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About Company

AlphalLife Sciences leads Al-driven clinical research with
our GenAl-powered SaasS platform. Supported by
Microsoft, Google, JLABS, and Nvidia, and trusted by top
pharma companies, we deliver advanced medical writing
and data management solutions to accelerate drug
development.

Global Network and Support

* Delaware + Shanghai
« SanFrancisco * Beijing
+ Singapore (HQ) -« Taipei

Supported by global innovation organizations

WWQ‘WWW INNOVATION | JLABS

=. Microsoft Microsoft for Startup Pegasus Program

<2 NVIDIA.

INCEPTION PROGRAM

Google for Startups

Selected Customers and Qualified Vendor List

AstraZeneca GSK  Johnson&Johnson

A
€ MsD

© Remecen

X BeiGene €Y mediame  (C)IMPACT

=|QVIA parexel.

Certificates for Compliance

. * * g}‘/‘mi{o
21 CFR Part 11 g'g;,‘;u ANT - N>

GDPR  OUSf IS0 9001 18O 27001




Challenges in Clinical Development
& Opportunities with GenAl




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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Powerful low-code platform enables rapid iteration and development of

new applications to support critical business cases.

Examples of applications built on the low-code platform

o Medical Monitoring ICSR Extraction
A Auroraprlme Synopsis Design Patient Profile Medical Translation

Leading Low-code, Agile, Feature-rich Platform

Visualization
Planning Execution Complete
] _ ] w _ 4 Web Page, chart, dashboard
Literature Review EDC Medical Monitoring CSR Writing Doc Engine Al
Synopsis Design } R } Patient Profile }
Unified API access layer,
Protocol Writing Data Listing Read, parse an‘d generate prompt management,
office files task scheduling
AuroraPrime
Data Model Platform Code Engine
1 pata Platfor ey
. 'omain model management,
Low-code Platform \ atabase storage mapping, Code Sandboxing
SQL rewrite I 2 realtime IDE
a d permission control ntegration and debug consol’
Speed & Agility Flexibility Scalability 2-ways intergration
Rapidly develop and deploy Easily customize and integrate Quickly scale to manage data with other systems
applications. systems. complexity.

\ /
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Fully Compliant with GCP/GxP and Trusted Data Security

Regulatory
Certifications

» Certification Compliance: Compliant
with key standards, including 21 CFR
Part 11, HIPAA, GDPR, I1SO 9001,
ISO 27001, and SOC 2 Type II.

I D HIPAA

21 CFR Part 11 COMPLIANT

ISO 9001

* *
* GDPR *

* *
* 4 x

GDPR SOC 2 Type i
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GAMP5
Verifications

*+ GAMP5 Validation: Conducts Category 5

software validation per GAMP5 V-model
and GCP standards.

* Validation Records: Maintains

comprehensive validation records for
regulatory audits.

Gimp

'

Validation protocol Validation report

Performance
qualification

User reggirernents Risk assessment
specification

Traceability "
Functional Matrix Operational

specification qualification

Installation

Design specification qualification

Trusted
Data Security

* Token Security: Certified hardware
encryption (HSM) ensures secure user and
service tokens.

* End-to-End Encryption: Adheres to zero
trust principles, securing both data streams
and storage.

* Account Security: SSO support, Role-Based
Access Control, and VPN-compatible IP
restrictions ensure stringent access control.

+ Data Backup: Real-time database sync, daily
backups, offsite storage, and rigorous
recovery protocols.
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Client Side Firewall Load Balancing

o
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Database Service Programs
storage

Regulation-
Compliant SOPs

+ Compliant SOPs: Fully compliant SOPs

aligned with Level 3 security and GCP
standards.

« Continuity & Recovery: Regular business

continuity, disaster recovery drills, and data
backup inspections.

SOP No. SOP Title
CR QP-CR-001 PMFIIITMSIIMH
CR QPCRO02  HGRAC Submission
CR QP-CRO03  PrOectPel QA QP.QA-001-F02 Business Unit Code

andChang QA QP-QA-001-FO3 Document Change Form
CR QP-CR-003-F01 Handover| QA  QP.QA-001-F04 Document Regular Review Report
CR QP.CRO04  [ncdentMi ga gp.oA002 e v ey

Requests g QPOADNFo1: Snake Bar L Change Form
CR QP-CRO04FO1 SeVeele on lege

Template mopmm|mnn i

et
CR QP-CR-005 C"‘“"”" a gPMJ—FOZ Audit Report ﬂ QP-IT-003 Data Lifecycle Management

CR:QP-CR-005-F01 PMIM QA QP-QA-003-F04 Audit Certification |r IT-003-F Destruction t
CR QP-CRO0S-F02 A T T e e e A

project apT. Mawaro
CR QP-CRO05-F03 mnnuw OA QP-OADOE  yynagement rr qu.omFm Software Whitelist

cR Fo1 Data Backup Management

CR  QP-CR-005-F05 MM OA ow:um Validation Manag vf DPINWS—FM nusmupnmm

CR Project Arc QP-IT-008 sster Recovery Management

CR  QP-CR-006 Project Do uA QP-QA-005-F02 Traceblilty Matrix IT-006-F numnm«wm and

