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Pharma R&D Challenges

Higher
Drug Costs

Average development $2.3B
in 2022, up by $298M

Narrow
Value Window

Less time to recoup on new
drugs—down 18 months to 9.8

={0]
Decline

Average ROI at historic
low of 1.2%

years

Medical writers face fragmented challenges in content creation
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GenAl Expected to Generate $13-$25 Billion Annually in Clinical Development

McKinsey Analysis, Jan 2024

Expected value annually, $ billion
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Operations B
Medical Nas

Opportunities

1 2 3

Submission - 40% faster regulatory submissions Smart Trnal
Content + 50% improvement in cost efficiency Data Performance
Writing » Two times reduction in quality issues Management CO-pi lot
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Accelerating Clinical Trials with GenAl-Powered Medical Writing Solutions

/\xAuroraPrime

Fundamental
Features

GenAl-Powered Clinical Trial Platform

Global dossier Resitime

recognition Al-Pow.e .red data feedback
Capability

Literature Review Medical Monitoring

Content
» generation

Synopsis Design Patient Profile SECIWANE IS

Protocol Writing Data Listing CTD m2.5 & m2.7

Content
metadata

Quality
control

GenAl

Advﬁnced- Inventory
aln#ytics Clinical forecasting
p’_'a Folms knowledge base

':@:' Smart alerts
: Tailored for earl
Low-code Data Platform actionable = taration

insights
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Revolutionizing Clinical Trials with GenAl: Accelerating End-to-End Medical Writing

Using CSR as an Example

1 2 3

Accuracy Flexible End-to-End
Automation Template Setup Automation
GenAl-powered CSR Easily configure templates for Seamless integration to
writing with built-in quality various documents and TAs, - automate the entire CSR

workflow.

control no coding needed.




Fully Automating End-to-End CSR Writing Process with Quality Assurance

Set Up Template Develop Mock and Draft CSR Database Lock Update, Finalize and Review Approval

First Draft Automation Draft Update Automation

All-in-one template Initiate new study F?ﬁf{i‘gfdegﬁgn

setup per TA/study (potentially auto — H Check-into | Check-out

hase triggered by RIM) [ - T '
p igg y ) B oo TrL e [HE RIM to review
. N TFL summary B

Check-in to '—V Final approval
RIM : in RIM
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CSR: Automatically Generates First Draft by Integrating Upstream Data and Documents

Develop Mock and Draft CSR Database Lock

First Draft Automation Draft Update Automation

Ml Cross-document referencing from Protocol

2l 2nd SAP automation - : Furtherediton :
. initial drafts

Bl TFL synchronization automation Update TFL &
N TR summary [B
TFL summary generation automation L .
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Using GenAl to Auto-Generate Data and Non-Data CSR Sections

Input Sources GenAl Capbilities Auto-Writes Content with Quality Assurance

Lean Writing, Content Reuse, Knowledge Distill * Chapter 1
Non-Data » Chapter 2
Quality Check * Chapter 3
* Protocol » Chapter 4
« Statistical Analysis Plan godica WG & Submg, » Chapter 5
- Relevant Knowledge Base R * Chapter 6
@ Al-Powered ® Ch apter 7
— » Chapter 8
» Chapter 9
« Chapter 10
Data
» Chapter 11
e TFL Data ° Chapter 12
» TFL Mock Shell ..
* Tracker

TFL Summary Generation

TFL Summary Update

Quality Check
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Using GenAl to Batch Auto-Generate Data and Non-Data CSR Sections

- = Template Name A‘
O rg an I Zatlo n - I evel CS R te m p Iate Insert Draw Design Layout References Mailings Review View Acrobat atr Share ~
Fi . but Calibri AaBbCcDdI  AaBbCcD AaBbCcD: AaBbCcL AaBbCcDC AwBbCcDdl  AaBbCeDdl  AaBbCeDdEel  AaBbCcDdEc  AaBbCcDC [EJ
Paste & EoPy't B | I|U 7| 4 . A v == = €= Normal Title No Spaceing Heading 1 Heading 2 Subtitle Subtitle Emph...  Emphasis  Intense Emph..  Heading3 s%'ai%téggge
1. Sections, format/style, writing guidance, variables T P
2. Content reuse from Protocol and SAP configuration Summaryof Clinlcal Safety
3. Content generation examp|eS for GenAl Drug for the Treatment of Patients with Metastatic Castrration-sensitive Prostate
Cancer
Welcome to AuroraPrime Create!
Please initialize settings for the document
LS
Organization
XXX v
Study
001 v
Document type
Stu dy_ I evel d OC u m e nt Summary of Clinical Safety v
Document language
1. Protocol and SAP file upload ) English v
2. TFL placeholder mapping and data sync :;:’:fedbw Generate Initial Draft

3. TFL summary generation automation number:

Confidentiality Statement

The information provided herein contains Company trade secrets, commercialor financial information that the Company customarily
holds close and treats as confidential. The information is beithe assurance that the recipient will maintain the confidentiality of the
information under applicalble statutes, regulations, rules, protective orders or otherwise.

