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" Basic Premise: Solutions Over Specifications

..« Standards implementers are interested in solutions to their data processing

_*..  needs
* Reduce reliance on experts that have mastered very long and detailed specifications
fiococh * This includes standards development and management

- Embedding knowledge of standards in software tools is the best way to make
CDISC standards implementations easier and more consistent
e * Maximize the value members get from their investment in standards
* Maximize the benefits to members from our investment in CDISC Library

« CDISC 360 and CDISC Library seek to lower barriers to software tool
development
* Make it simpler to build software that automates standards-based processes
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1. CDISC Library on Azure
CDISC Library is moving to Azure




CDISC Library on Azure

* Moving to a new version of CDISC Library hosted on Azure
* Developed in partnership with Microsoft
* Maintains the same CDISC Library APl and an improved Data Standards Browser

« CDISC has the flexibility to update the code, models, and environment
* Removes technical and business constraints on how, what, and when we update the system

CISCYS 0ata standards Browser S —

ooy SDTMIG v3.3

- Basis for a new platform =L = —
* Authoring standards -
« CDISC 360 support
+ Collaborative curation —— T =
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CDISC Library on Azure: APl Remains Unchanged

m /search Get Search Results Across CDISC Library ™ ’
m /search/scopes Gela list of Search Scopes = ’
ﬂ /search/scope/{scope} GetSearch Results Limited to Scope a ’
m /mdr/products Get CDISC Library Product List o ‘
7“ : /mdr/products/{product-group} Get CDISC Library Product List by Product Group o ‘
m /mdr/about Get Information About CDISC Library Product a ‘
ﬂ /mdr/lastupdated Get CDISC Library Product Last Updated Dates ™ ‘
Controlled Terminology (CT) >
Clinical Data Acquisition Standards Harmonization (CDASH) >
CDASH Implementation Guide (CDASHIG) >
Study Data Tabulation Model (SDTM) >
SDTM Implementation Guide (SDTMIG) >
SEND Implementation Guide (SENDIG) >
Analysis Data Model (ADaM) >



CDISC Library on Azure: Improved Data Standards Browser

. I (-_,
. dISC %3 Data Standards Browser O Search Logout
e e LIBRARY
: : @ Dashboard i
X s bl < Special-Purpose DM Details X
° ° [Z]Expand All —
UM S 5 Name Structure ;
. Ordinal
- pgbatalCollection Demographics  One record per subject 1
® ~ Data Tabulation —— ”
. ame
. SIS 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 observation  sTypYID
. SDTM V1.7 Terminology, DOMAIN, C49572, 2018-06-29)
° SDTM V1.6 Label
< Study Identifier
: SULLIAES Demographics
2 SDTMv1.4 e — Description
é SDTM V1.3 Unique identifier for a study.
: SDTMv1.2 Data Type
: SDTMIG-MD v1.1 * Char
> SDTMIG v3.3 Ordinal 7 Name Label Description Data Type Role Core Code fore
KL SDTMIG-PGx v1.0 0 1 STUDYID Study Identifier Unique identifier for a study. Char Identifier Req Identifier
TR SDTMIG-AP v1.0 5
: ore
b EDOSADL, 4 SDTMIG v3.2 =0 2 DOMAIN Domain Two-character abbreviation for the domain. Char Identifier Req Req
EO: SDTMIG-MD v1.0 Abbreviation
Code List
& . SDTMIG v3.1.3 C<n 3 USuBJID Unique Subject Identifier used to uniquely identify a subject Char Identifier Req i
e SDTMIG v3.1.2 Identifier across all studies for all applications or
: g submissions involving the product. This must be Described Value Domain
(A SENDIG-DART v1.1 a unique number, and could be a compound .
& A SENDIG-AR V1.0 identifier formed by concatenating STUDYID-
8 . ° -
o R SENDIG v3.1 SHEIDSUBJID. Implements
STUDYID
SENDIG V3.0 <0 4 SUBJID Subject Identifier for ~ Subject identifier, which must be unique within Char Topic Req
: . the Study the study. Often the ID of the subject as
@scons ‘0  Data Analysis recorded on a CRF.
i Conirclieciiermuiology K31 5 RFSTDTC Subject Reference Reference Start Date/time for the subjectinISO  Char Record Exp
Start Date/Time 8601 character format. Usually equivalent to Qualifier

date/time when subject was first exposed to
study treatment. See Assumption 9 for
additional detail on when RFSTDTC may be null.




