INTEGRITY

Change you can trust.




I N T E G R I'I'Y A Consulting, Digital Transformation and IT Quality

business helping Life Science organisations innovate &
transform within a regulated world

Change you can trust.

A ProductLifeGroup Company

Digital Strategy < Delivery <>  Transition & Transformation < Quality

Focusing on root cause, delivering right sized solutions to meet client’s needs and problems
Highly skilled professionals providing a blend of business knowledge and subject matter expertise
Working to any scale with local and global resources.

Pragmatic, risk focused advice and support.

Quantifiable benefits through careful evaluation of business problems & effective management of solution delivery




Integrity throughout

Our success only happens when we value and

nurture our relationships with you, our clients.

Every client has bespoke needs, just as our
services are always tailored to your
requirements, so are our interactions and
service along the way.

We look at your business needs from all
dimensions, sometimes the best solutions are
not seen when looking head on.

Our valued partnerships allow us precious
insights, fuelling future successful outcomes
through innovation.

Dependable, steadfast, trustworthy, reliable -
we know that success is often found in the
detail.

As our name suggests, integrity runs through
the organisation and everything we do, we are
fiercely proud to build quality into our work,
even when no one else is looking.
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Our Vision

........

Our vision is a world where life science
organisations can safely and confidently
evolve their technologies so they can focus
on improving quality of life.

We are a leading supplier of IT project and quality services.
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Life Sciences faces significant challenges in the delivery of Digital solutions
and services

as business demands continue to grow,

increasing integration of business the need for ‘right first time’ software

processes and systems drive.s the need for launches become even more important
better cross team collaboration

increased speed to market and ability to

vendors using off-shore delivery incorporate rapidly changing business
models requires understanding of needs
cultural differences

understanding changes to regulatory
requirements and practices to

acquiring talent more difficult and ensure the most optimal and
having gaps in the delivery model efficient compliance pathway
results in increased workloads and technology leaders need transformation,

reduced quality improving operations and user experience whilst

reducing ongoing run costs




Integrity understands the challenges and can navigate the complexities to
deliver outcomes

deliver on expectations quality & compliance built in be transparent passion for delivery
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We know what it looks like for Through our background in We know what can and does go Consulting leaders have
companies in the industry to Quality, we have an intimate wrong and are prepared to take over 60 years experience
excel knowledge of the Life Sciences the corrective actions. across global industry &

industry consulting organisations

We prioritize our clients' success by Capability to manage, assess and deliver

facilitating effective transformation change

programs and developing efficient

Value without compromising quality

delivery functions. We strive to manage Integrity Experience to manage partners effectively

the needs of both our clients and vendors Capacity to manage transformation

to deliver successful outcomes. programmes, partners & IT service
delivery change & improvements




Successful projects and services are those that deliver the desired business

benefit in a timely manner. The Integrity approach...

...provides clarity & common

understanding of project ...recognises the diversity of stakeholder
objectives, stakeholders, end products and groups and articulating the benefits and risks in the ...of being flexible, integrated and risk-
success criteria language of these groups based
enables a cohesive project team that is ensuring that business users are anticipates project challenges and enable
totally focused on effective ways of prepared for the solution early adoption of risk mitigation
working & outcomes strategies to maximise benefit and

minimise risk

integrated
delivery

Project Validation Project Governance

Managemen ) .
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Integrity’s approach Governance Project & Validation Management validation

to project
management ensures
that the challenges of
validation are tackled
head-on to drive
successful
implementations

Project Delivery Teams

improved
quality

Service Delivery

No surprises

Integrity project managers not only have project delivery expertise, but reduced cost
also detailed knowledge of validation of validation

...and our wealth of experience in
managing complex projects

ensures validation and quality objectives
are aligned with the other project
objectives
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Quali
lity and Compliance



Data Integrity Programme

A patient-centric focus ensures intelligent risk-based thinking. Adoption of automation to establish continuous
control and oversight is fundamental to a robust quality and compliance strategy. Our Life Science experience couple
with our significant engagement in industry forums such as ISPE® and RQA® provides a unique insight into
regulatory expectations and industry best practice.