Page 1of5 854 words English (United State) o — — T 50%0

d

[

Copyright © AlphaLife Sciences Group 2024 9



Revolutionizing Clinical Trials with GenAl: Accelerating End-to-End Medical Writing

Using CSR as an Example

1 2 3
Accuracy Flexible End-to-End
Automation Template Setup Automation

GenAl-powered CSR
writing with built-in quality
ole]glife]

Easily configure templates for
various documents and TAs,
no coding needed.

Seamless integration to
automate the entire CSR
workflow.




Flexible Template Setup to Accelerate CSR Writing with No Coding Required

Set Up Template Database Lock

All-in-one template
setup per TA/study
phase

Copyright © AlphaLife Sciences Group 2024 11



Any New Template Can Be Self-configured in 2 Days Without Coding

Organization-level document template Configure Templates From Existing Documents or Existing Templates

1. Sections, format/style, writing guidance, variables
2. Content reuse section configuration (Protocol and SAP)
3. Content generation examples for GenAl

Aurora v Q Aurora v Q

Template Name

Cut ibri - - - A~ - -
. X Calibri 20 - As A 3 A2BbCDAI AaBDCCD AaBbCCD: AaBBCCE AaBDCCDC AsBNCcDMl  AdBHCcDA) AaBCebdEel  AdBMCcDEc AaBbCCDC [‘&;

Paste .;::’:\;z B I u-_ A === Normal Title NoSpceing  Heading] Heading2  Subtile  SubtileEmph. Emphasis  ntenseEmph..  Heading3 5‘,:":%?53“;9 . '
Ko % Welcome to AuroraPrime Create! '
Welcome to AuroraPrime Create!
Title Page<

[ORIGINAL/PRIMARY/INTERIM/FINAL/SUPPLEMENTAL/ABBREVIATED/
SYNOPTIC] CLINICAL STUDY REPORT*

Write Document @ Configure Template

Study Title:« Welcome to AuroraPrime Create!

o

Write Document @ Configure Template

Template Configuration Method

Brief Title:« Write Document  © Configure Template

_ Templt onfgratonWehod Create New Using Current Document v Template Configuration Method
Study Number: Create New Using Current Document v
Study Phase: [Study Phase]¢ Document type Modify Existing Template v
. = . Document type fy g P
Compound:« Template language
" v .

English > CSR Select the Template to Modify

[Trade Name OR Device Identification]:<

« Template name

it Template o1 Template language Template 01 v

[Brief Description]:<

English v
' OpenasaNewDocument @ Overwrite Current Document
ponsor: <’

; Template name

Study Initiation Date:<' .
Template 01 Confirm
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Demo: Effortlessly Create Templates by Extracting from CSR Samples

Autosave (I (R 2 o 20 B - - 0 CSR Template (EN)-config ~ Q, search (Cmd + Ctrl + U) =2
Home Insert Draw Design Layout References Mailings Review View  AuroraPrime Create (testing) AuroraPrime Create (develop) Prime Create Sandbox (J Comments j’ Editing v
1 . H IStO r I Cal C S RS are [| Insert Empty TFL T, Convertto TFL == View TFL Style Library @ @ c ) & palish ',—i’]_'l [l. @ . E' V ‘v(-. i reatior ot E
Er: Canfigure TFL o Convert to TFL Summary - o o -
Start L S Generate TFL Validate TFL Update TFL [3h Translate v Rause Compare Writing Convert to View Insert  A: Edit List of Abbreviations Mew from
th e beSt exal I l p I eS — Create o Recognize TFL [e=] View In-Text TFL Summary Summary  Summary a Documents Documents Instructions Normal Content Variable Variable *° - Template
G | d D t S t AuroraPrime Create (testing env) o
CONFIDENTIAL ; > Nusmber-or Name-CSRY English » Biotech997 ~
1
1

2- “GOOd” CS Rs can be ‘CLINICAL STUDY REPORT"|
loaded to the Word Stwdy Tier-

and structured into N i

H Compound:~ ‘Number or Name- -
TFL Summaries e i Welcome to AuroraPrime Create!

