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Dataflow in Clinical Trials

Safequard trial-specific system/interface configuration

Trial Protocol v EDC System Check
el Fretaes v" CDMS Database Check

(J
‘X v User Acceptance Test Activities

eCRF Design/ EDC Build » Database Setup —» Data Capture —» Data Cleaning —» Database Lock

\_+

Statistical Programming —» Statistical Analysis —» Reporting -+ Submission

<«
v" Data Analysis Scripts

Abbreviations: EDC = Electronic Data Capture, CDMS = Clinical Data Management System, eCRF = Electronic Case Report Form
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Our baseline - from LPLV to
submission

« LPLV to Submission in 4 days

« To the 4 key markets

« With successful access and launch 4 days after
approval
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0
Moonshot

9.9 months 5.9 months 5.8 months aspiration

Abbreviation: LPLV = Last Patient Last Visit
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EDC System Check
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[tems & Dependencies

Informed Consent and Demography

Study I
Informed Consent

1.* Date informed consent obtained

Demography
2.% Date of birth
3. Sex

(Transferred from IWRS/RTSM)
4. Subject self-reported ethnicity

5.% Subject self-reported race

(Select all that apply, but at least one)

- (28 [¥]/ [5an [¥] / [2023 [¥]

ey 9] / [

@®Male (O Female

® Hispanic or Latino
O Not Hispanic or Latino
O Not reported

[J American Indian or Alaska Native

Asian

[JBlack or African American

Native Hawaiian or Other Pacific Islander

M white
I not reported
6. Subject No. { ]
7. Hidden item — used for IMPACT interface for |28 @‘ / |Jan @I / |2023 @I
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Date/Time CodelList

CheckBox TextBox

Item Types

(O Subject is eligible (Meets all eligibility requirements)
Date subject is confirmed eligible
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® subject failed one or more eligibility requirements (Subject is a screen failure)

O Eligibility evaluation was not completed

Dynamic Triggers (Rules)
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Challenges

Kassandra

« Manual data entry is labor-intensive and prone to error

« Lack of overview over the item- and rule- coverage percentage
* In collaboration with industry partners

ORACLE
Health Sciences

00D et Concte am

A

Automated synthetic data
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System Architecture

» Python Environment

l Code Repository l
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Important Modules

* Visits? Forms? Sections? Items ...

« Item type and dependencies

» Sequence and timing of visits
» Rules over items?
« User specification

« Other metadata ...

» Populate Visit > Form> Section> Item
based on trial- and user- specification . Translate data to oracle’s language
« API Communication

* Modify data in case of error
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System Demo

n
@
(>
©)
©
S

X Deploy 3 4+ 2

Q&8 0 @ " "
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Welcome to st

Welcome Highlight: [ started [ ncomplete (] Queries (] Frozen [ Locked
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Kassandra generates test data for your trial. You can: 0184 (-—-)Not Complete @/ - A Q - Q Q Q/ Q N Q > Yo ¢

ol (ot Comdet: Q) @) O - .- ...

* inject test data into Inform/EDC and analyse the results

Navigate in this sidebar e generate loading files for external data and analyze the results

Need help? Find it on the Sharepoint site

Workaround for a stable experience with Kassandra

Problem:

Kassandra has a long runtime, and the app resets if the window is closed, screen is locked. This

combination makes it difficult to run multiple patients through Kassandra reliably.

Workaround:

Use virtual desktops Cloud Desktop B as a temporary solution until the Kassandra team has a
permanent one. You will access the same instance of Kassandra, however Cloud Desktop B

allows you to leave the window with the app without it stopping.

How-to:

1. Request access to Cloud Desktop B - Access request (sharepoint.com) via Novoaccess.
o Search string: “Cloud Desktop : B - Clinical Systems Desktop - CSD” .
© Remember to add comment with the reason for requesting access - otherwise it will be
denied by default.
2. Go to Citrix Workspace and open the Cloud Desktop B service - log on using your

credentials.
3. Go tothe Kassandra app via the browser and use Kassandra as you normally would. fa)
©  You can close the window for the virtual desktop after you have started the injection in
Kassandra. Later, you can open the virtual desktop again to check the progress. (]
o  Remember, you can also always check the progress by reviewing how many patients \l »
B Total: 183 | Show Tansfeed |

have been injected into the EDC.
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Conclusion & Future Work

v' Eliminating manual data entry

v Reduce test time and improve the core data management activities

- Synthetic external data (e.g., Lab Data Specification)

- Front-load programming activities before FPFV with early access to synthetic SDTM data

- Data variation: Missing data related to endpoints

« Realistic number of synthetic patients

Trial Protocol

(;,'"
eCRF Design/ EDC Build » Database Setup —» Data Capture - Data Cleaning - Database Lock

\j

Statistical Programming — Statistical Analysis — Reporting - Submission

<«
v Data Analysis Scripts

Abbreviations: FPFV = First Patient First Visit, SDTM = Study Data Tabulation Model, eCRF = Electronic Case Report Form, EDC = Electronic Data Capture
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