Data Standards Browser: Cognitive Search

esss
d|sc 'b? Data Standards Browser £ AETERM X Logout
A

Narrow search results

Search Results

Scope Scope Value
21 results for "AETERM" Product x I Select v | Reset
[JcoasHicv2.0
[JcoasHig va.1

AETERM (Data Collection Field)
[JsommiGvaa2
Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trial

[JsotmiGvaa3

AETERM (Data Collection Field) D SOTMIG V2.2
Clinical Data Acquisition Standards Harmonization Implementation Guide for Human Clinical Trial D SOTMiGY33
AETERM (Data Collection Field) [ coasHigvia
 RLONE | Clinical Data Acquisition Standards Harmonization (CDASH) User Guide V1.1 D ADaM ADAE V1.0
o
AETERM (SDTM Dataset Variable)
0. o
Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.1.2 (Final)
°-
: AETERM (SDTM Dataset Variable)

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

@ ieiiiem AETERM (Analysis Variable)

Analysis Data Model Data Structure for Adverse Event Analysis Version 1.0

AETERM (SDTM Dataset Variable)

Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.1.3 (Final)
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Data Standards Browser:

@ Dashboard
Expand All
 Data Collection
 Data Tabulation
 Data Analysis

 Controlled Terminology

LN r
dISC %..? Data Standards Browser
BRA

Dashboard

CdISC

BRAR Y
Welcome to the CDISC Library!

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

Helpful CDISC Library Resources

APl Documentation

CDISC Website Landing Page
Product Inquiry Form

Service Desk

Release Notes

How-to Articles

Room to Grow

O Search

Logout



2. CDISC 360 Implementation




“*  CDISC 360 and the CDISC Library

§ " Goals:

* Increase study implementation automation
+-+  + Reduce study implementation variability

Your Metadata
Repository

Building Tools using the CDISC Library

Use CDISC Library to create additional concept-based
metadata to support software tools that will provide additional
study implementation automation while reducing the

Mobile Health
Apps & Gadgets

\/ Data Validation
Tools & Services

variability across CDISC standards implementations

() Internal and External
E N Repositories




CDISC Library: Publishing CDISC 360 Pilot Metadata

g Enhance Publish

3 S == Standards in CDISC
tandards Library

""""""""""""""""""""""""""""""""" s é

Define Build Execute




CDISC 360: Applications

Workstream 1 - ENHANCE STANDARDS
%j G

(ﬁ/
O
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Load into library

Workstream 2 - PUBLISH STANDARDS

Biomedical Concepts
Analysis Concepts
Foundational Standards

cdisc¢s
L B ARY

= T (f\ { 1
T AP ond APTs
O S N

Biomedical, Analysis Concepts, &

Templates

Transform concepts in machine readable form

Study
Metadata
Library

Workstream 4 - DEFINE

Workstream 5 - BUIL Workstream 6 - EXECUT

| : F Y -
= P—
Identify and select standards Configure study specification and

specification (Use Case 1)

Automatically process and

create artifacts (Use Case 2) transform data (Use Case 3)




CDISC Library: Author, Publish, and Manage Standards

9 Enhance Publish
3 Standards in Standards in
CDISC Library CDISC Library
"""""""""""""""""""""""""""" s tdé
% v *I* v
Define Build Execute




.+ CDISC Library on Azure: New Content & Tools

ST Available
L Foundational
R ®o f‘..’ Standards Today
=y COISC s
g e Controlled
[ IR [
. : L1 BRARY Terminology

. """ . Ab
. ----------------------------- T— ---------------------------------
..
| ol
. ...... °

