Full life-cycle Acceleration of Clinical Trials
with a GAI Multi-agent System

A Paradigm Shift in Medical Research

Trial Design Data Collection _ﬁ: Data Analysis Report Generation

Planning w Validation
e Agent aYs Agent

Data Flow Document Flow

On-site Activities Xing Li
Chief Executive Officer
Deep Intelligent Pharma



jent Pharma













|n modern.e

‘nica ,, tr 1al S‘ = erVigﬂr
wﬁ::_—::,_

e i — [
= — - - . — 2R TR
I T — - “
(s Ta— T = - (UMITEE - R —
& - iE: = S - m =" =]
3 lii E 2= fmn = =
= - : == = b A - ——t—
St b i - — i e R | SE = 'S pat
- 5 = - W — . o
= i, T = - ool = e s ==
- i = —— == "=
T . -. PRI == [ Sy — 5 -—— [ — - -
. . ] T e i - E—
_—'-“'—-IE__ = — 1T T, ——— e - . e '-—-.-_ - T
J == = L - St = - |
| E = o — — . |
1] EE RS =
L —
—

e
f

_ fu_HIi\'liilliiﬂ'lli

it
U]

{10

-—
Hddaaa

gy
i f/

S

s_overSeesrebothc teams

{

s




The Core Components of Modern
Clinical Trials

Trial Design

7
7

Crafting smarter, more efficient study protl_ |g

i

Data Collection

Enhancing patient recruitment and gatheri iar quality data.

Data Analysis

Automating and accelerating the path to insight.

Report Generation

Streamlining the creation of requlatory documents.

Generative Al is not just an add-on. It is the core engine revolutionizing each function.
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i:l DeepCapture

@ eCRF Design
=] Data Collection
» Coding
@ Study Setting Hello there!
e Bt How can | help you today?

Data Management

25 Auto eCRF
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RMX-201 ECRF BUILDER

Al-assisted workflow

RNX-201 workflow builder
Production CRF configuration workflow

STEP1 i STEP 2 STEP 3 STEP 4
Protocol Visits Forms Variables
In progress

1. Upload protocol

>

Drop protocol PDF or browse

Annotated PDFs work best. Tables and revision logs are extracted.

Analyze protocol

Ingest PDF Detect key entities Summarize objectives
Extract headings & tables Sponsaor, Pl, dosing arms Primary & secondary

Run the analyzer first to unlock visit and form planning.

® Al-assisted steps

STEP S

Workspace

Build schedule anchors
\isits, assessments, PK
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K-doc

Published Unpublished 10 (I Customize Columns v + Add Workflow

Workspace

() Search

§ Name Status Creator Creation Time
4 Ask Al

% Workflow 2 SAS Agent n Done HY May 24, 2025

Data H TLFs Generation for Diabetes Trial \> TLFs Agent i May 23, 2025

(0 Knowledge
Mapping Agent for Oncology Indications Agent Jone May 22, 2025
(®) Variables

Deep Search for Literature References Deep Search Agent 3 May 21, 2025

Settings

0O Trash = Summary Writing: Hypertension Study ve 3= In Process May 20, 2025
@ Help
Adverse Event Reconciliation Agent or May 19, 2025
Clinical Study Report QC CSR QC May 18, 2025
Graph and Table Auto Generator TLFs Agen ) May 17, 2025

Endpoint Mapping Validator Mapping Agent May 16, 2025

Signal Detection Literature Monitoring Agent Deep Search Agent done May 15, 2025
DIP
hy@dip-ai.com
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Data Sources Layer
Third-party Data Sources
EDC System v Experimental Data
Electronic Data Collection v ePRO Data
CRF Data v Imaging
Data
Daily Auto Download Import
\AI Automation Laye
AI Agent
Daily Automatic Download Feedback Correction

Scheduled Tasks

Data Import

l

\ Data Center Layer

Unified Data Lake
Integrates All Data Sources

v Review Process Layer

Data Management Review
v Data Completeness Check

v

Medical Review
V Clinical Logic Check

¥ Data Integrity v Safety Review

v Consistency Check

AI Intelligence Analysis

= Real-time Monitoring

= Entry Trend Prediction

= Quality Index Analysis
= Risk Warning

Exception prqxessing Layer

Exception Identification
A AI Intelligent Detection
A Data Anomalies

A Logic Conflicts
A Missing Values

[

Warning Report Alert Notification Alert Notification
/ Team Collabo*tion Layer *
2 PM 2 cc 2 CRA
Project Manager Clinical Coordinator Clinical Research Associate

\ \Qlality Control LV
B Data Query

Data Validation

< DIP

s @
.q : Deep intelligent Pharma

Intelligent Clinical Trial Data Management

& Analysis System

DIP #L%%






=-doc

Published Unpublished 3 (@ Customize Columns v + Add Workcflow

Workspace
1 Search
& Ask Al Name Label Status Creator Creation Time

Rs Workflow 2 Ayumo PMDA Consultation Document Preparation PMOA Consultation Jone HY May 14, 2025

Data g Type 2 Diabetes Management Protocol Frotocol May 10, 2025
O Knowledge

Multi-center Lung Cancer Screening Protocaol Fratocol hMay 10, 2026
(®) Variables

Advanced Metastatic Melanoma Treatment Protocol Fratocol Jore May 8 2025

Settings

0 Trash g Phasea Il Breast Cancer Immunotherapy Protocol alooe) In Process May 7, 2025
® Help
Oncology t : 53 May 6 2025
Adverse Event Documentation porl 2% In Process May &, 2025
Renal Cell Carcinoma Combination Therapy CEd Done April 30, 2025

