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Imperial College Procurement Process
London
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Imperial College Holistic Validation Approach
London
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Obligations Audit

User Acceptance
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Imperial College Platforms
London
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Imperial College
London

Validation of Cloud Hosted Systems

Validation of System  Upgrades/Updates/Patches Data Integrity Study Design and Build
The recommendation is The recommendation is The recommendation is The recommendation
for the Customer, to for the Customer to use for the customer would be that new
perform a full initial that time to do certain to incorporate data studies/trials would
validation of what would level of testing. integrity tests in the initial undergo testing targeted
be the configured system Consider is how to deal validation and when at the newly configured
in the their environment. with mandatory security testing upgrades. components before going
patches/bug fixes that are live.
released ‘ASAP” Accompanied by SOPs/WI
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Imperial College Validation Model (V-Model)
London

Validation

Validation Plan Summary report

User i User Acceptance

Requirements Testing (PQ)

Operational

Functional Sl Qualification (OQ)

Specifications Jor

Design i Installation

T ——— - —— - -

Specification Qualification (1Q)

System Build

ICTU

10 03/08/2023 Imperial Clinical Trials Unit



Imperial College Validation Project plan
London
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TIMELINE

TASK & Assigned to Working Days | Progress Status May luly August September October November December lanuary
Project Plan Creation Francesco Lala
Project Team Assignment Francesco Lala
Assessment of System Project Team
Vendor Audit Project Team

User/Functional Requirements Specifications URS/FRS |Francesco Lala/Amanda Bravery 50
Traceablity Matrix Initiated TM Francesco Lala 25
Functional Risk Analysis FRA Project Team 25
System Specification Documents Vendor 15
Vendor Support Contract/architecture Vendor/ICL 15
Validation Plan VP Francesco Lala 35
50Ps Gaps Assezsment Francesco Lala/Project Team
Training Plan FL/AB
Training Implementation COSteam
SapPs Project Team
10 Vendor
00 Vendor
UAT Project Team
Traceablity Matrix Completed TRM Francesco Lala
UAT Test Summary Report Dinesh Sivakumar/Francesco
Validation Summary Report Francesco Lala
Validation Sien Off Proiect Team 1
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Imperial College We achieved the Validation on time!
London

Key to Success:
« Define the Process and Team
* Involvement of all key people
« Effective and timely communication
* Vendor co-operation
— Defined upfront
— ITT Demonstration
— Vendor audit
« Documentation — prep beforehand
« SOPs
« Training for all user
« Signing of key documents
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Imperial College
London

Thank You
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