Biomedical Codelist Tables, Listings, Implementation FHIR to CDISC New

Concepts Subsets and Figures Guide Text Mappings Content

Analysis TAUG Derivations and Machine-readable LOINC Code

Concepts metadata Mappings Examples Mappings

Templates Study design CRF Collection Diff Content

metadata Between Versions
\ J\ J
| |
CDISC 360 Informative Content

cd




. Standards Growth Projections Steepen...
CDISC models evolution over time
... I content Standards Semantics

. B Technical Standards Therapeutic Areas

...emphasizing the need for software tools

. tosupport standards management
“+  and implementation

X -

Slide courtesy of Lauren Shinaberry, Business & Decision Life Sciences



Collaborative Curation: Collaborative Standards

Authoring and Governance

Sponsor Standards Repository

Global Library
API Calls

@ |mplementation
@ \etadata

h Therapeutic Area Library
1
1
On Ny X ) B X
OOgDA :
Curate .
Mapping SDTM Analysis X
Metadata Metadata . 1
]
1

Sponsor Study MDR
Study Metadata

Data Mapping SDTM ADaM ADaM :
Collection specification Metadata Programming Metadata |

Metadata specification 1

B E°R BB

Manual
configuration

Manual
configuration



3. Access and Membership Levels




Titanium — New Membership Level

+ Federated Model

* Create a Library Advisory Board: Investors have a vote No account limitation
e Functionality priority 84. (all@company.com)
* User Requirements

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

+ Ability fo ‘deploy’ on own environment No bandwidth limit
«  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
Gold 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
. _ Limited bandwidth
Small downloads (XLS — CSV) €D (browsing only]

API



4. New Environments




New CDISC Library Environments

i s » CDISC Development environments
« Sandbox
i « Dev

» Test

« Standards Implementer environments
* Preview
* Production

* Dynamic Environments
« Temporary environments created as needed

cdisec



API| Developer Portal

Home APIs Products Reports Profile Sign out

Welcome to CDISC Library!

We provide industry-leading APIs.

Explore APIs

https://ngp-apim-dev.developer.azure-api.net/products
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API| Developer Portal: Documentation and Code Generation

CDISC Library API

P Search operations

Group by tag Q
Analysis Data Model (ADaM)

GET  Get ADaM Datastructure

GET  Get ADaM Datastructure Variable
GET  Get ADaM Product

GET  Get ADaM Variable List

GET  Get ADaM Variable Set

GET  Get ADaM Variable Set List

GET  Get Analysis Datastructures

CDASH Implementation Guide (CDASHIG)

GET  Get CDASHIG Class

GET  Get CDASHIG Class Domain List
GET  Get CDASHIG Class List

GET  Get CDASHIG Class Scenario List
GET  Get CDASHIG Domain

GET  Get CDASHIG Domain Field

GET  Get CDASHIG Domain List

GET  Get CDASHIG Domain Variable List

. CDISC Library API

APIvers!on:‘ V‘ ‘ API definition V‘

Public API for CDISC Library

Get ADaM Datastructure

Get ADaM Datastructure

Analysis Data Model (ADaM)

Request

Changelog

GeT  https://ngp-apim-dev.azure-api.net/api/mdr/adam/{product}/datastructures/{datastructure}

Request parameters

Name

product

datastructure

Response: 200 OK
OK

annlication/ison annlication/xml text/csv

In

template

template

Required

true

true

Type

string

string

annlicatinn/vnd anenxmlifarmats.nfficednciiment snreadsheetml

Parameters

product

value ‘

datastructure ‘ value ‘

+ Add parameter

Headers

Cache-Control ‘ no-cache

‘ Remove

Ocp-Apim-Subscr Remove

‘ 11ad5435f8b640d3b528af16d: ‘

+ Add header

HTTP Curl C# Java
JavaScript PHP Python Ruby

Objective C

HTTP request
¥ Copy
@ECHO OFF
curl -v -X GET "https://ngp-apim-dev.azure-api.net/api/mdr/a
dam/{product}/datastructures/{datastructure}"”
-H "Cache-Control: no-cache"

-H "Ocp-Apim-Subscription-Key: 11ad5435f8b64@d3b528af16d7d11
dba”

Send



API| Developer Portal: Self Service Reports

APl response times

20s-

15s-

10s- ’

