AAAAAAAAAAAA

Al Vision &
Roadmap

A

Kneat




. VALIDATE 2026

Speakers
Ruairi McGarry Gillian McMahon
Product Manager Senior Product Owner
Kneat Kneat

Kneat Copyright ©2026. All rights reserved.




. VALIDATE 2026

Agenda

* The Strategy

« Data Privacy/Security

« Al Roadmap & Deep Dive
« Demo With Gillian
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Al Enhances Kneat Gx Efficiency Further

Life Sciences requires Al that is controlled, compliant,
and grounded in data integrity

Benefits

 Faster content (protocols/reports) generation
» Faster right first-time review cycles

* Instant comprehensive data insights

« Enhanced compliance standard

« Shorter cycle times
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GRID: Al-Driven Precision Across the
Validation Lifecycle

Generate Review
o Al-driven document and ¢+ o Al augmented quality and
* test creation compliance checking.
* o Reduce manual authoring o Automated QA checks
* effort while enforcing * and deviation detection

consistency completeness K t o Al-assisted compliance scoring
and compliance n eq

Interrogate Develop
6’ o Flexible context aware insight o Continuous system
extraction. improvement. .
CQ o Natural language querying of o Learn from user behaviour

o Adapt compliance models
and improve first draft quality

validation data
o Smart dashboards/complete APIs
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Al Workflow B oo

Agents ;
...... Edits
......... : O REVIEW

‘ +¥  GENERATE
: . : : Draft
. neat
Regulations & o Kneat N Documents, .
Guides Al Validation ' —) Agents . Entities, N
Expert ’ Projects
A v
‘ '@‘ DEVELOP
SOPS \ Historic ool L OO bvssossoseovsoret SNV IPORORRRRORROOOS (  Awproved
Documents
Edits Used to Evolve Al

I Documents I I Templates I
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What's Core

Maintaining Customer IP

Data Segregation

Access Control

Never Training Foundation Models
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Kneat Al: Current and Upcoming Capabilities

Available

Al Kneat
Expert

Ask questions
and receive
instant guidance
on the platform'’s
features and
functionality.

Data API

Large-scale data
accessibility to
support owned
Al initiatives.

Al Translated
Ul

Multilingual user
experience
through Al-driven
translation of the
platform
interface.

Early 2026

Al Review
Assistant

Automatically
identifies and
prioritizes items
that require
human review,
increasing
efficiency and
reducing manual
effort.
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Validation
Summary
Report
Agent

Query data

using everyday
language, making
analytics more
intuitive and
accessible.

Authoring
Agent

Create and
refine
documentation,
reports, and
validation
content
automatically,
ensuring
consistency,
accuracy, and
compliance.
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Authoring Agent
Al generated Requirements and Test —
docs, Project Builder Agent
Al Generation of all Documents
for a Project

VSR Agent
Automated Generation of the
VSR

Generate

Al Review Al Validation Expert Compliance Review

ideli Agent
Assistant Regulatory Guideline Ag :
Identification of Chatbot Pre-Submission readiness

Document Review Agent assessment
Completeness and .
: . Al Analysis of Content to
Consistency issues ‘dentif tontial i
within In Test Docs identity potentiatissues

Review

2026 R1 2026 R2 2026 R3 2027 R1 2027 R2 2027 R3

()

o+

& Analytics & Bl Agent )

o Creation of Reports / AR

= Dashboards thro Al Interactive Al Expert to instantly

ot ashboards thro retrieve evidence and suggest

= Requests ' sugg

£ responses to auditors.

o Risk Scoring & Task Prioritization Agent Proactive Compliance
9 Evaluates Change Impact & Risk, Analytics

g Recommends task Prioritisation Mining data to identify trends
()
()]
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Validation Summary Review Agent

Structured, Inspection-ready overview of
validation protocols:

* Issue Summary
« Test Summary
« Executive Summary

Al Creates
Validation the
Documents sections in
& Generate the

Section Document

Al Agent

Selection Selection

Selection

document
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Al Validation Expert

Rapid access to global life science regulatory guidance while maintaining clear
boundaries as a knowledge navigator not a decision-making authority.

The system retrieves and presents precise, traceable excerpts from approved

sources (FDA, EMA, ICH, ISO, GAMP, etc.), delivering contextual insights with D Knemtburt RS0 Ever
Harvard-style citations while operating strictly within a governed knowledge A pousrd gty g
rom global agencies (FDA, EMA, ICH,
base. ISO,GgAMPanPéolhersj.
[3 What is the diffi to
" between CSV and CSA? " validation?

High Level Capability

It centralises fragmented regulatory frameworks into a single, searchable il el I Bl <o
interface that accelerates validation workflows, improves visibility, and

enhances understanding through accurate, source-backed guidance.

Primary Value

+ Reduces time, inconsistency, and risk in regulatory navigation
+ while strengthening audit readiness,

+ preserving SME accountability, and

+ ensuring all outputs remain compliant, controlled, and transparent. e
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Authoring Agent

An Al-Assisted Validation Authoring Capability,
fully integrated within the Gx application

High Level Capability

« Secure use of customer-owned validation documentation as inputs,

« Automation of drafting, extracting requirements and test cases, and

+ Standardising terminology to ensure consistency and alignment with regulatory expectations.

Primary Value

\_,7 . —_—
'- -——

- Icmle

Enables teams to focus on

higher-value validation &
& document review CyC|ES Improves global consistency qua“ty decisions
Kneat
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Al Review Agent

Improve accuracy and reduce time spent reviewing content

Review In Progress \/ O Version:2.0 v (O Comments

Automatically flag what needs your attention most, ;
letting you focus on critical decisions rather than
routine checks and review. o

Total observations found: 14

Al Review Assistant X

Category Vv Location v

v Flag blank cells
v Missing evidence/attachments

v Logical mismatches o irismaek
v' Data inaccuracies

1, Column Actual Result

° Completeness

Missing required evidence attachment for recovery time data

Location:
Section 2: Upset / Recovery Testing - Open Door, Table 1, Row
4, Column Actual Result

Consistency Check
o

Expected alarm after 1 minute delay, but actual shows alarm
after 3 minutes, yet marked as Pass

Location:
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DEMO
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