Device Identification]:2

paired with TFLs Indication: - "

Brief iption:= Enter-brief-descriptions
Descrip nter-brief-description’ © Document Writing @Template Design Sampling
Smdy Sponsor:~ 1 "
legal addressm * Associated Study
Study Initiation Date:~ [DD Month ¥YY Y'Y ()= ¥

C5R-Demo-0313

Early Study Termination? | [DD Month YYYY] ()]

3. Easily extracted into
Date: The analyses presented in this report are based on a database lock date
Good Example DD Month YYYY]c

Primary Completion Date:| [DDMonth YYYY] ()] o - Document Langusge (1)

d at ab ase (l | b ra ry) W |th The analyses presented in this report are based on a database lock date o -

[of (DD Month YYY Y]

th e corres p on d | n g [Study Completion ORY | [DD-Month-YYYY]()| o + Import from Template?
Ilil:m.nrl-]}a‘la-kepnrtﬂ The analyses presented in this report are based on a database lock date No -
el lof [DD Month YYYY].=

meta data -
- -

Identifier Number:~
|Pediatric-Investigational | @
Plan Number]:2

* Document Type

Report Date: = | Document Version Date =l o

o [+

1
T.I .
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Revolutionizing Clinical Trials with GenAl: Accelerating End-to-End Medical Writing

Using CSR as an Example

1

Accuracy
Automation

GenAl-powered CSR
writing with built-in quality
ole]glife]

2

Flexible
Template Setup

3

End-to-End
Automation

Easily configure templates for
various documents and TAs,
no coding needed.

Seamless integration to
automate the entire CSR
workflow.




Word Add-in Solution

u AutoSave (@ off ! 0 Demo RSS Mock.docx v »  Search isaacyt

Filee Home Insert Draw Design Layout References Mailings Review View Developer Help Create (testing) AuroraPrime Create (PROD) Create Sandbox Create Nexu

a E] Insert Empty TFL %o Convert to TFL Conclusion = Generate TFL Conclusion 4. Polish (?_) Cite Document @ Vi A EJ E

@ Configure TFL [Q View In-Text TFL 2 Validate TFL Conclusion @) Translate v (I3 Compare Documents Writing Kiaw o Writing

3 Recognize TFL & Conclusion = View TFL Style Library {2 Update TFL Conclusion Guidelines v = Template Guidwelines ~

TFL Al Associated Documents Writing Guidelines General Tools Document Managen Writing Guedelines Gener:

AuroraPrime Create Sandbox

€SS | English @

= TFL Summary

The clinical study involved a total of XX participants, with XX in the placebo group, XX in the YC-1234-01 group, and XX in the YC-5678-01
group. The gender distribution across all groups was slightly skewed towards females, with XX% of the total participants being female and XX%
being male. However, the YC-1234-01 group had a higher proportion of males (XX%) compared to the other two groups.

Shortcut Function TFL Al

In-Text TFl TFL Summary
The mean age of participants was similar across all groups, with an overall mean of XX years. The placebo group had the highest mean age of XX p—
years, followed by the YC-5678-01 group with XX years, and the YC-1234-01 group with XX years. The median age was also comparable across All Statuses (7) v
all groups, with a total median of XX years.«

In terms of race, the majority of participants across all groups were White (XX%), followed by Black or African American (XX%). The YC-5678-
01 group had the highest-proportion of White participants (XX%), while the YC-1234-01 group had the highest proportion-of Black or-African
American participants (XX%). Only one participant, in the YC-1234-01 group, was identified as American Indian or Alaska Native. i ; -

w Overview of Efficacy

. ‘ . .
Table 1 Baseline Characteristics of Participants & Table 1 Baseline Characteristics of Particip..
(All-Participants-Randomized)-

Placebo 'C YC-5678-01 Table 2 Summary of Analysis Sets (All Parti...
(N=86) by (N=84)
SEX
Female 53 (61.6%) 10 (47 6%) 50 (59.5%) 143 (56.3%)
Male 33 (38.4%) 44 (52.4%) 34 (40.5%) 111 (43.7%) ) » Table 3 Disposition of Participants
Age
Mean (SD) 752(8.59) 74 4(7.89) 75.7(8.29) 75.1(8.25)
Median [Min, Ma; 76.0 [52.0,89.0 76.0[56.0, 88.0 77.5(51.0,88.0 77.0[51.0,89.0 2
g,\c}:' i o i i e _ > Table 4 Analysis of Adverse Event Summar...
Black or Afnican Amencan §(9.3%) 9(10.7%) 6(7 1%) 23(9.1%)
White 78 (90 7%) 74 (88.1%) 78 (92 9%) 230 (90.6%)
American Indian or Alaska Native 0 (0%) 1(1.2%) 0 (0%) 1 (0.4%)

Table 5 Analysis of Participants With Speci..

