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Realizing the CDISC Vision & Mission




Realizing CDISC's Mission

: ) CDISC’s vision is to amplify data’s impact to advance research by ...
gl creating connected standards across the study information lifecycle to enable accessible,
& = interoperable, and reusable data for more meaningful and effective research

CDISC Strategic Plan & Roadmap
it e@a " F@
" @ %

i Expand & Connect Enable & Automate Engage & Adopt
Expand, Connect, and Reduce Variability, Enable Focus on Community
Digitize Our Standards Interoperability, and Needs and Deliver
Increase Automation Business Value

Strategic Expand and Enable standards-driven automation across end-to-end CDISC will expand and realize
Goal: study information lifecycle from study design through results. the original 360 vision.
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... Value Of A Connected World @
¥ Transition standards use from necessary requirement to valuable 3601

;.. enabler through connected and ready to use implementable standards.

Protocol driven research automating the metadata & data
pipeline reducing time to study results & increasing quality

Reduced variability & clickable traceability from analysis to the
collected data increasing confidence in decisions

Reduce barrier to entry and cost for standards through ready to
use implementable standards & open source tools

Provide machine readable and interoperable inputs and outputs
for easier adoption by software solutions
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Harmonization With Industry Ask

i...; *"Alignona * “Conceptualize « "Common vision * “Strong
standards-agnostic standards and and commitment to collaboration is
LA way to represent solutions from end accelerate the needed between
biomedical to end...trial design, development of SDOs, regulators
concepts used collection, novel data and biopharma
across clinical tabulation, analysis standards...require representatives”
research and and reporting” experts (resource
healthcare” commitment),

partnerships,
investing in proof of
concept”

CdlS}l Reference: Data Standards White Paper °



https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Special+Projects/WP086.pdf

3601 Vision and Overview
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And many more use cases exist
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What Will 360i Deliver?

* Linked and
executable metadata
from study endpoint
through analysis

* Includes concepts,
rules, & sample data

cn

-

standards packages

* Recipes to implement
packages within your
processes

Implementation

Cookbooks

~
 Instructions to build

cdisc)
\ 360i

-
» Technology enabled

example leveraging
packages & recipes

* Library of community
based open-source
tools

Example

Implementations m
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3601 Phase 1: First Step in Realizing End to
End Connected Standards
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3601 Phase 1
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Content Scope: Implementing Breadth/Depth of Endpoints

i . Safety Assessments Questionnaire

- v Demography v ADAS-Cog

v Death Details Digital Measure (DHT)

v/ Adverse Events v Glucose Monitoring

v Disposition v Steps / Movement / Sleep

v’ Change from Baseline Labs Efficacy Endpoint Assessments
v Vital Signs v’ Breast Cancer (RECIST)

’ . v Drug Induced Liver Injury (DILI) v' Alzheimer’s Disease

Why This Scope?
» Leverage what is well known and a set of artifacts already available

» Use diverse set of data sources to demonstrate different data pipeline flows
2 Focused and doable — need to get it right and build the playbook

cdise 14



3601 Study Design
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Safety and Efficacy of the Xanomeline
dermal Therapeutic System (TTS) in Patient:
with Mild to Moderate Alzheimer’s Disease

1. Introduction

The M, i i ic receptor is | of 5 ¢l

receptor subtypes (Fisher and Barak 1994). M, receplors in the cercbral cortex and
hippocampus are, for the most part, preserved in Alzheimer's disease (AD), while the
presynaptic neurons projecting to these receptors from the nucleus basalis of Meynert
degenerate (Bierer et al. 1995). The presynaptic loss of cholinergic neurons has been
correlated 1o the antimortum cognitive impairment in AD patients, prompting speculation
that therapy with choli will alleviate the cognitive dysfunction of
the disorder (Fisher and Barak 1994).

Xanomeline is a novel M, agonist which has shown high affinity for the M, receptor
subtype (in transfected cells), and substantially less or no affinity for other muscarinic
subtypes. Positron emission tomography (PET) studies of 1'C-labeled xanomeline in
cynomolgus monkeys have suggested that the compound crosses the blood-brain barrier
and preferentially binds the striatum and neocortex.

lation of ine for the indication of mild and
lv 4 vears ago. A la scale study of safety and

Clinical d P of an oral
moderate AD was initiated




3601 Study Design
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3601 Phase 1 Activities

Create connected standards
(packages) from study
endpoints through SDTM and

| demonstrate automation

Build and broaden biomedical
concepts community to
operationalize curation and
accelerate content

Establish industry think tank to

4 align on definition and scope of

analysis concepts by EOY for
implementation in 2026

Deliver on CDISC Open Rules

scope, Engine 1.0, and plan for
inclusion of conformance rules

in all future standards

&, Continue to partner with

TransCelerate and industry to
drive digital protocol adoption

Define roadmap and scope for
digitizing the Trial Master File
(TMF)
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;:-;géz-:ff Analysis Concepts

;j-;ﬁ‘éjj « What is an Analysis Concept?

 Collection of standardized configurable elements & methods that are needed to describe a
final output or answer a clinical question

« Standard definitions in a digital statistical analysis plan

* What is the purpose of an Analysis Concept?
» Supports configuration and automation of analysis
 Informs what needs to be collected to answer the clinical question

endpoint I statistical method I
L )

Change i;lADAS—CogIa!Week Zl_llbased on arJANCOVA model| which includes the
baseline score, site, and treatment as continuous variabl :

covariates

ol Example




2. We Need You!
- Be part of the team to drive this forward

 We need committed contributors
AND...companies that support the goals

 Click on QR Code below to volunteer
 Make sure to select 360i from the list!

https://www.cdisc.org/volunteer

v' Complete CDISC Volunteer Form
v' Complete 360i Contributor Survey
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@-crrera@eoncnn

Thank You!
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