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CDISC 360 Metadata Inventory
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CDISC 360 Perspective 1: Metadata Flow within the Project
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CDISC 360 Perspective 2: End-to-end Data Flow

Data Flow Diagram: Data State and Data Flow
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. CDISC 360 Perspective 2: Code as Metadata
- Data flow metadata to capture logic
needed to drive data transformations
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“." CDISC 360 Perspective 3: CDISC Library
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. CDISC 360 Perspective 3: CDISC Library
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" CDISC 360 Perspective 3: CDISC Library
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CDISC 360 Applications Summary
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WS1 Enhance Standards: CMAP & Excel

Biomedical & Analysis Templates, Codelist Subsets,
Concepts & Methods

G
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a knowledge construction kit
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s WS2 Publish Standards: CDISC Library
CDISC 360 Created Metadata CDISC Foundational Standards & CT

+ Bespoke code to generate metadata
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SDTM Domain Level

Domain Name* Domain Label* Domain Class*

DM Demographics Special-Purpose Datase

Domain Description*

A special-purpose domain that includes a set of essential standard variables
that describe each subject in a clinical study. It is the parent domain for all
other observations for human clinical subjects. (Source: CDISC Controlled

Domain Structure* Domain Key(s)*

One record per subject STUDYID USUBJID

Domain Ordinal* Reference Data™ Repeating 7*

2 No No

Ul for creating study metadata
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. . G) Disease Category
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WSS Build: Study Builder UI/UX Demo

Please select vital signs concepts

(3) study Focus

- <
Height
The vertical measurement or
distance from the base to the top

of an object. the vertical dimension
of extension

Weight

The vertical force exerted by a
mass as a result of gravity.

Heart rate @

The number of heartbeats per unit
of time, usually expressed as beats
per minute

Domains

v Vital Signs

@ Concepts

Temperature

The property of a body or region of
space that determines whether or
not there will be a net flow of heat
into itor out of it froma
nesghboring body or region and

Blood Pressure

The pressure of the circulating
blood against the walls of the
blood vessels.

(6) Data Collection

Oxygen Saturation

Ameasurement of the axygen-
saturation of a volume

(7) Confirmation

k
of blood

Body Frame Size

The categorization of a person's
body frame into small, medium and
large based on the measurement of
wrist circumference or the breadth
of the elbow.

Hip Circumference

The distance around an
individual's pelvic area or hips.

Respiratory Rate

The rate of breathing (inhalation
and exhalation) measured within
in 3 unit time, usually expressed as
breaths per minute.

Body Fat
Measurement

Ameasurement of the total fat
mass within the subject's body.

Back



" WS5 Build: Metadata Artifacts
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WS6 Execute: Data Transformation Engine & SAS
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WS6 Execute: TLF Automation Engine
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Technology: Code Development and Execution

Code Development & Execution
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Future State

How does research change once we implement
the learnings from CDISC 3607?




Architecture & Evolution of

Patterns Cloud platforms
. Multi Data
Automation ih, Source ELT

Proof of Concept to Production



Microservices Serverless
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Evolution of Cloud Platforms
' 3 + Serverless is the culmination of several iterations of cloud platforms. The evolution began with
0y physical metal in the data center and progressed through infrastructure as a Service (laaS) and
0 Platform as a Service (PaaS)
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Serverless Event Grid, Logic Apps, Functions
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= Monoliths

Advantages

« Easy to re-create an environment
with multiple components and
applications

"""" Disadvantages

« Tends to break down at scale

 Difficult to work in parallel on code

* Any change requires deploying
new version of the application

B Monolith




" Microservices
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N-Layer applications

- Ul Layer
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Workstreams 4-6 POC Target Architecture - Draft
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