More Operations

Copyright © AlphalLife Sciences Group 2024



Seamless Integration of Document Systems to Streamline End-to-End CSR Creation

p s .
A" AuroraPrime
Document Authoring I Document Collaboration
g Document editing environment:
2" Microsoft 365 & OneDrive
= Seamlessly
- Integrated

Systems for
Enhanced
Productivity

Document Management —I Document Review

Copyright © AlphaLife Sciences Group 2024
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Automatically Pre-Processes and Generates CSR Content When Data Updates

Set Up Template Develop Mock and Draft CSR Database Lock Update, Finalize and Review Approval

First Draft Automation Draft Update Automation

Initiate new study Flijrzgi]aelrderg;tg "

(potentially auto g — Check-into § Check-out f§ Check-into &

triggered by RIM) [ Update TFL & RIM to review RIM
N TFL summary [

Copyright © AlphaLife Sciences Group 2024 17



Pilot Plan




ODbjectives

* Plan and address identified

1. * Product user flow and function 2. _ et ; n
. . : ificati , o requirements in agile approac
Efficiency increase and verification Solution tailoring for q I app
quality acceptance with - Gain confidence inAl- production prediction and - Align on improvements in post-pilot
: generated content quality with . ) and pre-production stage
COﬂfldence client Spec|f|c translation future Worklng mOdel S
memory configured anticipation

Highlights

0 Fast add-in installation

Medical Writer, IT Specialist

* IT Specialist helps to install add-in
from Microsoft App Source following
installation guide

* Confirm the email invitation from user-
end to set up user access and roles

Copyright © AlphaLife Sciences Group 2024

e Minimum data required

e Security and compliance

NA IT Specialist
* Mock data is prepared from public » Standard information required from
source information to experience large pharma via questionnaires (refer
standard version of pilot to GCP Security and Compliance

. : : session for supporting info.)
* Minimum input required for Al example
and content template set-up. Most » Rapid response and fully compliant to
client’s own data are pre-existing (for client’s security standards
example RTF files for CSR)

19



Customization Plan: Tailored Data Set and Template

Project Timeline | Week 1 Week 2 Week 3 Week 4
DI D2 D3 D4 D5|D1 D2 D3 D4 D5| D1 D2 D3 D4 D5| D1 D2 D3 D4 D5
SETUP 1. User accounts Confirm client users for AuroraPrime
1.1 Client provides user emails
1.2 Alphalife enables user access -
2.Configurations Configure environment in AuroraPrime based on input materials

2.1 Client sends materials and provide specifications or requirements

2.2 Alphalife pre-configures template and data-set .-

3. Training Deliver Aurora Prime system training
3.1 Alphalife provides training with hands-on practice -
UAT 4. UAT Conduct AuroraPrime UAT for POC

4.1 Client conducts user acceptance testing

4.2 Alphalife conductsinterations on selected features

5. Communication Communication plan during conducting Pilot
5.1 Alphalife provides Q&A and trouble shoot through Teams or emails

5.2 Weekly meetings for project governance and steering - - =

5.3 Alphalife provides pilot exit report and post-pilot plan

Pilot support team

®) Product Specialist m Tech Support

@Y Provides training services, guides function testing during UAT. @' Deployment, releases, and IT support

@) Froject Manager @) 'ech Lead

@' Oversees planning, execution, and delivery, ensuring the system meets client @' Understand and clarify business requirements; manages technical aspects of project

requirements, timeline, and budget constraints. planning and execution; Al and Infra.



Customization Plan: Tailored Data Set and Template

Data/Meeting Requests

Format

Description

TFL outputs paired

CSR template Word Must have
Finalized statistical TFL outputs rtf Must have
Protocol and SAP Word Must have
In-text/post-text TFL presentation mapping file excel/word If applicable
Historical full CSRs to tune TFL summary prompts (1-2), better to have historical Word Must have

Template is configured per client requirement: selected TA/study phase, or harmonized template

TFL, Protocol, SAP are aligning with the target CSR that to be tested




Standard Plan: Default Data Set and Template

Project Timeline

SETUP 1. User accounts Confirm client users for AuroraPrime
1.1 Client provides user emails
1.2 Alphalife enables user access -
2.Configurations Prepares pilot environment in AuroraPrime
2.1 Alphalife prepares pilot enviroment -
3. Training Deliver Aurora Prime system training
3.1 Alphalife provides training with hands-on practice -
UAT 4. UAT Conduct AuroraPrime UAT for POC
4.1 Client conducts user acceptance testing
5. Communication Communication plan during conducting Pilot
5.1 Alphalife provides Q&A and trouble shoot through Teams or emails

5.2 Weekly meetings for project governance and steering -
5.3 Alphalife provides pilot exit report and post-pilot plan

Pilot support team

®) Product Specialist m Tech Support

@Y Provides training services, guides function testing during UAT. @' Deployment, releases, and IT support

@) Froject Manager @) 'ech Lead

@' Oversees planning, execution, and delivery, ensuring the system meets client @' Understand and clarify business requirements; manages technical aspects of project

requirements, timeline, and budget constraints. planning and execution; Al and Infra.



Thank You

Company website:
AlphalifeSci.com



http://alphalifesci.com/
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