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Introduction




What's the Next Generation CDISC Library?

: CDISC is quickly moving towards a more technology-based standards future. With the CDISC Library, this technology
,, focused approach is already underway. However, as we continue this journey into the next generation, more advanced
:.~:.... and modernized technology suite of tools and services become a requirement.

. . The CDISC 360 Proof-of-Concept leveraged the Microsoft Azure platform to evaluate if CDISC could achieve the
+....7e impossible (i.e., an end-to-end transformational pipeline). This also introduced the power of the Microsoft Azure platform
. and allowed a partnership between Microsoft and CDISC to form.

By CDISC partnering with Microsoft, it allowed the CDISC Library to have that more advanced and modernized
technologically stack. In doing so, it allows the CDISC Library to move into the next generation and achieve our short-,
medium-, and longer-term goals. Those goals cover the needs of operational, transitional, and maintenance continuum.

cdisc BE Microsoft

cdisc s J\ Azure

LI BRARY
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Next Generation Requirements

The CDISC Library will utilize the Microsoft Azure technology stack to accomplish the next generation requirements. Those
requirement needs are partially defined on this slide.
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CDISC Library on Azure
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Summary of Key Changes

' OAuth 2.0 AP| Keys
o it H 2 e Agile via DevOps API Mgmt. Dev. Portal
Do (authentication) (authentication)
' Enhanced UI/UX Refactored CI/CD Pipeline New Environments
AN : - Automated Test Plans
. Modular Design Flexible Integrated Boards (work in-progress)
Dynamic via API Adv. Analytics
Cognitive Search Multimodal Design

Cdrsc * The full details on all changes will be provided as part of the release notes.
Ul/UX=User Interface and User Experience; Cl/ICD=Continuous Integration & Continuous Delivery/Deployment



CDISC Library Environments

o 1o Sandbox Development Preview Production
. : New Content & Testing Automation Non-Prod. Preliminary o
Tt FEEEG Features Tools Business Assessment Formal Publication
it o : Full Stack (Backend/  Potential Governance
e Quick Fails & Wins Agile DevOps Frontend Code) Review Utilization Browser & API

Exploratory R&D Product Requirement UI/UX Assessment Release Notes

ry Management
. ‘ Product Backlog
Innovation Ideation Prioritization Support

Impact Assessment

Continuous Integration & Continuous Delivery Pipeline

cdi'sg * Representative of current and future state concepts.
e Ul/UX=User Interface and User Experience; ClI/CD=Continuous Integration & Continuous Delivery/Deployment



Timeline of Activities




What's Happens Next?

cdise
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> Information from this webinar! & =
> CDISC Pre-Release Communications

‘ Y O
> CDISC Library Account Access Email

|\ J
{ CDISC Library Initial Sign-In ] wbj]
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J CDISC Library API Dev. Setup ] 1=
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Timing of Release Activities

< Nov. 9, 2020 Nov. 11, 2020 > Nov. 11, 2020

Pre-Release Go-Live Transition Period

Go-Live:

- CDISC instructions on key actions to be taken

- Make any necessary technical changes to API code (e.qg., retrieving API Keys
for CDISC Library APl access)

- Initial setup period should generally take minutes-to-hours at most

- CDISC Library account setup instructions via email communication

- Notifying your internal organization of changes (spread the word)

- Release maintenance window will occur between Nov. 9th to Nov. 11th

Cdi’ *Official release go-live timing may change
SQ **Operational acceptance period is defined to identify any immediate bugs/issues post go-live

1



Existing CDISC Library Accounts

g N Nov. 11, 2020

o o e

) S 9 r Crm—

E e -—

K K g E
' CDISC Library CDISC Library CDISC Library CDISC Library CDISC Library

& s Email 1st Sign-In Authentication DSB & APIM-DP API Key(s)
D (if applicable)

