LT
phuse-share
v connect-share-advance

Single Day Event

Democratizing Ad hoc reporting and insights
for clinicians through machine learning

Allwyn Dsouza & Ankur Mankad
Saama Technologies

phuse.global



phuse

Agenda

D
Introduction
Current & proposed processes
Demo

Benefits & caveats
Future directions and opportunities




p@e Ad hoc Reporting in Clinical Trials

Planning

Analyze historical
data or similar
studies

Determine sample
size calculations
Identify potential
challenges or risks

On Demand

Monitor patient
enroliment
metrics and
screening
outcomes.
Identify strategies
for enhancing

recruitment efforts.

Urgent & Important

Monitoring
treatment
adherence, dosage
adjustments, and
protocol deviations
Track treatment
outcomes, adverse
events, and patient
responses in real-
time

Monitoring

Monitoring of trial
data throughout the
duration of the
study.

Identify safety
concerns, protocol
deviations, and
emerging trends in
patient outcomes,
enabling proactive
management of
trial-related issues.

Deeper Analysis

Analysis

Facilitate interim
analyses

Conduct
exploratory
analyses, assess
preliminary results,
and evaluate the
efficacy and
safety of
treatments

Identify Trends
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Request Review & Requirements Review &
Clarification Clarification
o Raise/ Update . Create/ Update Statistical
Clin —> — > —»
clan Request SEleE Requirements N Programmer N RETEt

A

Review Reports
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i (, BRAIN
i Request Review & Requirements Review & !
! Clarification Clarification i
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inician Request SEleEn Requirements " Programmer i RETEt

A
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p@e Opportunities to leverage Al/ML

Data Retrieval

Programming
e |dentify appropriate source e UseR, SQL, SAS, Python for
datasets & columns deriving parameters, statistical
e Build connections to the source summaries & listings
Preprocessing Reporting
e Data cleaning e Report Generation
e Normalisation e Fit data into report templates

e Append/Merge data points e Visualisations
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Rhuse - Demo - User Experience for Clinicians

# Synapse Al SHERPA : Datebot on SDTM/ADAM data ® R
Patient Narratives Sherpa
lul  SAP Insights
Session1 X +
@ Cognito
Seesion 1 3 Reset . Export

E' Sherpa
= y What are the vital signs recorded in this study?

lul  PIL Generator
E] csrGenerator
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shuse - Application of AI/ML in Ad hoc reporting

Program handler User Interface

> Add/Update |
Query No

A

i > Codeog:ir;?gtlon » LLM + Prompts |« i | i

: P : Lo Run code & !

Query handler| l Yes 4 4 b generate results !

E- ____________ L : : Prompts : i 4 :
| ! ! Generate code < b |
| Query router / ! ! b !
| filter ! ! l Lo Analyse & store :
i ! ! P feedback !
i ] i i Verify code Not ok L 1 i
| ! ! Result vl :
! Query breakdown : : ¢ Ok vl :
: & enrichment i i Errors i i Human in Loop i
] ! ! Run code p| o !
________________________ ! Errors | ! 4 !
| Generate results > Fact Checker : : > Bl il el |

: ! | & results to user :

LLM

Application

1L



huse
phuse  Caveats

0 1 Data Privacy

Ensure strict data anonymization and
encryption protocols to protect
sensitive information

0 3 Data Loss

Human intervention via peer review,
automated reports to check sources
used/unused

Data Misinterpretation

Conduct thorough validation and
verification of the analysis results using
domain experts or ground truth data

Data Security

Implement tight security procedures to
ensure only required users get access
to need-based information
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Time saved

Course

Correction

Key takeaways

Do-It-Yourself

Technology

Leverage

Democratization

Quicker
turnaround
times mean

quicker

decisions

&

Getting a
deeper
understanding
of data helps
course
correction

Reduced
dependency
on multiple
functions

Potential to
leverage
AI/ML at each
step of the
reporting
lifecycle

Insights for
clinicians and
for other
stakeholders
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pQUje Saama BRAIN - Shaping the future of submissions

I::c::::?ce;:t Intelligent Smart Protocol Srgartll_::ata
. o uali
Generation & Risk Mgmt Deviation y
Optimization Real World
] Intelligent SAP to Safety
Intelligent Interactive ToC & Analytics &
Feasibility Modelling Enroliment Data ARM Prediction
& Diversity Monitoring & Patient
Suggestions Smgl;ttﬁtudy Review Auto Narrative SmPC to PIL
P Mapping Generation conversion
Automated
Specification Smart Smart CSR
Generation Suaaestions & Medical Auto Co_de Generation
Chatbot for Glin Coding Generation
Ops Analysts
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