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Problem statement

Generating regulatory reports for a CSR is inefficient!

RePﬂ"‘? She_“
emplates
= Manual processes operating in silos
hii — No holistic overview of what data is used where

— Poor standards adoption

— ADaM does not always fully accommodate output

— High-quality define.xml only produced at time of

submission
@ — Metadata not leveraged during both CSR design and
Deve'op, review, upoloxte, repeat .
<> reporting stage

New tools and skills in the industry has led to different teams exploring new solutions for different needs.....
.. we don't look for a new need, we want to add more value to existing csr output requirements
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A better way...?

We have rich data standards within CDISC, we should leverage them!

<A’ Define Generate
U metadata l programs from
% up front . metadata
>
Design %* E ‘

etada

Z

ADaM define.xml in parallel
with mock shells

code ‘
Code will

to match reporting

Leverage ADaM standards
metadata from . |
Pinnacle 21 > ADaMs built; same code will

create the

Build metadata link ... Wenow see the datasets
ARM= between Output {.a and variables used in our
and ADaM reporting

Central
Platform

Create to
bring the concept together

C@\ Review data / metadata

Design shells / output

Q Generate & execute code
@@ View results

I) Version control
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Starting Point

ACT246475_ACS / ID076A201 CSR Page lof 1
Table 15.1.4.1-1.1 - Demographics characteristics
Full Analysis Set

ACT-246475 8 mg  ACT-246475 16 mg

Variable test test Placebo test
Statistic N=44 N=44 N=38
Sex [n(%)]
n 44 e 38
Male 31 (70.5) 35 (79.5) 31 (81.6)
Female 13 (29.5) 9 (20.5) 7 (18.4)
e (years), EudraCT [n(X) .
Mn o ¢ ) 44 44 38 associated macro - outpui
;sw 65 2‘1) 47.7) 12 (43.2) xg (47.4) —
i@ . i . =
ADSLAGE >= 65 - < 85 23 (52.3) 25 (56.8) 20 (52.6) m_mixed
ADSLAGEGRIN Pifh 1t Ve v 0 0 m_mixed
HADSLAGEGR2N Age (years) (n(%)) m_mixed
n 44 44 38 =
ADSLASEXN <55 7 (15.9) 7 (15.9) 4 (10.5) m_mixed
ADSLARACEN >= 55 37 (84.1) 37 (84.1) 34 (89.5) m_mixed
ADSLAETHNIC Race [n(%)] m_mixed ‘ '
n 43 43 36 5
{ADSLHGTSC Black or African American 7 (16.3) 2 4.7 6 (16.7) m_mixed
ADSLWGTSC American Indian or Alaska Native 0 0 0 m_mixed
Native Hawaiian or other Pacific Islander 0 0 0 P
f ADSL.BMISC Asian 2 4.7 1 @2.3) 1 (2.8) m_mixed
ADSL.BMISCCTN g;::n ai (76.7) 4(1> (93.0) 23 (80.6) m_mixed
HADSL.REGIONIN m_mixed ‘ '
Program: T_DM_Ol_FAS.sas.
Output generated: 2018-08-21 10:19 ('GMT+02:00'). Database <CUT-OFF/LOCK> date: <YYYY-MM-DD>.

Project launch!

... 2020

R /RShiny uptake _Idl]ﬂ)'lﬂ




Looking in the toolbox
Why use SAS and R Shiny together?

*. R will
= complement not
o replace SAS

Shiny appl|cat|ons 3L

analytics .

Statistical programming _ , « ™,
0

group experienced in o

SAS for CSR outputs a ‘
n
|
L

Tradeoffs:

R Shiny is fit for pu
be THE best tool for t

A Manage interactions betw
R Shiny and SAS

Build solution within
current team,

utilise existing SAS
Macros -> move to
reproduce in R over
time

‘-. Metadata will
a ensure we are

soee+’ language agnostic 1[][]“"'3
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Demonstration 1y
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Project Status

Rapidly build shell and/or output from scratch

Execute and view SAS outputs in R Shiny on
the fly

ADaM and outputs are connected by ARM+
Store versions of specifications
View and search metadata

Output schema established

Multiple TOCs per study

Template library of standard outputs

Further integration with programming
environment + P21 API

Extend R functionality -> support validation

Link exploratory Shiny apps to CSR metadata to
ensure consistency

Dashboard summaries of our metadata

0O
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