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Intelligent Study Build
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Marvin ePRO is a ODM native tool import files generated by the EvidentlQ Composer -
Composer
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B e_visit2* - "Visit 2" Oi_aerel - "Relationship to Study Tre... Boip: i_k_kss_pain_rest

@j_aescong - “Congenital Anomaly ...

» B e_unscheduled - "Unscheduled Visit" Name: Rest pain
e n e ra p p ro a C »Be_cm* - "Concomitant Medications” Oj_aesdiab - "Disability or Permane...

DataType: integer ~ SASFieldNal

»@e_ae* - "Adverse Event” Oj_aesdth - "Death” - SAS:"AESDT.. SOSVar
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<Be_ds* - "Disposition” ©i_aeser - "Serious” - SAS: "AESER. Length: |2
»@f_ds* - "Disposition” Oj aesev - "Severity" - SAS: "AESE... Binary:  No -

1 ~@e_diary* - "Pain Diary" Oi_aeshop - "Hospitalization (initial ...
1- C rea te -I:O rm S I n th e C O m DOS e r » @ f_subjcopy* - "Subject Details” Oi_aeslife - "Life Threatening" - SA.. Questions
. ~ & f_diary* - “Pain Diary" @j_aesmie - "Other Serious (Import... ™ e
Wh | Ch ge n e rates a n O D M X M I_ ~ @ g_diary* - "KSS PT symptoms” - SAS: "KKPTSY" Oj_aespid - "AEID" - SAS: "AESPID... ©

= g Pain duri tin the sitti
. O _dt* - "Measurement date" - SAS: "MSREDATE" (date) Dj_aestdat - “Start Date" - SAS: "A.. en: [2ain cufing restin The s ©
ﬂ |e i k kss_pain rest” - "Rest pain" - SAS: "KKSZREST* (integer2) | ©i aesubterm hidden - “Subterm® .. i
+ @i k kss_pain walk® - “KSS Pain Walking” - SAS: "KKSZWALK" (in @i aeterm - "Adverse Event Term" ..

Upload ODM X ML into Marvin ks ol - “Does ke fol noml” - SKS ‘KKKSNORM asen - g+ sne ne e |
The eCRF which follows the
ODM structure will appear on Marvin

the screen
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- That's why EvidentlQ opted for
the import method using the ODM-
XML approaCh A O Pain Diary 4/14/2023

A O subject Details H Symptoms

Measurement date * B mm/ddlyy

Pain during rest in the sitting or lying position
’ O Pain Diary 4/13/2023 : 0 1 2 3 4 5 6 7 8 9 10
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Demo
ODM XML export from OSB and into Marvin

EVIDENTIQ



Challenges for a smooth import from OSB to Marvin

Missing vendor
extensions

OSB sponsor
extensions

Missing conditional
dynamics

Form based
export

Lack of checks
between systems

Marvin is using vendor extensions to
circumvent ODM limitations, e.g. display
styles items, codelist etc.

Marvin cannot process sponsor extensions
from the OSB.

The ODM XML export contains only the
form without any dynamics or data checks.

Marvin imports only full Study Definitions
and requires the Event.

Marvin lacks the ability to detect changes made
to the eCRF templates, and it doesn't verify if
they still adhere to the standard in the OSB.

Prior to uploading
to Marvin, the ODM
XML requires
postprocessing.

We need to
integrate software-
specific
enhancements with
our in-house eCRF
designer tool.
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Intelligent Study Build

The Power of Collaborating with

OpenStudyBuilder consistency
Automated build

® o © o

Introducing the Oracle The Magic of Revealing the Clinical Validation Rules
Apex Tool Synchronization One Study Design and Custom Rules

User Acceptance
Testing

Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Form design, visit The Power of OpenStudyBuilder

structure and rules OpenStudyBuilder’s
(OSB) capabilities,

Study design flexibility detailing the creation of
visits, forms and form
items, and the

Less manual effort relevancy of OSB's
extensions for defining
complex validation

Reduced regulatory risk rules

Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Live Video
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Common data Collaborating with consistency
We go deeper into the

collaboration with
Consistent metadata EvidentlQ, ensuring

consistency with a

common data structure

Single data structure for eConsent and eCOA
forms

foundation

Direct mapping between vendors

Oracle Global Centre of Excellence
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Live Video
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API integration and Introducing the Apex Tool

Jutomated Oracle Apex bridg'es-
OSB and Oracle Clinical

workflows Fast data transfer One, emphasizing the

efficiency of
automating data
Seamless integration transfer

Reduced human error

|
Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Live Video
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= Clinical One Digital G y Automati

{2y Home

B R e B . W WA

£ SORto Clinical One

Go Actions ~
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Data The Magic of Synchronization

synchronization and The synchronization
. process is initiated in

automation tools Easy data sync Oracle Apex,

transferring the OSB
study design into Oracle
Reduced risk Clinical One and
realizing the efficiency
gains of automating
Shortened study setup data transfer

Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Live Video
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Data mapping and Revealing the Clinical One Study Design
validation The-populated Oracle
. Clinical One study
technologies Precise data import design, is compared
against the initial OSB
design

Trustful automation

Metadata integrity

Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Live Video
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Rule-based Validation Rules and Custom Rules
validations Thc? mt.egratlon .Of
validation rules in
High study customization Clinical One’s study

design, using specific
forms as examples, and
Increased data quality looking at custom rules

in testing

Streamlined testing

Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates




Live Video
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Vital Signs Preview
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6.  Blood Pressure Location

BE0®
7. Pulse
SHERD
8. Height
and 210.0
B D
9. Weight
> «

FAIPT

> 00:11,50

Mircea Baciu ¥

“
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Add Concomitant Medications

Concomitant Medications » Question Hint

Medication/Therapy 4 Rules

Medication Indication View all Rules in this form C
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» Subject History

» Comments
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Testing mode and User Acceptance Testing
UAT workflow Va“.d ati.ng the Stu.d y
design in the Testing
Confirmation of protocol mode. The validation is
requirements done by creating sites,
subjects and adding
Validation of rules data

Streamlined UAT

|
Oracle Global Centre of Excellence
Copyright © 2024, Oracle and/or its affiliates
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Demo .
Oracle ClinicalOne and Marvin ePRO

The demo will contain the following steps:

1. Openthe ePRO system and create a new subject user
2. Switch into subject view and enter data into the ePRO

3. Goto ClinicalOne EDC and open patient file to demonstrate successful transfer of the data

EVIDENTIQ



Intelligent Study Build

Closing Comments

Srinivas Karri, Global Head, Oracle Centre of Excellence
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TAKEAWAYS

1. OpenStudyBuilder maintains metadata standards across studies
and systems

2. Automated study build accelerates study start and ensures
scalability

3. Consistent data structure facilitates collaboration, enabling
Sponsors to use best-of-breed for a competitive edge

ORACLE EVIDENTIQ



Want to work with us to o '-I
build & automate - .
r.

in OSB and Clinical One?

Just SCAN the QR-code and
provide basic contact info
and we will be in touch.
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