0Oms

818 8/19 8/20 g 8122 8123 8124
Max - . Avg
-®
R : Min -
§ieorisnd A 0 . s
o-iili.g
4 Products
o o
& Product Successful calls Blocked calls Failed calls Other calls Total calls Average response time Bandwidth
i e
b : o CDISC Library 73 0 5 0 78 3s 5 Mb
fale
o T Subscriptions
Subscription Successful calls Blocked calls  Failed calls Othercalls Totalcalls Average response time Bandwidth

Product CDISC Library subscription 70 0 2 0 72 3s 4 Mb



5. Private CDISC Library Instances

New Features for Titanium members using a private instance of
the CDISC Library to manage standards




CDISC Library: Private Instance of CDISC Library

 Every private instance starts with the same content as the CDISC Library
* Primary / replica architecture

» Create sponsor, therapeutic area, and project level standards based on the CDISC

standards

 Every private instance of CDISC Library starts with the same code base

« CDISC Library API

* Provides standards management tools such as authoring and governance
» Create sponsor-specific additions and extensions

* Provides tools to help up-version organizational standards for new
versions of CDISC standards

L L

cdise



Common API Across all CDISC Library Instances

« Every CDISC Library instance has a common APl making it easy for
vendors to build applications that target all instances

* Vendor applications that target the API| have a ready-made market
« Enables a ecosystem of vendor applications that use the CDISC Library API

cdise



Standards LIBRARY

M e I ____________
..... '—_“““““{“““““—\ —_“““““{_“““““\ '—_“““““{_“““““\
Organizational Titan Library Titan Library Titan Library
Standards odisey | odisom  cdisoly

Study Metadata swdyMDR | | StudyMDR | Study MDR

Repository 5 |
cdoof TS %




CDISC Library: Syndicated Standards

 Industry standards published to member .

Libraries ' oo
* Primary / replica architecture dlSC 3
i LI BRARY
* Members add organization, TA, project, and
study level standards ! l
* Members configure standards for their needs S . S —
- Automation support or up-versioning . Titan Library Titan Library
; oo oo
- Detailed study metadata is maintained in a oedisery | cdisel
local MDR l ---------------------- l ___________
- Studies configure organizational standards P S PR S
| [
. , _ . Study MDR . Study MDR
» The Study MDR integrates with operational : _ _

systems jﬁﬁ

__________________________

__________________________



CDISC Library Titanium: Authoring Sponsor Standards

HN o Dav
cdiSCes Snderds CDISC  Sponsor

LIBRARY Browser

~ Data Collection
H Madel v1.0 CDASHIG v2.0

Status Effective Date Implements Data Structures

CDASHIG v2.0

° Final 2012-0508 ADaMv2,1 ADaMv22 ADaMv23 DBS for TTE
2 HIG 1

. 5 Classes

IEEEEERT | -~ Data Tabulation

4 2 : Interventions Events Special-Purpose

Domains

Scenarios

DA - Denormalized Options: Horizontal-Example DA - Implemented Options: Horizontal-Generic

Findings DA DA - Denormalized Options: Horizontal-Example

e Name " Ordinal
o YTM Findings Observation Class 2
° o T™M 3 Description
g The Findings class includes CDASH domains that define collection standards for results from evaluations such as physical examinations, laboratory tests, ECG testing, and responses to questionnaires.
° ° (Source: CDASHIG v2.0, Section 8.3)
L
. Drug Accountability DA - Denormalized Options: Horizontal-Example Highlight changes
\ : Ordinal 0 Name Label Definition Question Text Prompt
4 STUDYID Study Identifier A unique identifier for a study. What is the study identifier? [Protocol/Study]
‘e P - SITEID2 Study Site Identifier A unique identifier for a site within a study. What is the site identifier? Site (Identifier)
® e [ T SUBJID Subject Identifier for A unique subject identifier within a site and a study. What is the subject identifier? Subject

the Study goes here
The name of a clinical encounter that encompasses

Vit Visk Name planned and unplanned trial interventions, procedur..

