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Purchasing the right software solution for your research site 
is only half the battle. The other half – and arguably the more 
important half – is driving successful organizational change 
management.

Maximizing the return on investment of eClinical solutions 
in a research organization requires building a well-crafted 
Organizational Change Management (OCM) strategy. 
McKinsey found that organizations with little to no OCM 
strategy realized less than 34% of the expected return on 
investment, while organizations with a well-executed OCM 
strategy gained 143% of the expected return on investment.

To put it simply, if you purchase an eRegulatory platform and 
expect to save 10 hours per week, without an OCM strategy 
you will save 3.5 hours, with an OCM strategy you will save 
14.3 hours per week.

An effective Organizational Change Management plan is not 
only relevant for introducing new technology but also can be 
used for any organizational change you need to implement.

This guide harnesses in-depth industry research, as well 
as real-world examples Florence has uncovered working 
with over 5,000 clinical trial teams who have moved to an 
eRegulatory platform.

Why This Guide?
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When thinking of organizational change, most people 
believe the boss (VP of Research, Directors, Managers) is 
responsible for driving that change.

While change cannot happen without their support, studies 
show that every stakeholder, no matter their job title, has a 
significant impact on successful organizational change.

As you read through this guide for building an 
organizational change management plan for your clinical 
research organization, think how it applies to your role 
and your circle of influence.

If you are the leader in your organization, identify others in 
your organization who are strong candidates for being a 
voice of change in their circle of influence.

Anyone can impact change, and the more “owners” of the 
change throughout the organization, the more likely it is to 
be successful.

You don’t have to 
be in charge to 
lead organizational 
change.
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Lifecycle of Change
It is crucial to understand that every individual in your organization will experience 
change differently. Some may run, others may walk; still, others will need pushing.

However, while everyone experiences the lifecycle of change differently, the stages 
are the same across the board – and it is vital to understand them when building an 
organizational change management plan:

Denial
The individual refuses to believe the change is going to happen. They hear 
about it, but say it will never impact them. 

What does this stage sound like?

“eRegulatory? Yeah right. We’re never going to get out of paper! I’ve been sign-
ing documents on paper my entire career!” 

“iPhone removed the home button? I’m not buying it. I’m sure the next one will 
have it back if we all complain enough”.

Acceptance
The individual realizes they can’t stop the organization from changing. The 
check has been signed; the software has been installed, things are moving 
forward. 

What does this stage sound like?

“Well, the VP of Research signed the check for eRegulatory. What does this 
mean? What happens now!?”

“Oh, the new iPhone doesn’t have a home button either. What happens now? Do 
I keep my current one forever?”

Depression
This is the stage that makes or breaks your change management plan. If 
someone gets stuck here, it is game over. 

What does this stage sound like?

“Well, honey, they moved to eRegulatory at work. This is going to be awful. I 
don’t know if I can keep doing research; all of this new technology doesn’t make 
sense to me”.

“Well, I guess I’m going to have to switch to a different kind of phone. Maybe my 
iPhone will keep working forever. Facial recognition seems scary.”
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Experimentation
Once the individual makes it here, they see the light at the end of the tunnel - 
change is happening. 

What does this sound like?

“Well, I guess I can sign one document on this eRegulatory platform and maybe 
upload my CV.”

“I’m going to go to the Apple store and just try this thing out.”

Decision
The individual decides to go all-in. They’ve tried it and had success. It meets 
their needs and is easy-to-use. 

What does this sound like?

“Okay, that eSignature was pretty easy and faster than before. I’ll do this for 
everything.”

“Hum, that Face ID worked pretty well, and this is a nice phone. I’ll go ahead 
and switch over for a bit”.

Engagement
By this stage, the individual has fully adopted change. The individual is 
bought into the move and has made it to the other side. What does this 
sound like?

“Oh wow! You can also route documents, turn on remote monitoring, automate 
workflows, approve documents, and capture source! This eRegulatory thing is 
great!”