CR QP-CR006-FO1 Note!oFik QA QP.QA-005-F03 Validaiton Report T QP-IT-006-F01 Rosponspity

CR QPCRO07  HolpDesk QA QP-QA-005-FO4

DB QPDBOO  Projecimi QA OP.OAGSIGS Instalaton Gunit 1T OPAT007 Logging and Montoring

DB QP-DB-001-FO1 ProjectApl QA QP-QA-005-F( Quall IT QPIT-008  Network Securty Control

g g:gmBM;o' :Mm-ni QA QP-QA-005-FO7 Operational Quali IT  QP-IT-009 s«-m-cn-r v pant
QP-QA-005-F08 Performance Qua [T QP-IT-009-F

08 QP.0B.002F02 Medcal Cc m QPQA0050p Paroranco Qut 1T wnmrm oF Recovery Mai..

o mﬂn QA c ne fore] T arron
08 GPOBO0s | PoCiDS OA GPOAQDT . DevstonManadi PD waster Recovery Team a

Tasiac m\ npomnm DMIIMMH PD QP4
D8 QPDBOOSFON pec HE®! Ok OO e ro1 AP P PD. z.QSpﬂnSIbI“ty
o oo, S & $8 T Siitew w (Disaster Recovery Report
06 Grovcos - bambe oA cronoinrnr Mmsemenne  LOgging and Monitorin
B Eihat Smutl & SAARN i o1 LOGGING ‘ g
Do arobooe " bamaon o Gnaaprees peesementie B Network Security Control
B o Liem A o Commamrc %' Business Continuity Mana em
DB QP-DB-007-FO1 NormalRa AD QP-AD-003 Anti-Bribery Poli Rg y g
o8 arosios  DCTDMN AD CPADINM nsectsroce ™0 ,,Busmess Continuity Plan

DB QP-DB-008-F01 DCT Syste AD QP-AD-005-FO1 Visiting Book

y
i TeminalD AD QP-AD-006  Archives Manage Co /
T QPIT00T  procedure AD  QP-AD-006-FO1 Archives Room C 53 usiness ntinuity Drill RQ‘F
Device Priy AD QP-AD-006-F02 Archives Regisira RD
T QPAT-001FO1 CrangeFc AD QP-AD-006.F03 Archives Destroy er Management
Software P Procurement ang RO QP-R!
™ QpTo02 AD QP-AD-007
Procedure Management  RD QPR ace Mana
It QPaTovzFoi UStofAdT AD QP.AD-007-FO1 Vendor Evaluatio
Producion AD_QPADOTF02 Qualfled Vender RO QPRD0GF33
QP-AD00B  Device

RD QP-RDO04  Software Test Process.

3

Managem
FA QPFMm Contract Review
HRGPHRON. R N, RD QP-RD-005  Test Case Management
HR  QP-HR-001-FO1 Job Description . g;;mm
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QP-QA001  Documentation
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A:*c AuroraPrime

GenAl-Powered Medical Writing Solutions




Medical writers encounter fragmented obstacles while orchestrating content

Tight
deadlines

Slow
onboarding

Vast content
and
documents to
develop

\VETIE
copy-paste
across
documents

o Back-and

 Initiation

Inefficient
data and
information
distill

Knowledge
acquisition

Stay up-to-date
research and
development

can be
overwhelming

Inefficient
content
referencing
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forth-content
reuse

Manual
copy-paste
across
systems

Deferred
synchronization
with the latest
content and data
from the source

Thorough
fact-
checking

< Meticulous
attention to
detail

Substantial
manual effort

Logical

irrationality

Inefficient
collaboration Review and
provide
feedback on
time
Using different
tools to review,
comment and

approve

Hard to
manage
versions and
diffs

Formatting
SSIES

Data and
content
inconsistency

Errors
and

mistakes

: Finalization

Hard to
accumulate
experience and
knowledge

Inefficient
grow as a
team

Inconsistent
writing style
across
company



Gen-Al Co-piloted Protocol Research, Design and Writing A* AuroraPrime

3

Al-Assisted Al-Assisted Al-Assisted
Literature Protocol Protocol
Review Synopsis Design Writing

Literature Review Synopsis Storyline Protocol
Accelerated by Al Accelerated by Al Accelerated by Al
1. Al accelerates literature Al 1. Auto-searches literatures, 1. Auto-fills in the protocol Al
reviews by auto-retrieving conducts in-depth reading Al template based on the
data from sources. and recommends key provided protocol synopsis.

elements and SOA
2. Auto-process and 2. Creates a comprehensive
standardize unstructured and A\ 2. Auto-review and list of abbreviations used
structure data assessed handwritten throughout the protocol.

synopsis
3. Easy-adds & configures 3. Auto-generates SoA table
data visualization to various  [AY and description

TA/DA.
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GenAl-Copiloted Protocol Writing Solution A* AuroraPrime

Streamline protocol writing with GenAl: auto-generate full protocol draft, auto-refine grammar and style, and auto-cross-check efficiently to save significant time.