» All existing CDISC Library accounts will be automatically migrated over to Microsoft Azure
« CDISC will have a release maintenance window from Nov. 9th to Nov. 11th
*  Your CDISC Library first sign-in instructions will be sent to your existing account email address
*  You will verify and authenticate your CDISC Library account
» Access to the CDISC Library DSB and CDISC Library APl Mgmt. Dev. Portal
« If you are not a developer using the API, then all you need is the DSB
« ACDISC Library API Key is necessary to access the CDISC Library APl (more on this later)
« The CDISC Library APl Mgmt. Dev. Portal provides developers access to the APl Keys, Reports, etc.

cdi'sc *Detailed instructions and support references will be provided upon go-live. “

DSB=Data Standards Browser, APIM-DP=AP| Management Development Portal



New CDISC Library Accounts

NI
e Nov. 11, 2020

¢ e

CDISG Library CDISC Library CDISC Library Repeat CDISC Library  CDISC Library
A Account Request Request Form Account Request Account Activation Account

SO Review Steps Access

* For new CDISC Library accounts, you will still request a CDISC Library account vis CDISC website
» Complete the CDISC Library account request form
* Your CDISC Library account request will be reviewed by CDISC
» CDISC Library account would be activated and ready for use
+ Same steps from the previous slide would be repeated, where applicable
* You can then access both the CDISC Library DSB and APl Mgmt. Dev. Portal

cdis' c *Detailed instructions and support references will be provided upon go-live.
' DSB=Data Standards Browser



CDISC Library Communication Plan

‘ ‘ Pre-Release ~Nov. 2nd First notice of release maintenance  Existing CDISC Library accounts
" downtime*
. ... Pre-Release ~Nov. 6th Second notice of release Existing CDISC Library accounts

FLN maintenance downtime*

Day of Release Nov. 11th Official release launch notification Existing CDISC Library accounts
and account details emailed

>+ Post-Release ~Nov. 17th First global communication of + Existing CDISC Library accounts
o] CDISC Library release * Wider CDISC community
Post-Release ~Dec. 2nd Second global communication of » Existing CDISC Library accounts

CDISC Library release Wider CDISC community

*The CDISC Library release maintenance downtime will occur between Nov. 9th and Nov. 11th.

There will be no access to CDISC Library during this time.
Note: Estimated dates may change as deemed necessary by CDISC

cdisc y



CDISC Library Sign-In Process

Tl CdISC b Data Standards Browser
?:.:.'5"" LIBRARY
. . t Dashboard

~ Data Collection

*~ Data Tabulation

 Data iy cd|sc

*~ Terminology |l BR AR Y

Welcome to the CDISC Library!

Helpful CDISC Library Resources

CDISC Library AP| Portal

API Documentation

CDISC Website Landing Page
Product Inquiry Form

Service Desk

Release Notes

How-to Articles

(X
CdlSQ *As of October 2020.

The single, trusted, authoritative source of CDISC standards metadata.

O Search

In a few steps,
you can access
CDISC Library
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CDISC Library
Data Standards Browser (DSB)




Overview

Bro

Data
Standards

ser

OAuth v2

User Authentication

A Human

APl Mgmt.
Dev. Portal

Authentication
(API Keys, Reports, etc.)

API Key Generation

X
Cd ISQ AD B2C= Azure Active Directory Business 2 Customer; APIM=API Management; OAuth=Open Authorization

A Machine

17



SO cdisc¢s

LIBRARY

Sign in with your email address

Email Address

Password

Forgot your password?

*Screenshot as of October 2020
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Py o
CdﬁIRS? ©.3 Data Standards Browser

21 Dashboard =

ElExpand Al Dashboard
~ Data Collection

~ Data Tabulation

*oew 4
- Data Analysis Lc|d ISC %ﬂ?

-~ Terminology B R ARY
Welcome to the CDISC Library!

The single, trusted, authoritative source of CDISC standards metadata.

Helpful CDISC Library Resources

CDISC Library APl Portal
API Documentation

CDISC Website Landing
Praciinglerwia.Carean.. .