Colorectal Cancer Treatment Comparison CSR ome April 30, 2025

Pancreatic Cancer Phase |l Trial Results Cs Daoneg April 30, 2025

-
hy@dip-al.com




- Al-Driven Regulatory Documentation Authoring o DIP

) Deep Intelligent Pharma

CTD / regulatory bucket [Primary inputs we leverage Al support (what we automate)

CTD Module 5 SDTM/ADaM, TLF shells, SAP, protocol, First-draft sections, auto-TLF captions & cross-references, adverse event narratives, consistency
patient profiles checks
AE/SAE listings, MedDRA terms, subject
CTD Module 5 (within CSR) prc{files . / Structured per-subject narratives with templated phrasing, chronology, de-identification
Clinical Overview (M2.5) CTD Module 2.5 All study CSRs, summaries, literature Cross-study synthesis, benefit-risk storyline, evidence tables, automated referencing
Nonclinical Overview (M2.4) CTD Module 2.4 Nonclinical reports, tox/pharm data Species-by-endpoint summarization, exposure margin tables, weight-of-evidence text
o Regulatory interactions (FDA/EMA . . . . .
Briefing Book (BB) mfetings)y (FDA/ Key questions, CSRs, new analyses Q&A drafting, “top-line messages,” appendix automation from source tables
Investigator’s Brochure (IB) IND/IMPD dossier / trial docs Nonclinical + early clinical, safety signals  Section drafting & updates, change-log automation

Corporate template, endpoints, schedule of

Clinical trial documentation Drafting visit schedule & procedures, endpoint wording, inclusion/exclusion logic checks
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activities
Publication (Manuscripts/Abstracts) Scientific communications CSR + TLFs, journal style guide Draft abstracts/manuscripts, reference insertion, figure legends
CTD Module 5 (blank/annotated) Protocol endpoints, CDASH/CDISC CRF field drafting, SDTM annotation suggestions
Region-specific forms, summaries & . e . .
Prior submissions, templates Shell generation, conversion & QC for leaves
reports
Development Safety Update Report (DSUR) Pharmacovigilance (dev. phase) Safety DB, exposure, cumulative listings  Interval & cumulative summaries, risk sections, graphical summaries
Periodic Safety Update Report (PSUR) Pharmacovigilance (legacy/regional) ~ Safety DB, literature Draft narrative sections, signal summaries
Periodic Benefit-Risk Evaluation Report . ) _ - o _ _
(PBRER) Pharmacovigilance (post-marketing) Safety DB, exposure, literature Benefit-risk narrative, signal evaluation, labelled vs unlabelled analysis
Risk Management Plan (RMP) / Risk Control _ o o _ N
Regional PV plans (e.g., EU) Safety concerns, epidemiology, PV activities Safety concerns table drafting, additional PV/RMM proposals

Plan (RCP)

Al High-Value R&D Writing

DIP Confidential



- Case Study #1 — Full Protocol Writing Including SOA Table & DIP

N
‘§=. Deep Intelligent Pharma

Immunorock was established by Kobe University to facilitate the “bridging” of innovative °®
: : . . /  \ Immunorock
discoveries from academia to industry

Project Scope —§EE, MEHEOL E1—EBEEEYETUEN DS LEATEYET, | EREASETOELEEEL
FAS, MHEEETRS T FORBEEREETOAENWELED S, LALECIESICREL RS CIERE
WTWETDOT, SEQAIIZLZEETARELEDERELYEL -,

Al-authored Phase I/lla clinical trial protocol for novel triple- = F==FAETTEEERE N, ADFELDEBEFA>THRNED- T, BHIOFFT FTNETT
REAELhEC & CEML T Y ET,

combination cancer immunotherapy. BEY LEBEREAOBTHRAMAAT, FOR—RTTA ML (B) EEETE LY, MG Y OREN - 3
HEBERAT 4y "B ERZTHY £,

. Two days ago, | mentioned that multiple reviews and revisions might be necessary. However, after
Outstanding Result _ _ . |
our team members examined the draft, they found it to be of very high quality and thoroughly

comprehensive, leading us to conclude that no further Al-generated revisions are needed.

PMDA approved the protocol in a single review cycle
_ o _ We are truly impressed that this document was produced entirely by Al, without any manual edits,

with zero revisions reqUIred and yet has already achieved such a high level of completeness in the initial draft. Compared to

reading the materials ourselves and creating a protocol from scratch, we believe there was a

significant benefit in terms of both time and effort.

Al High-Value R&D Writing

DIP Confidential
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Ayumo is a Japan startup with headquarter in Osaka. It develops cutting-edge Al-powered gait analysis technology.
Their system, like "Dr. Walkie Plus," evaluates health conditions by analyzing how a person walks in front of a
camera, leveraging proprietary deep learning models and medical insights.

Ayumo faced the critical step of a PMDA consultation. This required:
Robust clinical trial protocol and Statistical Analysis Plan (SAP).
Clear justification for key decisions, especially the primary endpoint.
Addressing potential regulatory concerns proactively.

DIP provided endpoint analysis and strengthened protocol & SAP using Al.

Facilitated in-depth analysis of primary endpoint selection (Accuracy Rate vs. Sensitivity), balancing
clinical utility and PMDA expectations.

Ensured rationale addressed prior PMDA feedback (e.g., minimizing false positives).




EMBRACING
CHANGE
TOGETHER

Reshaping Pharmaceutical R&D
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+ Follow DIP on LinkedIn .

* Fill out our quick form

« Stay updated on latest DIP news
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