Patient Centric <) Risk-based and scalable <) Quality first

Data Integrity is at the heart of trustworthy decision making
« Focus on highest areas of patient safety risk
- Establish the right culture
« Management engagement
= «  Multi-disciplined approach to data governance (GxP, Privacy, Business,
e =) InfoSec, etc)
gl PORICES « Flexible approach to risk evaluation (maturity assessment, GEMBA, etc)
REGULATIONS — RULES « Context based Education programs

& —

STANDARDS
COMPLIANC ';(

Improvement Planning

« Focussed on raising maturity to improve over time

« Appropriate balance of technical, procedural and behaviour controls to suit
your organisation




Computerised System Validation

Applying the right approach is key to a successful implementation, whether that is Agile, iterative, or sequential
approach, we will ensure that the appropriate approach and deliverables are planned based on a pragmatic risk-based

approach

Patient Centric <) Risk-based and scalable <) Quality first

Rlsk based Computerised System Validation
Focused on true risk to patient safety, product quality, data integrity and

complexity
STANDARDS - Enabling innovation through a least burdensome approach

COMPLIANC :(

= - GLP, GCP, GMP, GDP, Quality Systems, Medical Devices
6{ P\ s Manufactur.in'g Systems, Quality Systems, Laboratory Systems, Safety
= Systems, Clinical & Regulatory Systems

R ULATIO N - Aligned with vendor implementation methodologies

@ T —— « Truly scalable and value added

Periodic Review
Supporting periodic reviews to ensure the validated state is maintained




Quality as a Service

Quality as a Service is designed to allow the challenges to delivery outcomes to be navigated in a clear and measurable

way

Patient Centric <) Risk-based and scalable <) Quality first

Operate Manage
Knowledgeable Talent Pool Delivery Mindset
Standardised Process True Risk-Based Approach

Consistent Approach to
Validation

Support Not Police

Maintain Delivery Momentum
Implement Common Risk
Appetite Ensure QA Satisfaction Using
Effectiveness Metrics

Resource Optimisation Across
Multiple Projects and Activities

Transform
Introduce Lean Practices
Right-Size Validation Activities
Ensure Adherence to Current
Industry & Regulatory
Expectations

Remove Barriers to Innovation

Drive Value from IT
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Transformation



Digital Strategy

Successful organisations establish consistent ways of working that are aligned to the company’s vision. These ways of
working are underpinned by a digital strategy that connects business operations and provides access to trustworthy
data for effective decision making and compliance

Quantifiable benefits <> Improved business relationships <) Right-sized <) Quality data for effective decision making

Strategic Assessment

- Engage key stakeholders and senior leaders

- Assess maturity of organisation, processes, digital assets, vendors
and quality functions

« Identify best practices and improvement opportunities

Road Map

« Aligned Road Map to company vision and strategy

- Right sized and scalable for the type of organisation

- Raise organisational, process, application, data and vendor
maturity

«  Stakeholder buy in and alignment




Project and Service Delivery

Successful projects and services are those that deliver the desired business benefit in a timely and cost -effective
manner, whilst complying with regulatory and legal responsibilities.

Right projects, Right Way <> Motivating & Directing <> Anticipating Challenges <» Managing Risks <> Communication

Clear Aims

« Understanding of project / service objectives

« Identifying key stakeholders and aligning

« Defining end products

« Defining and delivering to clear success criteria

Effective delivery

Selecting to right solutions and vendors for the organisation
Agile delivery

Managing stakeholders, vendors and teams

Motivating, facilitating to achieve plans and budget




* dablbil. 4 g

Our Services

........

IT Delivery Consulting
Offerings

We are a leading supplier of IT project and quality services.
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Enterprise Platform Deployment

Plan

Process Alignment
and Simplification

RFP Creation &
Process

Implementation
Planning

SOP Creation

Quick Wins

Vendor Selection

Development &
Change Processes

Process
Reengineering

Logical
Implementation
Route

High Level
Requirements

Change
Management
Planning

Test Plan

Delivery
Governance

Landscape and Tool

Assessment

Strategy
Development

Business Case
Creation

Project & Validation
Planning

Communication
Planning

Test Strategy

Support Model

Assure

Tool and Landscape

Assessment

Roadmap
Development

Scoping and
Requirement
Gathering

Project Planning
and Execution

Communications &
Training

Functional Release
Testing

DevOps Planning
and Operations

Functional
Requirements
Creation

Project
Management &
Delivery

Communications
Delivery

Test Script
Documentation

Service Introduction

Validation & Compliance

Requirement and
Traceability
Management

Project Governance

Training
Management and
Delivery

Test & Defect
Management

Knowledge Transfer
Planning

SLC Deliverable
Documentation

Test Execution

Change & Release
Management

Deliver

Service Delivery

Management




Cloud Transformation / Migration

Roadmap Development
Implementation Route
Pre-requisite Assessment

Migration Group Review m

Business Strategy Analysis -

Cloud Transformation

Strategy & Assessment
Overall Migration Strategy
Delivery Methodology Review
Application Migration Assessment
Data Migration Strategy
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Blueprinting & Planning

