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Meet the Speaker

Stuart Malcolm

Title: Head of Standards, Efficiency and Automation
Organization: Veramed

Stuart Malcolm is Head of Standards, Efficiency and Automation at
Veremed where he is responsible for the delivery of software
platforms, tools, and techniques to optimise the delivery of clinical
trial analysis projects

Stuart has over 25 years experience delivering software-based
solutions in clinical trials, and has previously worked in telecoms,
finance and media.

Stuart is co-chair of PHUSE Emerging Trends & Technology
Working Group



Bk ovem
T O
* e
e
o
Qe e °
;..';....;
o
oo
o
S
et

e
L)

-
: R

"To define the future, one must study the past”

TFL Automation using CDISC Analysis Results A Language-Orientated Approachto CDISC
Metatadata (ARM) Metadata-Driven Automation
PharmaSuUG 2019 CDISC Interchange 2023

PhamaSuG 2018 - Paper AD-203
Large-scalo TFL Automation for regulated Pharmaceutical trials using
CDISC Analysis Results Metatadata (ARM)
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Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC.
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End-to-End Vision

What is 360?

360 is the CDISC initiative aimed at implementing standards as linked metadata with a conceptual foundation providing the additional

é ISC semantics needed to support metadata driven-automation across the end-to-end clinical research data lifecycle.
& . Mew software tools will be able to consume this new metadata to ease standards implementations while increasing data processing
g efficiencies.

Standards-based metadata-driven automation is a critical component in realizing the primary benefits expected of the CDISC standards:

I substantially improved efficiency, consistency, and re-usability across the clinical research data lifecycle. I

These benefits drive the return on investment in the CDISC standards implementations expected by CDISC stakeholders.
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Substantially Improved...
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Death Stars are expensive... o
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...are static and hard to change!
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What if we could build trials out of Lego™?..
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It's not metadata... it's a model

2 Model C
the SDT

The SDTM provides a gene
animal studies. The model 1s bui

a collection of ol
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The primary pury
medical devices.
Within those cla

observation class | H soT™

Observation Clas

purpose Domain

and
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information collected during a study. Observations normally correspond to rows in a dataset. A domain 1s
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Standards Library
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“document™: - {
uri:-"/path/to/source/docs/ediscpilotel_sap.pdf”,
md5: "6fc234ad3752e1267b34fb12bcd6718b",
annotationGroupSets: [

~
Name

CM099 v1.0.0
DE001_v1.0.0
DMO001 v1.0.0
DM002 v1.0.0
DS001 v
IE001 1.
MHO001 v1.0.0
OA001 v1.0.0
QS001_1 v1.0.0 !
QS001 2 v1.0.0 )’
QS001 3 v1.0.0
Q5001 4 v1.0.0
QS001 6 v1.0.0
Q5001 v1.0.0
Q5002 v1.0.0
Q5005 v1.0.0
QS010 v1.0.0
Q5023 v1.0.0
Q5025 v1.0.0
Q5099 2 v1.0.0
XA002 v1.0.0

“annotationGroup”: {
name: "ADSL",
description: "Subject-Level Analysis Dataset Structure”,
annotation: [
"ADSL.RANDFL", page: 8"},
"ADSL.ITTFL", page: "8" },
{ title: "ADSL.SAFFL", page: "8" },
{ title: "ADSL.EFFFL",
page: "8",
body: {
label: "Efficacy Population Flag”,
core: "Cond",
simpleDataType: "Char”,
valuelist: [ V", "N"]

{ title: "ADSL.COMPLFL" }
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An agile approach to standards management
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A New Hope? Agile
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