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CSV Deliverables

Plan: System Impact Assessment; Validation Plan; Supplier Assessment

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

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

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)

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

*Mgt=management K
Copyright ©2026. All rightsreserved. neat
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Risk part of all Phases

Plan: System Impact Assessment; Validation Plan; Supplier Assessment

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

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

Build
& Test

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)

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

Kneat *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 $

US. Department of Health an
Food ang Drug Administratio

d Human Services
n

Whatis it?

CSA is a framework, with worked examples, on

how to use Quality Risk Management (QRM) to
focus CSV effort.,

Kneat
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QRM Framework (ICH Q9)

Initiate
Quality Risk Management Process

)

Risk Communication

e ‘ Review Events J

Risk Assessment !

A

‘ Risk ldentification J

v

e ‘ Risk Analysis ‘

¥

‘ Risk Evaluation ‘

Risk Control

‘ Risk Reduction ‘

.M 7

‘ Risk Acceptance ‘

[

unacceptable

System Assessments

Risk Assessments

A

Output I Result of the
Quality Risk Management Process

)

Risk Review

r

Fy

sjo0) Juawabeulp ¥y

Risk Reports

<
l
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ICH =The International Council for Harmonisation (ICH), formerly the International Conference on Harmonisation (ICH)
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Example of Risk Level driving Testing Approach

Functional Risk Assessment on GxP URS Reqgs

Risk Level Testing Approaches

(Robust) Scripted testing
High Risk Detailed test steps & expected results
(higher $ to develop/execute)

High Risk

(Limited) Scripted testing
Medium Risk Limited detail & expected results
(lower $ to develop/execute)

Unscripted testing (e.g. Ad hoc)

Low Risk 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

Copyright ©2026. All rights reserved. Kneat
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CSA - Five Things You Need To Know

Risk is based on
the impact to
patient safety and
product quality
measured against
requirement
complexity

=

It can reduce
It calls for the least paper-work by 80%
burdensome with unscripted
documentation testing
approach

It results in
fewer issues
encountered in
Production

FDA & ISPE
supported

®
sl

v Improved Quality and Efficiency
v" Validation Effort Reduced by 30%
v Spending More Time Challenging System

Copyright ©2026. All rights reserved.
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CSV Deliverables

Plan: System Impact Assessment; Validation Plan; Supplier Assessment

.

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

J

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

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)

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

*Mgt=management
Copyright ©2026. All rightsreserved.
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CSV Data — from Deliverables

/ ‘<I System \

(3 Requirement

~— Kneat Docs

/

Schedule

%

File [

L

T £ Drawing /
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CSV Data — from Deliverables

q System Common Entities
L < [5) CSV-21CFR-URS-001
—5  Kneat Docs —
A Site-DWG-001

(3 Requirement

(D Risk X RTM

1 Test Case

Schedule
Copyright ©2026. All rightsreserved. Kneat
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Plan Phase - System Impact Assessment

System Impact Assessment Document

GxP-11 | Is the system used for quality trending, quality matrices and or product review? | No Oqa Syste m
GxP-12 | Is this system used to maintain records of training of personnel? No
GxP-13 | Is the system used for product disposition? (Release /Reject/Disposal) No
GxP-14 | Is the system used for employee identi and access? No
- Core System Characteristics
I ANSWER of any above Question is “Yes”, then system is “GxP - Direct Impact ” If all ANSWER of above
Question is “No’, then system is “Non Impact" and further assessment is not required”
impact Attribute Value Status
PPLC-Steriliser-Line 1 FDI (Direct Impact)
gy e DI {Direct Impact) “~  Approved
» Core oitribute
r
L e e e Software Catego Category,
Category 4 Configurable Software Packages (Configurable COTS) 4 N Eory = ,qu.[o\,'gd
[Note: If the answer to question 4 and 6 is Yes, then category 4 is applicable] Cored b
Category 5 Custom (Bespoke) Software
[Note: If the answer to question 7 is Yes, then category 5 is applicable. l
[Sortware Category I
——— ‘ GxP System so do perform a Quality RA