What is the visit name? [Visit]

VISDAT Visit Date Date the clinical encounter occurred (or started). What [is/was) the date of the visit? Visit Date

DAPERF Drug Accountability An indication whether or not a planned drug
Performed accountability assessment was performed,

Drug Accountability
Performed

Was drug accountability performed?



» Data Collection

CDASHIG v2.0

v Data Tabulation

1.2

CDISC Sponsor

Home

Changes Made Last 7 days

48%

Changed

Original Data Points ® Sponsor Updated Data
3335 1,560

View full report

Latest Changes

Name

STUDYID

SITEID

SUBJID

VISIT

VISDAT

DAPERF

VISDAT

DAPERF

Label
Study Identifier

Study Site Identifier

Subject Identifier for
the Study

Visit Name

Visit Date

Drug Accountability
Performed

Visit Date

Drug Accountability
Performed

CDISC Library Titanium: Managing Sponsor Standards

H- £+, Data
.o C(?I:S? ?A’ Standards

Definition
A unique identifier for a study.
A unique identifier for a site within a study.

A unique subject identifier within a site and a study.

The name of a clinical encounter that encompasses

planned and unplanned trial interventions, procedures...

Date the clinical encounter occurred (or started)

An indication whether or not a planned drug
accountability assessment was performed.

Date the clinical encounter occurred (or started).

An indication whether or not a planned drug
accountability assessment was performed.

Action

View

View

View

View

View

View

View

View




CDISC Library Titanium: Standards Change Management

HY &% Data
CdISC ‘u? Standards
LIBRARY Browser
~ Data Collection

CDASH Model v1.0
CDASHIG v2.0

CDASHIG v1.1

- Data Tabulation
SDTM v1.2
SDTM V1.3
STDM v1.4
STDM v1
STOM v1
STOM v1.7
STDOM V18
SDTMIG v3.1.
SDTMIG v3.1
SDTMIG v3.2
SDTMIG v3.3
SDTMIG-AP v1.0
SDTMIG-MD v1.0
SDTMIG-M:!
SDTMIG-PGx
SENDIG v31
SENDIG v3.0
SENDIG-AR v1.0

SENDIG-DART

~ Data Analysis

aM ADAE v1.0
ADaM BDS for TTE
ADaM OCCDS v1.0

ADaM v21

ADaMIG v1.0

CDISC  Sponsor

CDASHIG v2.0

Status
Final

Classes
Interventions

Domains

o - -

Scenarios

DA - Denormalized Options: Horizontal-Example

Findings DA

Name

Findings Observation Class

Description

Effective Date
2012-05-08

IE LB Ml PC

+ Ordinal
2

Implements
ADaM v2.1 AL

Special-Purpose

PE s

DA - Implemented (

DA - Dencrmalized Options: Horizontal-Example

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

Drug Accountability

Ordinal 0. Name

o1 STUDYID
o2 » SITEID2
e o3 SUBJID
rm o4 VISIT

= ) VISDAT
m 6 DAPERF
| 7 DACAT

Label
Study Identifier

Study Site Identifier

. Subject Identifier for
the Study goes here

Visit Name

Visit Date

Drug Accountability
Performed

Category of Drug
Accountability Assessment

DA - Denormalized Options: Horizontal-Example

Definition
A unique id
A unique id

A unique st

The name ¢
planned an

Date the cli

An indicatic

accountabi
A grouping
defined chi

Drug Accountability

CDISC STANDARD

Ordinal
2

Name
SITEID

Label
Study Site Identifier

Definition
A unique identifier for a site within a study.

Question Text
What is the site identifier?

Prompt
Site (Identifier

Data Type
Character

Completion Instructions

Implementation Notes

While this field is not typically captured on a CRF, it should
be displayed clearly on the CRF and/or the EDC system
This field can be included into the database or populated
during SDTM-based dataset creation before submission.

Mapping Instructions

Maps directly to the SDTMIG variable listed in the column
with the heading "SDTMIG Target”.

Mapping Targets
STUDYID

¢ Edit {#j Compare Origin:

Ordinal
2

+ Name

SITEID2

Label
Study Site Identifier

Definition
A unique identifier for a site within a study.