Helpful CDISC Library Resources

CDISC Library API Portal

API Documentation

CDISC Website Landing Page
Product Inquiry Form
Service Desk

Release Notes

How-to Articles

L
Cd ISﬁ *Screenshot as of October 2020

O Search
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CDISC Library DSB: Product Page
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CDISC Library DSB: Quick View

eso o
CdISC €7 Data Standards Browser
LI BRARY

= Dashboard

[l Expand All =
Ordinal 7 Name Label
~~ Data Collection
-~ Data Tabulation 1 STUDYID Study Identifier
SDTM v1.8 :
2 DOMAIN Domain
L Abbreviation
SDTM v1.6
SDTM v1.5 =0 3 USUBJID Unique Subject
———— '4 Identifier
SDTM v1.3
=0 a VSSEQ Sequence
SDTM vi.2
Number
SDTMIG-MD v1.1
SDTMIG v3.3
R 5 VSGRPID Group ID
SDTMIG-AP V1.0
SDTMIG v3.2 =1} © VSSPID Sponsor-
SDTMIG-MD v1.0 %‘:}'}:I‘;“;
SDTMIG v3.1.3
- Number
SDTMIG-MD v1.1
SDTMIG v3.3
SDTMIG-PGX V1.0 5 VSGRPID Group ID
SDTMIG-AP v1.0
SDTMIG v3.2 6 VSSPID Sponsor-
Defined
SDTMIG-MD v1.0 identifier
SDTMIG v3.1.3
SDTMIG v3.1.2 7 VSTESTCD Vital Signs Test

Short Name
SENDIG-AR v1.0

SENDIG-DART v1.1
SENDIG v3.1
SENDIG V3.0

~ Data Analysis

*Screenshot as of October 2020

cdisc

Description
Unique identifier for a study.

Two-character abbreviation for the domain.

Identifier used to uniquely identify a subject
across all studies for all applications or
submissions involving the product.

Sequence number given to ensure uniqueness
of subject records within a domain. May be any
valid number.

Used 1o tie together a block of related records in
a single domain for a subject.

Sponsor-defined reference number. Perhaps pre-
printed on the CRF as an explicit line identifier or
defined in the sponsor's operational database.
0T SUDJect recoras Within a aomain. May be any
valid number.

Used to tie together a block of related records in
a single domain for a subject.

Sponsor-defined reference number. Perhaps pre-
printed on the CRF as an explicit line identifier or
defined in the sponsor's operational database.

Short name of the measurement, test, or
examination described in VSTEST. It can be
used as a column name when converting a
dataset from a vertical to a horizontal format.
The value in VSTESTCD cannot be longer than 8
characters, nor can it start with a number (e.g.,
"1TEST" is not valid). VSTESTCD cannot contain
characters other than letters, numbers, or
underscores. Examples: "SYSBP", "DIABP",
"BMI".

O search

Data Type Role
Char Identifier
Char Identifier
Char Identifier
Num Identifier
Char Identifier
Char Identifier
Char Identifier
Char Identifier
Char Topic

&~
Details =
Ordinal

7

Name

VSTESTCD

Label

Vital Signs Test Short Name

Description
Short name of the measurement, test, or examination
described in VSTEST. It can be used as a column name
when converting a dataset from a vertical to a horizontal
format. The value in VSTESTCD cannot be longer than 8
characters, nor can it start with a number (e.g., "1 TEST"
is not valid). VSTESTCD cannot contain characters other
than letters, numbers, or underscores. Fxamples:
"SYSBP", "DIABP", "BMI".

Data Type
Char

format. The value in VSTESTCD cannot be longer than 8
characters, nor can it start with a number (e.g., "I TEST"
is not valid). VSTESTCD cannot contain characters other
than letters, numbers, or underscores. Examples:
"SYSBP", "DIABP’, "BMI".

