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Motivation

4 Challenges )

« Complex and huge amount of data

S afEty is key’ - Get overview to better evaluate safety
\_ onindividualand trial level W,

‘ ﬂBenefits with visualisation tools \

« Better overview of data

« Possible to continuously evaluate
safety data

« Greater possibility of data exploration

- Data cleaning purposes /
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ﬂlaemophilia trials

 Trials are often very long
(~5-10years)

« Few subjectsin a trial (~50)

« Close monitoring of patients >
lots of data

« Subjects are very conscientiously

~

/
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Data

Novo Nordisk®

/Presentation of data

\_

- Data from two ongoing paediatric clinical trials
« Legacy data model (no SDTM or ADaM)
« Focus on safety data

/

Disclaimer: For the purpose of this demonstration we have created fake data, so no data from

ongoing clinical studies will be shown when demonstrating the application.
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Constructing the app - getting started

Novo Nordisk®

fOur starting point A ﬂuilding the app \
« Prior experience with R from e 3 basic components:
university e ui:userinterface
« No prior experience with R shiny « server: specifies behaviour of the app
\- /  shinyApp:. execution
Packages e Example:
* Shiny ui <- Fluidpage(
* shinydashboard A 3
server <- function(input, output, session) {
* Haven 1
shinyapp(ui, serwver)
\:Plotly 41/ \\\\ 4///
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Constructing the app - functionalities

Reactive app: output ﬁ"de“ Drop down IISN
automatically reacts to new

user i“pUt Planned time (weeks):
0] 331
S L ‘ ALAT -
ALAT -
/About the process \ ) R [
. umin
- Data manipulationand app are Action button: Alkaline phosphatase
o e . R C-reactive protein
« Create minimal viable product Subject id: Crontin
reatinine
- Iterative process, i.e. defining app Al 7 eGFR

N\

together with stakeholders and | coT o
\ their needs / \Resetaumects
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Demonstration

Safety Monitoring

Disclaimer: The data in this app is fake data.

Lab <

Biochemistry
Biochemistry
Parameters
PK < Planned time (weeks): Subjectid:
ALAT - o] 521} al -
= liance Reset subjects
Compliance
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Subject data
Show 10 ~ |entries Search:

Subject D Baseline age Country Ethnicity Race Baseline weight BMI Actual treatment Days exposed to trial drug Exposure time in study (days)

No data available in table

Showing 0 to 0 of 0 entries Previous Next

Adverse event data
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/Thls App \

Feedback from stakeholders has been
really positive!

« Keep developing the app in collaboration
with stakeholders

Novo Nordisk®

« Experimental and work in progress

\_ /

/Other Novo Nordisk initiatives )

« Developing more standardised tools - to
be used across different projects

 Incorporation of tools across skill areas

Question - will the future be: Selected
static outputs for external communication
and everything else in an app?

\_ /
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