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The New Mindset: Responsiveness
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Dynamic Modularity is the Key Component
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Data-Driven Monitoring User focuses on Study B. All

dash parts interact.
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Data-Driven Monitoring
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Data-Driven Monitoring
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. . The user selects the Risk Score cell for site
Data-Driven Monitoring 10001 and the Site Risk Score Over Time
and Risk Category Score charts display.
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Data-Driven Monitoring
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Second Scenario
Dashboard to Study List



Data-Driven Monitoring
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Data-Driven Monitoring
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Data-Driven Monitoring
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IMPACT® MySites Trial Site
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Data-Driven Monitoring Paul Finney ©)

m User has the ability to configure their page X -
3

User Preferences layout to optimize their working environment by
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User Preferences

Page Layout
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Table Column Order & Display

¥ Study Table Celumns - ..

@

A Site Table Calum
User clicks Hide for Site Name in the Site
Site Information Information section.

Site Number
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Site Name Hgl e
Inwestigator Marmae 15
Country Hida N ..
Assigned CRA Hida
Assigned CMA Hide o
Compliance Hide
Drays Until Max. Visit Interval Hide
Woarkload Hide
Workload (Hours) Hide
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Risk Score Hide
Risk Change Hide
Site Management Quality Hide
Drata Quality Hide —
Set | Reset ] Cancel ]
10 2 14 w0 v

35




Data-Driven Monitoring

Paul Finrey
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Page Layout

fable
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fable

Visualization
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Table Column Order & Display

¥ Study Table Celumns - ..

4 siteTable Colum( Now that the Site Name column has been

set to hidden, when the user clicks Set, the
Site Information

column will not display in the table.

Site Number
Matifications Hide

Site Name (hidden) Shiow e
Inwestigator Marmae Hide 15
Country Hida N ..
Assigned CRA Hida
Assigned CMA Hide o
Compliance Hide
Drays Until Max. Visit Interval Hide
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Data-Driven Monitoring

User Preferences Final outcome before clicking Set. All
changes will display automatically after
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Page Layout

popup closes.
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Taking Action
PAREXEL Empowering Users
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PAREXEL Solution — Empowered to take action

* Unification of Multiple Disparate Systems — Allows insights and singular access flow to
multiple systems (e.g., IMPACT, DataLabs, Clinphone). Leverage data integration for a clear
view.

« Communication/Collaboration — This is a key element to greater efficiency, return on
investment, and fewer risk and workload issues. Multiple avenues in context.

« Standardization of Products, Processes, and Measurements — Building a PAREXEL suite
of products with a common look and feel aids in consistency, relevance, and quick recognition.
This applies not only to devices, but to code/framework, interfaces, and interaction quality.

+ Feedback — Provide a consistent avenue for recorded feedback so that PAREXEL can move
with the needs, wants, and desires of internal and external customers (e.g., user interviews,
usability testing, surveys). This process decreases many stop gaps, including circumventing
the prescribed tool or process.

* Dynamic Modularity — One size doesn'’t fit all, whether in a mobile or office scenario.
Understanding what the consumer wants and values leverages the quality and key strengths of
users.

» Sophisticated Technology Concepts — Combine rather than add to current devices
requirements. For example, remove scanners and provide device to access data and scan.
Phone? Tablet? Laptop? They all have scanning ability that can be integrated.



Collaboration/Contact Scenarios in DDM

+ CRA sees that there has been a significant change in a site and needs to contact COL.

 CRA sees changes in several sites that will necessitate need to change travel plans/or to
request help for visiting the site — contact the COL or possibly LM.

* CRA has a notification showing in DDM that the monitoring plan requires an email to COL, or
other team members — the ability to initiate that email from within DDM would be very helpful.

» If the CRA could have IMs, and possibly invite multiple participants (CMA/COL/ maybe even
PL or LM), this would be very efficient; there is the potential for quicker resolutions.

* The PQL (Project Quality Lead) will also have access to DDM for a study they are responsible
for. There could be times when the ability for them to contact a CRA/COL directly would
potentially save a lot of “email questions” regarding decisions the CRA has made for site visits,
etc.

« COL should have ability to contact CRA/CMA directly from the tool — this is actually a feature
that will be used very frequently; the COL will frequently reach out to CRA/CMA with specific
guestions/actions needed regarding the sites.



CRA Mobility Needs

A highly tailored, modularized, intelligent mobile solution that provides
CRA'’s with the right tool at the right time for trial management.

Configure the CRF

ﬁ p Drug inventory tracking

Chatter/community with other
i Q cCras

Issue Reporting and Tracking I-I
V—
N —

Patient Data Validation g
-
Calendar/Scheduler m

D |'¢" Real time data and sensor
. L2\ integration
Reminders and task alerts
5 Research materials (trial,
o _ drug, disease, etc.)
eVisit/video conferencing

Analytics and trend analysis




Let’s Talk Site Investigator

Site Investigators have a competitive nature. They like to achieve or even
over achieve. Engaging this mindset and their strengths is important.

|

They want their sites to:

Be the fastest
Have the fewest queries
Have the lowest screen failure rates

A Site Investigator’s dashboard would:

Be a time saver for sites
Have actionable links to open queries
Provide insight into their site’s performance

— —

dashboard

A

enrollment scorecard

-~ N

\



Process to Success

Human-Centered Product Design & Development
4
User-Centered Design Working with SME,
,
User and Task Analysis User Stories O BASDEY
& Story Maps
Activities: Documents Team I - —
1. Interviews 1. User roles 1. Lead: <
2. Contextual detailed BA, UX, )
Observation 1. Map of user Product
} 3. Focus roles to Owner
Groups functions 2. Supporting:
2. Personas Stakeholders V‘S/iFEffaBmesd&
tory Boards
, SMEs Ux:
Designed
\ Enough? User Testing
All team members invited
p Backlog Prioritizing & Sprint Planning
User Stories & Sprint e
Activities: Documents Team v ==
1. Write user 1. Story Maps 1. Lead: —]
stories and 2. User stories Product ‘ $r°gl°;ed,Cha”ge
create maps 3. Low-fidelity Owner, UX, o - esien
2. Prioritize Wireframes Users, BAs & Developers
essential 4. Work flows Developers
work 2. Supporting: ux:
3. Write high- Stakeholders, Developed
level stories SMEs ConEsl Agreed Change
To Ul Design
\. \ User Testing (retest as needed)