GxP-11 [ls the system used for quality trending, quality matrices and or product review? | No
GxP-12 |ls this system used to maintain records of training of persennel? No
GxP-13 |Is the system used for product disposition? (Release /Reject/Disposal) No
GxP-14 |Is the system used for employee identification and access? No

If ANSWER of any above Question is “Yes", then system is “GxP - Direct Impact " If all ANSWER of above
Question is “No”, then system is ‘Non Impact" and further assessment is not required”

[1mpact

[ PPLC Fifter Line1 PNI (No Impac) ] \
\> Not GxP System so do not perform a Quality RA

Kneat
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Design Phase - Risk Entity

+ New 52 Risk FMEA

Entity Infarmation Entity Details

m

I} 3
Entity status & version 17 Risk i

V

() 3 NotApproved (0) PLC1-Risk-001

Required core attribute

Lorna WS2 > (2) Computer Systems Validation » PLC-1 > PLC-1 Risks

Function (being assessed)
Core attribute

V

Report data temporarily stored
on PLC before being sent to EBR

Loy
|\(,_9/|

ID of Function (being assessed)
Core altribute

4

. PLC1-UR5-001

= Workspace: Lorna Ws2

Add relationship

General Data

Potential Failure Mode
Core attribute

V

Report data is deleted/modifed
prior to being sent to EBR

Some
PLCs
regist
both

Kneat
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Design Phase — Risk Assessment in Kneat

Risk Assessment

S¥STEM: FPLC-1FPLC to control Sterliser

Product Affected: Produet oo

Leader: Jane Doe

Prepared By: John Smith

Team Members: John Doe; Jane Smith; Larry Smith

Risk |Function |ID of Potential Potential Current Controls Seve |Occu |Dete |RPMN | Owerall Recommended Action | Occurr | Detection RPN Owerall
o {being Function Failure Mode | Effects of rity rrene |ction Risk Level | ltem ENCe [After (after Risk Lewvel
assessed) |(being Failure e (After  |mitigation] |mitigatio |(After
assessed) mitigati m) mitigation
| on) ]

PLCT |"Report r PLC1- Regort data ‘Questicn on Vﬁr 2 ')" 10 Vedism Action 1 Vy b"]1" il ]
- data URS-001 is deleted quality of = Coniral 1
Risk- product (3s .+
001 missing EBR = Control 2

data) =+

=« Control 3

PLCT |'Report ‘ PLC1- Report data Question on Control 4 Vﬁr 2 ¥ 10 Medium Action 2 1 1 5 Lo
- data URE-001 is modifed quality of
Risk- product (as
o2 incorrect

EER data)
PLC1 ["Control ‘ PLC1- Temperature  |"Produat is b’ﬁv 1 1 5 Low WA MiA NI MIA MIA
- X URS-002 is mat not sterilised = Control 3
Risk- controlled =+
003 = Control 6

Kneat
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Build & Test Phase — Tests

* Develop Tests - level of detail based on Risk Level in RA

Test in SPR (SGT)

.......

mmmmmm

Test in Execution

Test Case Entity

uuuuuuuuuuu

nnnnn

Kneat
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Build & Test Phase — Traceability Matrix

D Reset Bed Requirement traceability matrix (RTM)

=+ » PLC-1 » PLC-lRisks

Traceability relationships (+3) vl (@) 'copy RTM' button will only copy items from the current page. Please navigate to
the other pages to copy more items.