Data Type
Char

Role
Topic

Core
Req

Code List
C66741

Described Value Domain

21



CDISC Library DSB: Search Results

.o oo
ISC ©.5 Data Standards Browser
LIBRARY

> Close search results
Narrow search results

Search Results

Scope Scope Value

O AETERM

Class ~ ‘ ‘ Events

~

Selected Filters (1)  hide

20 results for "AETERM" > Class: Events

AETERM (Data Collection Field)
The reported or pre-specified name of the adverse event.
Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trials Version 2.0

AETERM (Data collection Field)
Verbatim (i.e., investigator-reported term) description of the adverse event.
Clinical Data Acquisition Standards Harmonization (CDASH) User Guide V1.1

AFTomae oy o~ e

Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trials Version 2.0

AETERM (Data Collection Field)

Verbatim (i.e., investigator-reported term) description of the adverse event.

Clinical Data Acquisition Standards Harmonization (CDASH) User Guide V1.1

AETERM (Data Collection Field)

The reported or prespecified name of the adverse event.

Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trials Version 2.1

AETERM (SDTM Dataset Variable)
Verbatim name of the event.

Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.2 (Final)

L
Cd ISﬁ *Screenshot as of October 2020

Reset
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Actions for Data
Standards Browser (DSB) Users




Actions for DSB Users

Step 3:
- Access the CDISC Library Data Standards Browser. Done!

dis
c ISQ DSB=Data Standards Browser

24



CDISC Library
APl Management Development Portal
(APIM-DP)




Overview

Bro

Data
Standards

ser

OAuth v2

User Authentication
A Human

APl Mgmt.
Dev. Portal

Authentication
(API Keys, Reports, etc.)

API Key Generation

X
Cd ISQ AD B2C= Azure Active Directory Business 2 Customer; APIM=API Management; OAuth=Open Authorization

A Machine

26



CDISC Library APIM-DP: Dashboard

disc <> corsc torary srowesr | Reporre
B R A

Welcome to the CDISC Library APl Manager

To access your API key, please use the CDISC Library login to sign in at top right.

To access your APl key, please use the CDISC Library login to sign in at top right.

(X
Cd ISQ *Screenshot as of October 2020

API Tester

API Key

sign our

27



CDISC Library APIM-DP: Reports

d... g"‘._,
Isc \ﬁj CDISC Library Browser Reports AP| Tester APl Key Sign out
LIBRARY
. "6. .
Reports
. .5...2
Y — °
1 ‘ Last hour ‘ [ Today [ l Last 7 days ‘ ‘ Last 30 days | ‘ Last 90 days
ce@e J

API calls

2000~

1500~

F ®
A 12:00 18:00 00:00 ogon
°-
. e i . Total requests 19 [ Successfull requests 15
L T [l Failed requests 2 | Blocked requests 0 0 = RIS
®:--- S .®

[ X X
Cdl 2 *Screenshot as of October 2020



CDISC Library APIM-DP: Reports (cont.)

Data transfer

7 Mb-
5Mb-
3IMb-
1 Mb-
0 bytes T T T T
tvy 12:00 18:00 00:00 06:00
Bandwidth 8Mb

API response times

4s-
3s-
28-
1000 ms-
Oms T T T T L\
12:00 18:00 00:00 06:00
Max - Eag
Min

[ X X
Cdl 2 *Screenshot as of October 2020

- 15 Mb

I 33 ms
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cdisc

Products

Product
CDISC Library AP1

Subscriptions

Subscription

chowSubscriptionTest

APIs

API
CDISC Library AP

Operations

Operation

Imdr/roat/ct/{productGroup}/codelist...

Imdrfcdashig/{version}/classes - GET
Imdr/cdashig/{version}/domains - GET
Imdr/cdashig/{version}/domains/{do...

Imdrlcdashi{versian}/domains - GET

Successful calls

278 K

Successful calls

278 K

Successful calls

278K

Successful calls

804

176

175

175

*Screenshot as of October 2020

Blocked calls

Blocked calls

Blocked calls

Blocked calls

Failed calls

350

Failed calls

350

Failed calls

350

Failed calls

CDISC Library APIM-DP: Reports (cont.)