“Look at this cool Artificial Reality feature on the new iPhone! I can have a mon-
key as my face!”
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The goal of change 
management is not 
to eliminate the life 
cycle of change; it is 
to reduce the amount 
of time someone 
spends in the valley of 
depression.
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Three Elements of an Organizational 
Change Management Plan

Clear Processes
An effective change management plan has 
systematic processes that mitigate risks and 
leverages change as a resource for project 
success.

Defined Steps
OCM has actionable, process-driven effort with 
defined work streams of activities and tasks. 
Clearly defined milestones support concise 
step-by-step timelines.

Measurable Results
OCM has templates, forms, checklists, and 
quality measurements that drive the benchmark 
and measure the process.

1

2

3

Building an OCM Plan by 
Harnessing the Lifecycle of Change
The key to building an effective organizational change 
management plan is not avoiding the inevitable lifecycle 
of change, but instead developing your plan to cater to 
each stage of the cycle.

Harnessing the six different stages of change an individual 
and organization goes through when adopting change 
allows you to prepare for the needs across a range of 
emotions, time, challenges, and obstacles.
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An effective Organizational Change 
Management Plan answers the 
following questions for every 
individual stakeholder:

Why are we doing this?

What’s in it for me?

What’s the plan?

Who has already done this?

How do I do this?

How am I doing?

How is the organization doing?

Is it actually helping?



Florencehc.comGuide to Change Management

The key to Organization Change Management is not 
ignoring the lifecycle of change, or the “valley of 
despair.” Instead, successful OCM is building a plan 
that engages the individual at each of those stages.

Fight Denial with Clairty

Lean into Acceptance with Empathy

Overcome Depression with Motivation

Empower Expierements with Capabilities

Accelerate the Decision with Knowledge
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Fight Denial with 
Clairity of Vision

Power of Vision

Essential to fighting the individual 
and organizational denial of change 
is communicating the vision 
clearly and often. Leaders often 
underestimate the power of vision 
in driving organizational change - 
and those who do understand the 
power under-communicate by a 
factor of 10 or even 100.

Establishing the positive impact of 
the change on the individual and 
their unique role in the organization 
drives understanding and buy-in.

Communicating the vision answers 
two primary questions for the 
individual:

Why are we doing this?
 
 What is in it for me? 

Stakeholder Impact Analysis

Successful change requires 
identifying key stakeholder groups 
and the impact on each as well as 
commitment needed from each.

For each stakeholder group, you 
must answer the questions:

How much of an impact will 
this change have on their 
role and responsibilities?

What is the commitment 
level we need from this 
stakeholder group to ensure 
project success?

What is the risk to success if 
this group does not achieve 
our intended level of 
commitment?
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Lean Into Acceptance 
with Empathy

Communicate the Plan

As individuals accept that change is 
inevitable, it is essential to ease their 
fears with a clear and concise plan 
of action.

After answering the question “why 
are we doing this” in the previous 
section, it is crucial to now explain, 
“how are we doing to do this?”.

Individuals want to know what the 
project milestones look like, how 
long it is going to take, and how 
they are involved.

Your organizational change 
management plan should 
communicate what is in it for them, 
what they are expected to do, and 
what success looks like for them.

Build the Plan

Your communication plan must 
include how and when you 
are communicating with each 
stakeholder group - as well as who 
is responsible for that group.

For each stakeholder group, you 
should answer the questions:

What channel should we use to 
communicate? Should it be a 
meeting? Email? Individual visit?

How often should we communicate 
plan updates with this group during 
the course of the change? Once a 
week? Monthly?

What is the purpose of 
communicating with this group, and 
who owns that communication?



Florencehc.comGuide to Change Management

Overcome Depression 
with Peer Motivation

Empower Change Champions

The most crucial factor for someone 
successfully navigating out of the 
valley of despair is to see a trusted 
peer who has “made it through.”

At this stage of the lifecycle 
of change, you want to help 
the individual answer, “Who 
has already done this? Is there 
success?”.

While it is important to share 
success stories from outside your 
organization - your vendor should 
supply you with case studies - 
more critical is having individual 
champions within your organization 
others can look to.

