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Agenda

• CSV/CSA Data

• Kneat Entity Data Model

• Demo

• Next Steps
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CSV Deliverables

Plan
Plan: System Impact Assessment; Validation Plan; Supplier Assessment

Design
Design: Requirements; Drawings; Risk Assessment; Traceability Matrix; Programming Guides

Build & 
Test

Build & Test: Manuals; Test Protocols; Traceability Matrix; Reports; Risk Assessment

Op & 
Maint

Operate & Maintain: SOPs & Outputs (e.g. Validation Master Plan; Security; Periodic Review; Disaster 
Recovery; Config Mgt; Incident Mgt; Alarms Mgt; Change Control Mgt; Risk Mgt)

Decom
Decommission: Retirement Plan/Report; Data Migration Plan/Report; Risk Assessment

*Mgt= management
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Risk part of all Phases

Plan
Plan: System Impact Assessment; Validation Plan; Supplier Assessment

Design
Design: Requirements; Drawings; Risk Assessment; Traceability Matrix; Programming Guides

Build 
& Test

Build & Test: Manuals; Test Protocols; Traceability Matrix; Reports; Risk Assessment

Op & 
Maint

Operate & Maintain: SOPs & Outputs (e.g. Validation Master Plan; Security; Periodic Review; Disaster 
Recovery; Config Mgt; Incident Mgt; Alarms Mgt; Change Control Mgt; Risk Mgt)

Decom
Decommission: Retirement Plan/Report; Data Migration Plan/Report; Risk Assessment

*Mgt= management
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CSA Risk-based Approach

Computer Software Assurance 
Guidance

Why issued?

FDA wants industry to use automation, but 
industry was reluctant due to the perceived high 
level of validation effort & thus high $

What is it?

CSA is a framework, with worked examples,  on 
how to use Quality Risk Management (QRM) to 
focus CSV effort.
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QRM Framework  (ICH Q9)

System Assessments

Risk Reports

ICH = The International Council for Harmonisation (ICH), formerly the International Conference on Harmonisation (ICH)

Risk Assessments                   
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Example of Risk Level driving Testing Approach

Risk Level Testing Approaches 

High Risk
High Risk

(Robust) Scripted testing
Detailed test steps & expected results

(higher $ to develop/execute)

Not High-
Risk

Medium Risk
(Limited) Scripted testing 

Limited detail  & expected results

(lower $ to develop/execute)

Low Risk
Unscripted testing (e.g. Ad hoc) 

High level objective; no expected results; 
summary filled in by tester

(lowest $ to develop/execute)

Appropriate records should incl the intended use; Risk assessment; test results; issues; conclusion, who/when; R/A

Functional Risk Assessment on GxP URS Reqs
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CSA - Five Things You Need To Know

1 2 3 4

Risk is based on 
the impact to 

patient safety and 
product quality 

measured against 
requirement 
complexity

It calls for the least 
burdensome 

documentation 
approach

It can reduce 
paper-work by 80% 

with unscripted  
testing

It results in 
fewer issues 

encountered in 
Production

FDA & ISPE
supported

5
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CSV Deliverables

Plan
Plan: System Impact Assessment; Validation Plan; Supplier Assessment

Design
Design: Requirements; Drawings; Risk Assessment; Traceability Matrix; Programming Guides

Build 
& Test

Build & Test: Manuals; Test Protocols; Traceability Matrix; Reports; Risk Assessment

Op & 
Maint

Operate & Maintain: SOPs & Outputs (e.g. Validation Master Plan; Security; Periodic Review; Disaster 
Recovery; Config Mgt; Incident Mgt; Alarms Mgt; Change Control Mgt; Risk Mgt)

Decom
Decommission: Retirement Plan/Report; Data Migration Plan/Report; Risk Assessment

*Mgt= management
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CSV Data – from Deliverables
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CSV Data – from Deliverables

Common Entities

14



VALIDATE 2026

Copyright ©2026. All rights reserved.

VALIDATE 2026

Copyright ©2026. All rights reserved.

Plan Phase - System Impact Assessment 

GxP System so do perform a Quality RA

Not GxP System so do not perform a Quality RA

System Impact Assessment Document
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Design Phase - Risk Entity
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Design Phase – Risk Assessment in Kneat
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Build & Test Phase – Tests

• Develop Tests – level of detail based on Risk Level in RA

Test in SPR (SGT)

Test in Execution

Test Case Entity
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Build & Test Phase – Traceability Matrix
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Benefits of Kneat Entity Data Model for CSV

• Configurability – build entities to suit your Validation process

• Data Governance – build Standardised entities ensuring 

consistency, saving time

• In-app CSA –build & manage Risks within your validation system 

• Save Time - reduce transcription errors; re-use of entities 

• Efficient Design– agile editing outside docs; real-time Traceability 
Matrices

• Change Management – audit history per entity ; assess impact of 

change on systems

• Share data – integrations and data export 
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Features coming soon – as affecting CSV deliverables

Plan

Plan: System Impact Assessment; Validation Plan; 
Supplier Assessment

Design

Design: Requirements; Drawings; Risk Assessment; 
Traceability Matrix; Programming Guides

Build & 
Test

Build & Test: Manuals; Test Protocols; Traceability 
Matrix; Reports; Risk Assessment

Op & 
Maint

Operate & Maintain: SOPs & Outputs (e.g. VMP; 
Security; Periodic Review; Disaster Recovery; Config 
Mgt; Incident Mgt; Alarms Mgt)

Decom

Decommission: Retirement Plan/Report; Data Migration 
Plan/Report; Risk Assessment

CSA Driven Risk 
Assessment 

Trace Matrices

AI Creation of Documents

Centralised Requirement 
Generation 

Centralised Template 
Data

Scheduling

Requirements Mgt 
Efficiencies

AI Test Review

Outside  Docs

Use of Vendor 
Documentation

Assign Executors

Test Case Mgt Efficiency
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CSA Driven Risk Assessment 
Filtering, Colour, Aid to select Risk Level/Test Type

Centralised Template Data
Requirements, Tests, Risks etc.

Scheduling
By Entity; By Doc

Use of Vendor Documentation
Requirements & Testing; Tracing

Centralised Requirement Generation
Common /Global Reqs

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

Requirements Management Efficiency
In doc Behaviours, Relationships; Filtering

Trace Matrices
Risk Level; Test Type ; Filtering ; Snapshots;

Outside  Docs
Design; Execute; 
Boundary View

Assign Executors
User/Group 

Test Case Management Efficiency
In doc Behaviours, Relationships; Filtering

AI Test Review
AI Assistant

Tasks
By Doc; By Entity

AI Creation of Documents
Requirement, Summary report & Test Documentation

Kneat GX CSV/CSA Roadmap 2026/2027
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Q&A
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