Question Text
What is the site identifier?

Prompt
Site (Identifier

Data Type
Character

Completion Instructions

Implementation Notes

Lerem ipsum dolor sit amet, consectetur adipiscing elit.
Duis iaculis pellentesque consectetur. Mauris id volutpat
nisi. Nam ultricies pharetra nisi, ac tincidunt dui aliquam
non. Aliguam augue dolor, tempus non viverra id, vulputate
vehicula ante. Morbi sit amet lacus non justo lacinia
rhoncus. Proin ac pharetra eros.

Mapping Instructions

Maps directly to the SDTMIG variable listed in the column
with the heading "SDTMIG Target”.

Mapping Targets
STUDYID

Code List



CDISC Library Titanium: Standards Change Management

HAPL Data
CdISC €3 Standards CcDISC Sponsor

LIBRARY Browser

Da

CDASHIG v2.0

e ® CDASHIG v2.0 Current Standard Version History
: CDASHIG v2.0 CDASHIG v1.9
° ~ Data Tak
. A Dataset Variable Variable Variable Variable
Class Name: Name Label Type Role . Class Name Label Role
Events AE STUDYID Study Identifier Char Identifier Events STUDYID Study Identifier Identifier
Domain 3 Domain s
Events AE DOMAIN Abbreviation Char Identifier Events DOMAIN Abbreviation Identifier
Events  AE usupiip  UnidueSubject o, Identifier Events usupyp  Umiaue Subject Identifier
Identifier Identifier
Events AE AESEQ Sequence Number  Num Identifier Events Sequence Number Identifier
Events AE AEGRPID oun ID ha de o yents 4 AF Grouping ID Identifier
Variable Label Change Hist
Events AE AERE| ng of Reference ID Identifier
° ® MI Date changed From By : Sponsor-Defined
; ANt Evenls  AE AESPIL  5/6/2020 Group ID Grouping D John Doe |dentifier erittfier
o o f
Events AE AETER  Reason ! F;epo:ed Term for Topic
3. I sort of just felt like it. the Adverse Event
o .
°
5 °

v Data Analysis




.........

Common CDISC Library Authoring and Governance
Tools Enable Collaborative Curation

API Calls

@ |mplementation
@ \letadata

Collaborative Curation Complements
Content Syndication

cd

Sponsor Standards Repository
Global Library

: o0 o 3 W ) :
- e EE
cdisc s :
‘L1 BRARY Library !
; content :
R R i
| }
1 o0 [\ < 'a' N ‘-1 (— :
: s B E B !
cdisc s :
LI BRARY Mapping SDTM  Analysis !
1 Metadata Metadata ... \
. .

Sponsor Study MDR

b Study Metadata ;

! |
1

o |

| Lo (e ]

: 1

1

: Data Mapping SDTM ADaM ADaM

| Collection specification ~ Metadata ~ Programming Metadata !

! Metadata specification 1



CDISC Library: Federated MDRs

cdisec

Rest Services for each MDR:

Bioportal + LOINC SPARQL Endpoint
*+ SNOMED-CT +  CDEEndpoint
{ # b +  Retrieve Semantic Links
: WHOMK . Retrieve Extraction Specifications
http://purl.bicontology.org/ontology/SNOMEDCT/394617004 ' : b,
-
Terminology Servers E ‘

H_

Regulatory
i
MOR http://cdisc.org/share fontology/SDTM/LB/LBORRES
WHO N\

| http://cdisc.org/share/ontology/BIRDG/PAPO/RESULT

A
Pharmaceutical
Companies

Sermantic
MOR

SINACI, A. A.; LALECI ERTURKMEN, G. B. A federated semantic metadata registry framework for enabling

interoperability across clinical research and care domains. Journal of Biomedical Informatics, v. 46, n. 5,
p. 784-794, 2013.




6. Development Approach

High-level thoughts on our approach to software development




Agile Development Process

» Scrum-based process

» 1 dedicated CDISC Library development team to create all the new features

* New features from numerous projects are fed into 1 product backlog and
prioritized

« Commit to delivering potentially shippable increments after each sprint
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