Other calls

350

Other calls

350

Other calls

350

Other calls

350

Total calls

346K

Total calls

346K

Total calls

Total calls

113K

176

175

175

175

Average
response time

33ms

Average
response time

33ms

Average
response time

33ms

Average
response time

12 ms
12ms
73ms
74 ms

11 ms

Bandwidth

19 Mb

Bandwidth

19 Mb

Bandwidth

19 Mb

Bandwidth

1 Mb

346 Kb

524 Kb

582 Kb

350 Kb
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[ CDISC Library API

-]

O Search operations

croup by oz QD

Analysis Data Model and Implementation Guide (ADaM
and ADaMIG)

I

GET

GET

GET

GET

GET

GET

GET

/mdr/adam/{product} - GET

/mdr/adam/{product}/datastructures ...
/mdr/adam/{product}/datastructures/...
/mdr/adam/product}/datastructures/...
/mdr/adam/{product}/datastructuress...

/mdr/adam/{product}/datastructures/...

/mdr/adam/{product} - GET

/mdr/adam/{product}/datastructures ...
/mdr/adam/{product}/datastructures/...
/mdr/adam/{product)/datastructures/...
/mdr/adam/{product}/datastructures/...
/mdr/adam/{product}/datastructures/...

/mdr/adam/{product}/datastructures/...

CDASH Implementation Guide (CDASHIG)

GET

GET

GET

GET

/mdr/cdashig/{version} - GET

/mdr/cdashig/{version}/classes - GET

/mdr/cdashig/{version}/classes/{class}...

/mdr/cdashig/{version}/classes/{class}...

No API selected

/mdr/sdtmig/{version}/datasets - GET

Get SDTMIG Dataset List

[ SOTM Implementation Guide (SDTMIG) |

Request

GET  https://api.library.cdisclibrary.org/api/mdr/sdtmig/{version}/datasets

Request parameters

Name n Required Type

version

Request

template true string

GeT  https://api.library.cdisclibrary.org/api/mdr/sdtmig/{version}/datasets

Request parameters

Name In Required Type

version

template true string

Response: 200 OK
oK

application/fjson  application/xml = text/csv

*Screenshot as of October 2020

CDISC Library APl / /mdr/sdtmig/{version}/datasets - GET

GET  /mdr/sdtmig/{version}/datasets

Authorization

Subscription key subscription key

Parameters

version value

—+ Add parameter

Headers

-+ Add parameter

Headers

no-cache

Cache-Control }

—+ Add header

HTTP Curl C# Java
JavaScript PHP Python

Objective C

Ruby

Remove

Remove

31



T .. ’ CDISC Library Browser Reports AP| Tester AP| Key Sign out
o e b Y
= Account and APl Key

Account details

Email

First name

Last name
Registration date

Subscriptions

Subscription details

Product State Action
Name _ Rename Active Cancel
Primary key HOOOOOOOOOOOOO0OCOOEOONONCONK Show | Regenerate
Secondary key BEESEIPELEI PR LI OO REPEE e ee o Show | Regenerate

o0
Cd ISQ *Screenshot as of October 2020
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Actions for APl Developers




Overview

Bro

Data
Standards

ser

OAuth v2

User Authentication
A Human

APl Mgmt.
Dev. Portal

API Portal Authentication
(API Keys, Reports, etc.)

API| Key

A

A

API Key Generation

X
Cd ISQ AD B2C= Azure Active Directory Business 2 Customer; APIM=API Management; OAuth=Open Authorization
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Pre-Release Preparation Activities

v —

v 2

Pre-Release Pre-Release Pre-Release

cdise

Guidance Code Preparations Communication Awareness

Pre-Release Communication Awareness:
- CDISC will be communication key announcements prior to the release
- Communication details will describe the maintenance downtime and availability

- Follow any additional instructions described within those communications

35



On & Post-Release Activities

-
¢ i
" Obtain Integrate Review Release Ask for Help
3 API Key(s) API Key(s) Notes & Guidance (if necessary)

Ask for Help:

