBJID TRTENFL AESOC
1003201 ¢ MILD Thiastigeszons Investigations

1063201 MODERATE



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

5 5
\/erlfy Projects Help and Support ~ &0 Robert Valery v

ae_discontinuation_safety.rtf Entities Discrepancies @ Generated Table

X

Table 14.1.1.13

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

Organ Class and Preferred

3

Title Entity Alignment X

Q

Leading to discontinuation of study drug g

k&

Mild Mod. Sev. Total Mi AESUBIDG Mod. Sev. Total

Any TEAES 1(0.8%) © (8.0%) O (0.8%) 1 (0.8%) 1 (8.5%) 0 (0.0%) 2 (2.8%) 2 (2.0%)

Infection 1(0.8%) © (0.0%) @ (0.8%) 1 (0.8%) %) 1 (0.5%) 8 (8.0%) 2 (2.8%) 2 (2.6%)

Bronchitis viral 1 (0.8%) 0 (0.0%) 0 (8.0%) 1 (0.8%) %) 1 (08.5%) 0 (0.0%) 2 (2.0%) 2 (2.0%)

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.
Subjects are only counted once per event in each row.
BEACONCURE CONFIDENTIAL SDTM Creation: 880CT2021 (00:55) Source Data: adae Table Generation: 890CT2021




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

Projects Help and Support v

ae_discontinuation_safety.rtf Entities Discrepancies @ Generated Table

Table 14.1.1.13

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

Organ Class and Preferred ‘tion

Title Entity Alignment X

Leading to discontinuation of study drug

Mild Mod. Sev. Total Mi Mod. Sev. Total

AESUBJDC
Any TEAEsS 1(0.8%) © (8.8%) © (0.8%) 1 (8.8%) 0 (0.8%) 2 (2.0%) 2 (2.8%)

Infection 1(0.8%) © (0.0%) @ (0.8%) 1 (0.8%) AESUBJDC . . 0 (0.8%) 2 (2.0%) 2 (2.8%)

Bronchitis viral 1 (0.8%) © (8.0%) @ (0.8%) 1 (0.8%) AEACN 0 (8.0%) 2 (2.0%) 2 (2.0%)

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.
Subjects are only counted once per event in each row.
BEACONCURE CONFIDENTIAL SDTM Creation: 880CT2021 (00:55) Source Data: adae Table Generation: 890CT2021




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

o
\/erlfy Projects Help and Support v @ Robert Valery

ae_discontinuation_safety.rtf Entities Discrepancies @ Generated Table

Table 14.1.1.13

X

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

3

Organ Class and Preferred ‘tion

Title Entity Alignment X

Q

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

ke

Mild Mod. Sev. Total i Mod. Sev. Total

@

Any TEAEs 1(0.8%) @ (0.0%) @ (8.8%) 1 (8.8%) © DRUG WITHDRAWN ;) 0 (0.8%) 2 (2.0%) 2 (2.0%)
Infection 1(0.8%) @ (0.0%) 0 (0.0%) 1 (8.8%) : 8 (0.8%) 2 (2.8%) 2 (2.0%)

Bronchitis viral 1 (0.8%) @ (8.0%) 8 (0.0%) 1 (0.8%) - 0 (8.0%) 2 (2.0%) 2 (2.0%)

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.
Subjects are only counted once per event in each row.
BEACONCURE CONFIDENTIAL SDTM Creation: ©80CT2021 (©80:55) Source Data: adae Table Generation: 890CT2021
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Reduce reliance on double programming

(N=119) (N=109)

Mild Mod. Sev. Total Mild Mod. Sev. Total

Any TEAES 1(0.8%) @ (0.6%) © (0.8%) 1 (8.8%) © (0.8%) 8 (8.0%) 2 (2.8%) 2 (2.0%)

Infection 1(0.8%) © (8.8%) 0 (8.8%) 1 (0.8%) B8 (0.0%) © (0.0%) 2 (2.8%) 2 (2.0%)

Bronchitis viral 1 (0.8%) 8 (0.0%) 0 (0.0%) 1 (0.8%) 0 (0.0%) 9 (0.0%) 2 (2.0%) 2 (2.0%)

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations
Subjects are only counted once per event in each row.
BEACONCURE CONFIDENTIAL SDTM Creation: €80CT2021 (@@:55) Source Data: adae Table Generation: 890CT2021

Mild

1 (8.5%)

1 (8.5%)

1 (0.5%)

Cancel

0 (0.0%)

0 (0.0%)

@ (0.0%)

Total
(N=219)

Mod. Sev. Total

2 (2.0%)

2 (2.0%)

2 (2.8%)

Reprocess

©2025 All rights reserved.



Enable Al-powered table generation
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ae_discontinuation_safety.rtf Entities Discrepancies @ Generated Table

Generates by Verify

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

+

3

Q

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

ke

Mild Mod. Sev. Total Mild Mod. Sev. Total Mild Mod. Sev. Total

@

Any TEAEs 1(0.8%) © (0.0%) @ (0.8%) 1 (8.8%) @ (0.8%) © (0.8%) 2 (2.8%) 2 (2.8%) 1 (8.5%) 0 (0.8%) 2 (2.8%) 2 (2.0%)
Infection 1(0.8%) 0 (0.6%) 0 (8.8%) 1 (0.8%) © (0.8%) © (8.8%) 2 (2.8%) 2 (2.8%) 1 (0.5%) @ (8.8%) 2 (2.8%) 2 (2.0%)
Bronchitis viral 1 (8.8%) © (0.8%) © (8.6%) 1 (8.8%) © (0.8%) © (0.6%) 2 (2.8%) 2 (2.8%) 1 (8.5%) 8 (0.6%) 2 (2.8%) 2 (2.0%)

N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.

Subjects are only counted once per event in each row.
BEACONCURE CONFIDENTIAL SDTM Creation: 880CT2021 (80:55) Source Data: adae Table Generation: 890CT2021




Right-to-Left Coverage

Innovative Approach
to TLF Validation

Al processes reverse engineer TLFs and automate
metadata management, with human expertise
providing key feedback

1.  Al-enabled metadata extraction from final TLFs,
instead of relying on human metadata updates

2. Verify generates tables based on extracted
metadata

3. SMEs provide human-in-the-loop (HITL)
feedback, to ensure accurate metadata
alignment

4. Al-enabled validation checks identify errors
missed at earlier stages

5. SMEs review and address issues

Q Beaconcure

Beaconcure introduces an industry-
transforming methodology to produce
validated TLFs

Upload TLF [/ Mock Shell

v

+, +
+ Extract Metadata K o

Compare *

+
\—> Generate Tables + <—|

¢ HITL Feedback

*_ 00 A
Validation Checks *

v

Expert Human Review

#* Verify Al (NER + LLM)
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Q&A

Thanks for participating!

llan@beaconcure.com
Achinoam@beaconcure.com



mailto:Ilan@beaconcure.com
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