Selecting Champions

When looking for change 
champions, you want to find 
individuals who:

• Are well networked, trusted, and 
respected

• Wants to improve the overall 
organization, not just themselves

• Has the courage to speak up and 
challenge leadership and peers

• Be seen as a “go-to” person
• Have a broad understanding of 

the organization
• Can translate the overall vision 

into “what’s in it for me” and 
“what’s in it for you.”

• Feels passionate about the 
change while being empathetic to 
the fears of the individual.

Engaging Champions

o ensure ownership of the project, change champions must be involved early 
in the process, often before selecting new technology. 

First, conduct interviews with champions and ask how they would solve the 
problem, what would success look like to them?

Involve the champion in selecting the technology (invite them to demos, 
etc.), as well as building the change management and communication plans. 

Have your champions be the “feet on the ground,” identifying resistance to 
change and helping to mitigate challenges - as well as bringing feedback 
and insights back to leadership.
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Training Stakeholders

For each stakeholder group 
determine the answers to the 
following questions:

When do they need to be trained?
Does the training need to happen 
early in the process? Does someone 
else need to be trained before 
them?

What aspects of the new 
technology do they need to know?

How long does their training need 
to be?

What kind of training should you 
provide?
We find hands-on works best.

Do they need to be trained at once, 
or should we break it down?

Training Tips

• Offer in-person if possible, and make it hands-on (physically help them set-
up their new account).

• Make training team specific and time appropriate
• Offer online videos for quick support (your vendor should provide this)
• Train your IT teams on basic support functions since they will often be the 

first contact point for users.
• Gamification works. People get motivated knowing how they are 

performing against others. Make a competition out of the adoption of key 
features.

Start Simple

As an individual decides to take 
the first step and experiment with 
the new technology, it is vital to 
empower them with capabilities, 
while also making it simple, easy, 
and quick.

At this stage, you are answering 
their question, “How do I do this?”. 
The individual wants to know is this 
going to be easy, or is it going to 
require much work?

It is essential to think about every 
stakeholder and the type of 
training they need - it isn’t one size 
fit’s all.

Someone only using one aspect of 
the new technology doesn’t need 
to be involved in learning the full 
system.

Empower Experiments 
with Capability
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Key Performance Indicators

Change often fails not because the 
vision was too big, but because it 
was not broken down into realistic 
success milestones.

Breaking down your ultimate 
success metrics into key 
performance indicators (KPIs) help 
your teams understand where they 
are in the process relative to where 
they should be.

Celebrate each milestone 
throughout the change 
management plan to maintain 
motivation among the stakeholders.

Work with your vendor to 
understand what KPIs you should 
focus on that they typically see as 
indicators of success.

Moving Beyond the Basics

Once an individual has decided to “go all-in” on the technology transition, it is 
time to introduce more advanced features and capabilities to them.

Ensure your vendor has a robust library of self-training tutorials, videos, 
articles, and forums so the individual can learn at their own pace when they 
are ready to expand their usage.

Success Metrics Matter

Clearly show how the organization 
and the individual are navigating the 
change to help someone go “all in” 
on the new technology.

In this stage, you want to be able 
to answer the questions How are 
we doing? How am I doing? Is this 
helping?

Benchmarking where you are before 
you begin implementing the change 
is essential to being able to show 
clear metrics. How do you know 
how far you’ve come if you don’t 
know where you started?

Share these success metrics and 
stories with your teams to keep 
them motivated.

Accelerate the Decision 
with Knowledge
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Technology Change Management 
Requires Partnership Between the 
Vendor, Organization, and Individual 
Stakeholders
Choosing a technology vendor who partners with you to 
drive successful change is essential.

In large, enterprise-wide, implementations plug-and-play 
software models often fail to gain full adoption.

Ask your software technology vendor these questions to 
ensure you are fully supported during the transition:

• How long does implementation take?
• Do you help us rewrite our Standard Operating 

Procedures?
• What resources do you offer?
• What trainings do you offer?
• How is your help desk/support center?

Florence has experience with over 5,000 successful 
eRegulatory transitions at Clinical Research Sites 
around the globe.

Connect with us for a quick conversation about how we 
can design a successful eRegulatory technology adoption 
plan for your organization.

Email us: FlorenceTeam@Florencehc.com