- If the release notes or guidance does not help

- Please reach out to the CDISC Library Support team

- Accessible via https://www.cdisc.org/cdisc-library (under Product Inquiry tab)

cdise



CDISC Library Demo

Data Standards Browser, APl Developer Portal, REST API
A

/T\

Disclaimer
URLs shown in the demo are not intended for production use




Future of CDISC Library




CDISC Library Vision: Today vs. Tomorrow

Today’s CDISC Library ’D Tomorrow’s CDISC Librarv(.'?:
©.i T« Single source of normative metadata « Source of record for published standards
"7t LAl versions of all standards - Authoring tools for standards development

Create, read, and update standards

Informative and normative content

“iue o Software tools adding APl support Contains concept metadata _

“I + Library hosted by CDISC » Numerous software tools use Library
 Titanium members host private Libraries

* Promotes a common API for standards
content

 Authoring tools for Titanium members
» Collaborative curation

CDISC Data Science loads content

“.7% « Read-only content

cdisc 2



Available
IR Foundational
vt d.. ) : {".j Standards Today
X . Is U.J Controlled
@rroennn °
. L1 BRARY Terminology
S . T T TT_
Biomedical Codelist Tables, Listings, Implementation FHIR to CDISC New
Concepts Subsets and Figures Guide Text Mappings Content
b Analysis TAUG Derivations and Machine-readable LOINC Code
j Concepts metadata Mappings Examples Mappings
’ Templates Study design CRF Collection Diff Content
: metadata Between Versions
\ Y J | Y J
CDISC 360 Informative Content



Titanium — New Membership Level

* Federated Model

« Create a Library Advisory Board: Investors have a vote No account limitation
» Functionality priority 8+ (all@company.com)
« User Requirements

+ Opens back-end access
* Authoring, governance, integrated metadata

* Ability to ‘deploy’ on own environment No bandwidth limit
e Community curation of content (fair use policy)

Members — Via CDISC membership

« Additional functionality

* Full Standards download 8 Named accounts
- Diff tables =

Bundles
Bundle Option Bundle Cost* Bandwidth Allocation % (per bundle)**
10 accounts $2,500/year 4 GB/month
20 accounts $3,500/year 8 GB/month
50 accounts $5,000/year 20 GB/month

Platinum
License Maximum Bandwidth Maximum # of Accounts License Maximum Bandwidth Maximum # of Accounts
Member 1.5 GB/month 2 Member 2 GB/month 3
Commercial 2.5 GB/month 3 Commercial 3 GB/month 4

Non Members - World — Free of charge

+ “Adoption of standards” 8+ Self sign-up

+ Small downloads (XLS — CSV) m I(-tijr:lg\fgntéogﬂ\%idfh

API



Future Roadmap: Standards Authoring Capabilities

e o (i Data
cdlrsc 3 Standards COISC  Sponsor el
%

A R Y Browser e

Implements Data Structures
ADaMvZ1  ADaMv2.2 ADaMvZ.3 DBS for TTE

22l Switch between CDISC and
B Sponsor version of metadata

Interventions Events

Findings Special-Purpose

Domains

Scenarios

DA - Denormalized Options: Horizonta DA - Impl d Options: Hori Generi

Findings DA DA - Denormalized Options; Horizontal-Example &

Name " Ordinal
Findings Observation Class 2

Description
The Findings class includes CDASH d ins that define collecti far results from evaluations such as physical examinations, laboratory tests, ECG testing, and responses to questionnaires.
(Source: CDASHIG v2.0, Section 8.3)

Drug Accountability D4 - Denormalized Options: Horizental Example Highlight changes & +
Ordinal0  Name Label Definition Question Text Prompt
(= Y STUDYID Study Identifier A unique identifier for a study. What is the study identifier? [Protocol/Study]
En 2 SITEID2 Study Site Identifier identifier? Site {Identifier)
o3 SUBJID tsr:‘:g:j?;"o:::’e’;' Mod Ify ':netadata_ to match ect identifier? Subject
Sponsor’s operational regs.
En o4 VISIT Visit Name name? [Wisit]
n o5 VISDAT Wisit Date Date the clinical encounter occurred (or started), What [is/was] the date of the visit? Wisit Date
R = B oot B T T e R o i

