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Agenda

* MDR: What is it, what does it do
* Accessing content: Extract vs. API
* MDR-aligned use cases

* Process considerations

* Questions
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MDR: What is it, what does it do

Metadata-Driven Efficiency

* Connect clinical lifecycle standards
e Streamline business processes
* |[ntegrate systems

* Reduce cycle times
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MDR: What is it, what does it do

Metadata Creators
Standards
Developers m
Data Standards Team

CDISC Experts

Create

Transform

Content Control

Consume
Library & Study

Teams
Data Management
Stats Programming

Report

Extract/ Export

Metadata Managers

Data Standards Team
Metadata Curator
Data Stewards
System Admin
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Accessing content: Extract vs. API

IVIDR

* Static, point-in-time

* Predefined

-
Extract / Export

* Requires user action
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Accessing content: Extract vs. API

Report
Extract / Import

* Static, point-in-time

* Predefined

Extract / Export

* Requires user action
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Accessing content: Extract vs. API

GraphQL Query
{
client {
Rest Request prsname
A PI GET https://samp.com/client/1 }
| ! /
* Dynamic, real-time pull | l

GraphQL JSON

“data”: {

“firstname”: “Jill”,

Report * Pros/cons of specific
“lastname”: “Treehill” “person”: {

implementations
X ) “firstname”: “Jill”,
“lastname”: “Treehill”
N !

}

\d J
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MDR-Aligned Use Case: Refresh Programming Specifications

Programmatically compare
TA Standard label against Document changes with
CRO specification, color timestamp
coding change

lDataset Variable  Label Change
JAE AEACNDEV |Action Taken with Implantable Device  2022-02-03: Label updated from "Action Taken with Device"
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MDR-Aligned Use Case: Real-time compliance reporting

Standards Compliance Per Program
Over Time

100
—

40

20

Study 1 Study 2 Study 3 Study 4
Compliance Compliance Compliance Compliance

Algorithm assessing
study—level compliance
implemented in MDR

—eo—Program A =e=ProgramB =—e=ProgramC

Surfaced to internal
metrics portal
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MDR-Aligned Use Case: Augment aCRF annotation process

Call
API
JavaScript
Date
ECENDTC
Lot Number ECLOT
Dose {ECDOSE 5 mL
Augment manual CRF V4 ,
Annotation process
. ™
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MDR-Aligned Use Case: Augment SDTM submission programming

Call
API

SAS

144

Filename RESP “folder-location\filename

Proc http
url = “https://xxxx”
WEBUSERNAME="UserName”
WEBPASSWORD="PaSsWORdd"”
METHOD=“GET"”

Auto-acquire dataset and OUT=RESP
variable metdata run;
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Thank You

Carlo Radovsky

Director, Solutions Consulting

Email: Carlo.Radovsky@nurocor.com
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