Auto-Generate the First Full Protocol Draft.

1. Auto-Populate Content: - & smart Template
Auto-fill in the protocol based on the GenAl e Custom enterprise adaptability

provided synopsis. e Leverage external insights

e Content recommendation
2. Auto-Generate Abbreviations: GenAl
Auto-create a comprehensive list of -

abbreviations. w= Knowledge Library

e M1l template structures

e Style & variables management
3. Auto-Generate SoA GenAl e SOP guidelines

S o onA 7 FirstDraft  seomamnr 4500 MEEEEENNNNN
SO Utlon Synopsis.

Time Reduction . Time spent using AuroraPrime

. 7 ime reduced using AuroraPrime
drastically %), Time reduced using Aurorap

I'Ed U CeS tl m e 2 ggﬂ}g{:ﬁe nt gtﬁng;gC}(?fﬁgﬁrﬁlagr’ 9 O % .&\\\\\\\\\\\\\\\\\\\\\\\\\\\w Time spent using traditional ways

refinements Time Reduction

In full protocol

ertln . C -Ch k automatic cross-checks O
o g gressCheok ., 70% Rt

Time Reduction
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AxAuroraPrime

GenAl-Powered Clinical Knowledge Base: Protocol Case Study

Protocols CSR, SAP, M2.5, M2.7.3,

. Life Scienchs M2.7.4, Lay Summaries
K oW e X

7 Entity

Empowering Clinical Public Information | A
Trials with Al-Powered i '
Life Sciences

Knowledge Base for
Accelerated Success

Clinical Document
Understanding

Relatio
External protocols

Guiding Principles Attribu

Trial registry and
progress @  Objectives

Site operation database » 4 Endpoints
4

I/E Criteria

Company’s Assets SoA

Previous trial documents

Previous trial data

. Downstream Process ‘ \ I Al-Powered
Clinical Engine For

EDC & Data Mgmt

— N

—r

BENEEITS Enhanced Streamlined E Intelligent Robust # Advanced Automated
Data Knowledge . Content Knowledge Search & Al Content

Insights Generation

Integrity Access Analysis Integration
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GenAl-Copiloted CSR Writing Solution A" AuroraPrime

Accelerate CSR with GenAl: automated content, seamless Word integration, accelerated processes, and revenue growth.

CSR First Draft
8 O% time reduction 09

Gen-Al Efficiency
Automation Boost

DBL
(@ »@ >»©® >»O > & Quality Seamless
Assurance Integration
Setup Template Develop Mock CSR Draft CSR Review & Finalize
» Easy Template Setup * Auto-refer to Protocol & SAP * Auto-generate TFL Summary * Auto-check Quality
* Flexible Configuration for TAs * Auto-insert TFL Mock Shell * Auto-update TFL & Summary * Integrate with RIM & Microsoft 365

GenAl-Powered Automation Accelerate Revenue
1. Auto-populate SAP and Protocol "Every delay costs pharmaceutical
content into data-independent GenAl companies between $600,000 to

sections. $8,000,000 everyday”
2. Auto-insert in-text TFLs, keeping
them synchronized with their GenAl
source files.
3. Auto-generate TFL summaries and Red uce COSt
maintain synchronization with TFL GenAl $2.6B estimated development cost
data. of a single drug over 10 years =
- E————-— = $700K+/day ($21M+/month )
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GenAl-Copiloted Safety Narratives Solution A" AuroraPrime

Automatically delivers precise drafts, streamlines processes, and ensures consistent, high-quality safety narratives.

Customize Batch-Generate Narratives @ Acceleration:
Templates Narratives Completion
Generate the o
1. Enables template customization 1. Auto-generates the first draft - .
with rules, examples, and In minutes by integrating data fl I’St d raft N
medical coding. from EDC and PV systems.

seconds and ’
batch drafts 9
within minutes.

2. Standardizes writing to ensure
consistency and quality.

2. Configures criteria for >
streamlined batch generation.

Automation Process Time Reduction Comparison

Retrieve Data Compared to manual 90% | U2 szartis:
o Ciical — transcription method Time Reduction NN

Database Listings Time spent using

+Recoghnition Draft AuroraPrime

. ific ati Content
Retrieve Data From Classification

SAE oo 9, reeten Compared to traditional 70% %, Time reduced using

® Review, Revise

System - Generation M :nd Confirm programming approach '/ ~ NN  AuroraPrime
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Thank You

Contact Us +1 833-429-9852
Sales@alphalifesci.com

Website AlphalifeSci.com
Linkedin linkedin.com/company/alphalife-sciences/



http://www.alphalifesci.com/
https://www.linkedin.com/company/alphalife-sciences/
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