Include sub folders for selected items (D)

Report last updated: 15-Apr-2026 08:53:26 (UTC-05:00, CDT)
~ O @ Lormaws2

" N - ility Traceability relationships Traceability relationships
> O (1) Equipment Qualification Unique identifier @ Entity type i Description relationships 1) v = Y Ps <7 = y [
~ O (2) Computer Systems Validation o

PLC1-Risk-001 Risk FMEA Report data © [ PLCI-URS-001 @ 62 PLC1-Risk-002
v O g8 PLC1 Net Approved temporarily stored on Net Approved Nat Approved
Waorkspace: Larna WS2 PLC before being sent Workspace: Lorna WS2 Workspace: Lorna Ws2
O Kneat Docs o EBR @ T PLC1-Test-001
Not Approved
(@] PLC-1 Drawings Workspace: Lorna Ws2
> O = PLCIREQS o4 o
PLC1-Risk-002 Risk FMEA Report data © [ PLCI-URS-001 @ 62 PLCI-Risk-001
~ @ PLC-1Risks Net Approved temporarily stored on Net Approved Not Approved
Workspace: Larna W2 PLC before being sent Workspace: Lorna W52 Workspace: Lorna W52
EE PLC1-Risk-001
& - R @ T PLCITest-001
- ¢ Not Approved
22 PLCL-Risk-002 workspace: Lorna W2
EE PLC1-Risk-003 V V
PLC1-Risk-003 Risk FMEA TX Steri Boundary @ [ PLCI-URS-003 @ 3 PLC1-DDS-002 @ PLC1-Test-006
> O PLC-1 Tests Nt Approved i (start & end) Nt Approv Not Approved Net Appraved Not Approved
Waorkspace: Lorna WS2 Workspace: Lorna W52 Workspace: Lorna WS2 Workspace: Lorna WS2 Workspace: Lorna W52

PLC1-SCHEDULE-001
o8 @ PLC1-Test-005

. Not Appraved
> O (3) eLogbooks Workspace: Loma Ws2

@[ PQ-001
In Fre-Approv
Workspace: Loma WS2

urrent)

@ @ PLCI-Test-004
Not Approved
Workspace: Lorna WS2
@ [ PLC1-URS-002b
Not Approved
Workspace: Lorna WS2

Copyright ©2026. All rightsreserved. Kneat
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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

Copyright ©2026. All rightsreserved. Kneat
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Next Steps
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Features coming soon — as affecting CSV deliverables

Centralised Requirement

Generation

Plan: System Impact Assessment; Validation Plan;
Supplier Assessment

Centralised Template
Data

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

Design

Requirements Mgt

Efficiencies Build & Test: Manuals; Test Protocols; Traceability

CITNGRA  Matrix; Reports; Risk Assessment

Al Test Review

Test Case Mgt Efficiency

Operate & Maintain: SOPs & Outputs (e.g. VMP; h

Security; Periodic Review; Disaster Recovery; Config
Mgt; Incident Mgt; Alarms Mgt) )
N

Assign Executors

Plan/Report; Risk Assessment

Decommission: Retirement Plan/Report; Data Migration

&

Scheduling

Kneat Copyright ©2026. All rights reserved.

Outside Docs

Use of Vendor
Documentation

Al Creation of Documents

CSA Driven Risk
Assessment

Trace Matrices




D vuoare2zs  Kneat GX CSV/CSA Roadmap 2026/2027

Centralised Requirement G :neration
Common /Global Rec

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

Risk Based

Centralised Template Data
Requirements, Tests, Risks etc.

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

Scheduling Outside Docs
Ry Fntityv: Rv Doc Design; Execute;

IENS Boundary View
By Doc; By Entity
Requir ments Management Efficiency Test Case Management Efficiency
In dof Behaviours, Relationships; Filtering In doc Behaviours, Relationships; Filtering

Al Test Review Trace Matrices Assign Executors

Operations

Al Assistant User/Group

Risk Level; Test Type ; Filtering ; Snapshots;

Execution

Al Creation of Documents Use of Vendor Documentation
Requirement, Summary report & Test Documentation Requirements & Testing; Tracing

Kneat
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