Requirements Gathering & Validation
Infrastructure Design Oversight

System Transformation / Migration Planning
Testing Scope Review

Programme & Project
Recovery

Rapid Recovery and Stabilisation
Governance Restructuring
Deliverable Realignment

Risk & Compliance

Project Validation Plan Creation
Test Summary Report Creation
System Release Statement

Post Validation Summary Report

Testing

Automated Testing — tool setup / configuration
Manual Testing - script creation / review
Regression Test Execution

Test and Defect Management

Test Planning and Management

Programme Governance
Project Management / PMO Oversight
Vendor / Supplier Management
Quality Assurance / SLC Alignment

Transition Management
Business Change



Service Delivery Transformation

Transforming
underperforming Service
Delivery functions will
not only enable cost
savings but create value
for the organisation

Integrity can guide and support you through the service delivery
transformation

Performance Improvement Plan

Design and delivery of improvement
program required to meet service
requirements. Providing the governance,
reporting, tracking and day-to-day
management of the performance
improvement plan and discussions with
teams and Vendors to undertake change of
personnel and management approach to
achieve success

Performance Review

Gain an understanding of performance
and alignment with service requirements
and/or contractual agreements through
an objective assessment of service
delivery functions

RfP Process and Vendor Selection Service Transition
__Design vendor selection criteria for manage the transition from one service
different types of delivery outcomes — delivery model to a more suitable model
project and service and manage the including enabling Vendor onboarding,
_ selection process through scope Client specific ways support models
definition, selection and contracting through to service handover and
o stabilisation

Service Delivery Management

Augment the Service Delivery Management
function to provide management of delivery
teams and Service Providers through
suitable governance and control




Service Introduction

Successful Service Introduction should be embedded from day one and managed
throughout the project delivery lifecycle

Initiate

- Identify service support
stakeholders

- Define high-level service
delivery and operations
requirements

- Consider service support options

» Consider service introduction
approach to meet requirements
and support options

Plan & Design

» Define the Service Introduction
approach and plan

« Conduct service delivery and
operations impact assessment
(e.g. ITSM, monitoring methods,
backups, etc.)

« Identify required changes to
support model requirements

« Identify required changes to
governance model

- Initiate and agree service
readiness and operational
acceptance

 Develop communications plan

Py
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Build

- Design changes to impacted
service delivery and operations
activities

- Design changes to ITSM and
service operations tools

- Plan support team training /
knowledge transfer

- Prepare Hypercare plan including
handover approach and project
exit / BAU entry criteria

- Finalise changes to support and
governance models

- Progress service readiness and
operational acceptance criteria

@@

Test

- Prepare / implement changes to
impacted service delivery and
operations activities

« Prepare / implement changes to
ITSM and service operations
tools

- Execute support team training /
knowledge transfer

- Enable changes to support model

» Test service readiness and
operational acceptance

- Prepare/update runbooks

« Change to ways of working
communications to impacted
stakeholders

Go-Live

- Execute Hypercare plan and
handover to BAU as per agreed

« Agree open incidents, actions,
risks and issues transfer

- Stabilise - monitor and
undertake adjustments as
required to support and
governance models



Service Management

With deep experience of operating and implementing service management functions and
capabilities across multiple industries, we can support the transformation of your Service
Management capabilities

Service Management
Assessment

Provide an objective gap analysis and
maturity assessment of the existing
capability against a defined set of criteria
and highlights targeted actions against
specific areas enabling decisions on
investment and effort to be made using
business outcome-based drivers

N

Transformation

Undertake transformation of Service
Management capabilities to improve
efficiency, efficacy and allow processes to
support the goal of enabling innovation
and excellent end user service

-

Design & Implementation

Definition, design and implementation of
the governance structures, processes,
tools and roles and responsibilities
required to manage the Service
Management capabilities for the
organisation

Transitional Capacity

Provide expert resources to fill a capacity
gaps, gain control and drive
improvements within Service
Management functions




INTEGRITY

Change you can trust.

If you would like to speak to one of the team, get in touch

Integrity UK Integrity Europe Integrity US
C9 Glyme Court, Oxford Office Village 20 Harcourt Street 1150 First Ave, Suite 501,
Langford Lane, Kidlington Dublin, Ireland King of Prussia
Oxford, OX5 1LQ. D02 H364 PA 19406
uk@integrity.net europe@integrity.net us@integrity.net

01276 58 2123
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mailto:uk@integrity.net
mailto:europe@integrity.net
mailto:us@integrity.net
http://www.integrity.net/
https://www.linkedin.com/company/integrity-project-solutions-limited-ipsl
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