*Screenshot is a wireframe concept and not indicative of a final product. Certain features may be restricted to membership access. 42
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Future Roadmap: Up-version & Change Management

paie i D
cdiSCET Tndards coisc Sponsor

LIBRARY Browse —_—

- Data Collection

SENDIG-AR

CDASHIG v2.0

Drug Accountability

Drug Accounabmy V2.1

Status Effective Date Implements CDISC STANDARD 20v 2 Ean s ampace 0o
Final 2012-05-08 ADasgyz 1 AL
Ordinal

i Switch between different 2

Interventions Events Sponsor m anaged ) :!"!rﬂl.:)Z

: metadata versions i

Bomes Lat User friendly metadata

DA oD EG IE Le Ml PC PE 5 Study Site Identifier Stuw

management features (e.g.,

S i Definition Def H

o Durma[' ed Options: Horizontal DA - Implemented Aunioueidentiiier for 2 sfte within'a shidy, Lt edlt, gom pare’ etC.)

Question Text Question Text

DA - Denommalized Options: Horizontal-Example

Findings Da

What is the site identifier?

What is the site identifier?

Prompt Prompt
Name * Ordinal Site (identifier Site {ldentifier
Findings Observation Class 2
< Data Type Data Type
Description
£ Character Character

The Findings class includes CDASH domains that define collection standard
{Source: COASHIG v2.0, Section 8.3)

Drug Accountability DA - Denormalized Options: Horizontal-Example

Ordi

Easily distinguish differences
between metadata versions

Completion Instructions

Implementation Notes

Wikile this field Is not typically captured on a CRF, it should
be displayed clearly on the CRF and/ar the EDC systerm.
This field can be included into the database or populated
during SDTM-based datazet creation before submission.

Completion Instructions

« Implementation Motes

Lerem Ipsum dolor sit amet. consectetur adipiscing elit.
Duis iaculis pellentesque consectetur. Mawris id volutpat
nisi. Nam ultricies pharetra nisi, ac tincidunt dui aliquam
non. Aliguam sugue dolor, tempus non viverra id, vulputate

m 2 wehicula ante. Morbi sit amet lacus non justo lacinia
SENDIG-DA rhancus, Proin ac pharetra eros.
! & g or changes made
-
Whapping Instructions Mapping Instructions
~ Data Analysis s R S
T 4 VISIT Vizit Mame Maps directly to the SDTMIG variable listed in the column Maps directly to the SDTMIG variable listed in the column
plannedan i, the heading "SDTMIG Target”. with the heading "SDTMIG Target”.
En s VISDAT Visit Date Date the cli
Mapping Targets Mapping Targets
o6 DAFERE Drug Accountability . An indicatic STUDYID STUDYID
Performed accountabi
Category of Drug A grouping Code List
= Gl Accountability Assessment  defined chi =

*Screenshot is a wireframe concept and not indicative of a final product. Certain features may be restricted to membership access.
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Summary

CDISC is moving towards a more technology-enabled standards future. Our partnership between

i+ Microsoftis the beginning of the CDISC Library next generation capabilities. CDISC'’s ability to achieve
operational, transitional, and maintenance continuum will allow us to innovate and remain nimble in our
¢ . '+ technological journey.

. . ¢ The next generation CDISC Library allows CDISC to provide new authentication and security measures,
... features and functionality, and content types. As the next generation CDISC Library release gets closer,
our CDISC Library team will be hard at work on the next phase of development activities. Stay tuned and
¢ join the 2021 TechniCon for further details.

This is an exciting time for CDISC! We hope it's just as exciting for the CDISC Library community.
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Please look for upcoming CDISC Library communications!

https://www.cdisc.org/cdisc-library/getting-started




. .

Thank You!

Sam Hume - VP, Data Science, CDISC
Mike Hamidi - Head, Data Science, CDISC
Anthony Chow - Director, Data Science, CDISC




