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RBQOM Defined
RBQOM & Change

RBQOM & the “Clinical Trial ecosystem”
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RBOM Defined

B S B N SN IR N N

= Critical process/data
doc.

= Risk identification
= Risk evaluation

= Risk control

Risk communication
Risk review
Risk reporting

Data Quality

Patient Safety
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RBQM & Change

[ Outside Forces }

[ Inside Forces }

Market Changes

preferences

e |ncreased
competition

Social Pressures
* Shift in values
» Crisis

| Regulatory|

« Guidelines

. Laws

+ Patient Safety

« Changein customer

Performance

* Increased
performance

e Decreased
performance

. Need to scale

*  New
roles/departments

« Complex process
+ Complex product
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Adaptive
Change

~

[ What type of change is this? ]

“We've seen stuff like this before”
Least Threatening
Change that has already been experienced before

Low cost,complexity, and uncertainty
Createsthe least amount of fear & resistance for employee

Radically
Innovative
Change

“This is something new for this company”

Somewhat Threatening

Introduction of a practice that is new to the organization
Moderate complexity, cost, and uncertainty

Apt to trigger some fear and resistance for employees

“This is a brand-new thingin our company or industry”
Very Threatening

Introduces a practice that is newto the industry

Most complex, costly,and uncertain

Extremely threatening to managers confidante and
employee job security and could tear at the fabric of the
organization 6




Change Model

Lewin’'s Change Model|

Most theories of organizational change originated with the work of social psychologist Kurt Lewin. Lewin
developed a model with three staged — unfreezing, changing, refreezing to explain to initiative, mange, and
stabilize planned change.
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Unfreeze

Creating Motivation for Change

Announcethechange!

Managerstry toinstill in
employees motivation to change,
encouragethemto let go of
attitudesthat are resistant to
innovation.

Employees need to become
dissatisfied with the old way of
doing things

Manager need to reducethe
barriersto change

Change

Learning New Ways of Doing Things

Employees are given the toolsto
change— new information, new
perspectives.

Managers can help by
benchmarking results, model
behavior, provide training.

Changeis more likely to be
accepted if employees processthe
career readiness for the change

Refreeze

Making the New Ways Normal

Employees may need help
integrating the changed attitudes
and behaviors into their normal
way to doing things.

Managers can encourageand
reward employees for new
behaviors

New employees are onboarded
with the new process
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RBOM & the Clinical Trial ecosystem

Every Sponsor organization will use a “product” to implement RBQM into their trial conduct.

If RBQM is a change that will be managed by a “product” what attributes should that product have that would:
-Decrease the complexity of the change

Change Change
The Clinical Trial ecosystem
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What attributes does

your RBQM product
need to make the

change be more

"\ 1 adaptive and less
<—> innovative?
\_ SN/
=
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What attributes does your RBQM product need to make
the change be more adaptive and less innovative?
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What attributes does your RBQM product need to make the

change less complex?

e el e Adapti
Data Acquisition Change

-Understanding and monitoring risk within your trial requires...data.
-The process of acquiring data can make RBQM more/less complex

-What are the attributes of data acquisition that could make RBQM less complex to implement in
an organization?

Radically
Innovative
Change

Access toa
variety of data, Data that is
clinical, centrally located
operational, etc.

Fully developed
APIs to external
vendor data

Automated Scheduled
imports of data imports of data
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What attributes does your RBQM product need to make the

change less complex?

2 . dicall
Data Transformation SR e
ange Change

-Data Transformation (standards, derived fields, mappings) can normalize disparate data into
something common that can then more easily be used to calculate scores.

-What are the attributes of data transformation that could make RBQM less complex to
implement in an organization?

Established &

: Standards that
agreed upon \YETe]ellgle]S \Egﬁgaa?:?éi gg;zrgrgg are accessible to
standards all studies
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What attributes does your RBQM product need to make the

change less complex?

Data Utilization

-Data ultimately needs to viewed, actioned, analyzed by users.

-What are the attributes of data utilization that could make RBQM less complex to

implement in an organization?
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RBQM = Change
Change is hard!
Therefor it needs to be understood
The change to RBQM does not need to be hard

What attributes does your RBOM product need to make

the change be more adaptive and less innovative?

How does your RBQM ‘product’ fit into your Clinical Trial

ecosystem?
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