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Why is CDISC partnering with TransCelerate on DDF?

CDISC has always been an evolving transformational standards organization
for information used in clinical research and regulatory submission.

CDISC Data Standards Lifecycle
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Why is CDISC partnering with TransCelerate on DDF?

CDISC has always been an evolving transformational standards organization
for information used in clinical research and regulatory submission.

CDISC Data Standards Lifecycle

Develop [ [gflgmies’;f Ol Adopt 3 Implement fiC 3

Automation requires:
« Standard Machine-executable content for Useability
« Standard Technology Interfaces for Integration for Accessibility
« Standard Verification and Conformance Rules for Integrity
« Standard Trial Design Specifications for Total Automation of the Digital Data Flow
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The Clinical Trial Information Flow
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The Digital Data Flow Initiative (DDF) aims to catalyze digital
transformation; breaking the document paradigm to enable

seamless flow of the data within:

Connectivity of Data and Processes

Enabling traceability, automated flow of content
to key clinical documents, and automation to
clinical & operational systems (e.g.. EDC,
CTMS)

Digitized Protocols

Enabling the use of technologies that
identify and assemble study elements
allows industry to move to digital
protocols

Open and Flexible Solution

Better enabling the use of advanced
analytics such as Atrtificial Intelligence and
Machine Learning to improve study designs

Developing a dynamic, fully automated solution
that is vendor agnostic, open and flexible

Development principles to enable broad collaboration, stakeholder input, and sustainability

@ Open Source . Vendor Agnostic 6 Agile Development e-

©2022 TransCelerate BioPharma Inc., All rights reserved. 9 >>




Minimum Viable Product (MVP) development underway

April 2022 Anticipated Release Date

System or Tool of
Focus for MVP

The MVP release will focus on enabling flow of study definitions data from study {
builders to Study Definitions Repositories (SDR) to Electronic Data Capture (EDC)/CDMS Potential Future |

System of Focus

Reference Implementation of a novel central

Upstream Study component to manage data flow (SDR) Documents
Builders | Protocol I CSR | SAP |
—

Protocol & Content
Authoring Tools

N -

Study Definitions accenture
Repository (SDR) B® Microsoft “

Downstream Clinical

e deployed using CDISC-developed standard S Gl
. ...deployea usin -developea standaras:
Endpoints ploy 9 P | EDC/CDMS II CTMS I
Schedule of — IRT ” eTMF I
Activities
[TT] <] %

Unified Study API Controlled
Definitions Model Specs Terminology Partlc:lpatlnq Solution Providers*

Participating Solution Providers*

strialsal JQULECOr

* Solution Providers above have volunteered to participate in MVP development in anticipation of making use of DDF solutions in the future. Additional
Solution Providers may volunteer in coming weeks/months. TransCelerate does not endorse nor recommend specific vendors or commercial products. 10 >>
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Enabling DDF - Where are we on the DDF journey?

2022 >>

Deliver MVP / Pilot, Learn/Adapt & Continue Development /

MVP Release Public
(@2) Connectathon
(Q@2/Q3)

Study Builder & EDC
Vendor Design
Collaboration

0e9®
[ N

Initial discussions and alignment
between technical solution teams (RA/RI
for USDM, SDR) and Study Builders,
EDC vendors to collaborate on SDR

design compatibility to receive and send
©2022 TransCelerate BioPharma Inc., All rights rd;a’tai

Digitized Protocol

2

Digitizing a portion of the study data
elements included in the Common
Protocol Template significantly facilitates
for automated Protocol Document
enablement

Limited EDC Integration

il

Digitizing a portion of the study data
elements enables partial automated EDC
build

1 P



Engaging with DDF

What’s Coming?

DDF GitHub Launch for Open-source
(OS) Collaboration

Launch of DDF GitHub site to foster, develop, and maintain an open-
source community of active DDF project contributors. GitHub repository
will be the central destination for OS material & future collaboration.

« DDF Connectathon

Planned Connectathon event in 2022 will encourage demonstrations of
use/connectivity to the Study Definitions Repository & CDISC standards
by anyone in the vendor community.

©2022 TransCelerate BioPharma Inc., All rights reserved.

Resources to Learn More
(Click on any of icons/links below.)
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Provide Input, Sign
up for updates:
DDF Information
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https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
https://www.transceleratebiopharmainc.com/wp-content/uploads/2021/09/DDF-Overview-FINAL.pdf
https://www.transceleratebiopharmainc.com/wp-content/uploads/2021/09/DDF-Overview-FINAL.pdf
https://www.transceleratebiopharmainc.com/wp-content/uploads/2021/09/DDF-FAQs-FINAL-2021.pdf
https://www.transceleratebiopharmainc.com/wp-content/uploads/2021/09/DDF-FAQs-FINAL-2021.pdf
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-feedback-form/
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-feedback-form/
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-feedback-form/
https://www.businesswire.com/news/home/20210909005612/en/TransCelerate-BioPharma-Commences-Collaborative-Development-of-a-Novel-Digital-Data-Flow-Solution-for-Study-Start-Up
https://www.businesswire.com/news/home/20210909005612/en/TransCelerate-BioPharma-Commences-Collaborative-Development-of-a-Novel-Digital-Data-Flow-Solution-for-Study-Start-Up
https://www.transceleratebiopharmainc.com/wp-content/uploads/2021/09/DDF-FAQs-FINAL-2021.pdf
https://www.transceleratebiopharmainc.com/events/webinar-digital-data-flow-modernize-clinical-trials-by-enabling-a-digital-workflow/
https://www.transceleratebiopharmainc.com/events/webinar-digital-data-flow-modernize-clinical-trials-by-enabling-a-digital-workflow/
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CDISC Study Definition Repository RA Deliverables

. — Unified Study Definitions Model (USDM) Class Diagram

. " g i L The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative)
.. -ﬂdv Application Programming Interface (API) Specification

5 L‘a Te The API definition (normative) in JSON and HTML forms

% e

CDISC Controlled Terminology

The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered.

®

Reference Architecture Conformance Tests
Provided by the functionality provided by tools such as SwaggerHub and Postman

XXKL
IRIE

Essential Users Stories
The User Stories. PDF document

S
-
N

JQ%E Q @

Architecture Principles
The architectural principles developed by the project. PDF Document

Supporting Materials
A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.
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Unified Study Definitions Model (USDM) Class Diagram

|
z o# I} The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative)
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=— Unified Study Definitions Model (USDM) Class Diagram
# The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative)

O O O

psc text

/' study_arm_origin_id integer —

ﬁ study_arm_origin_desc text

integer —f—

—

@

<& public

[F] STUDY_PHASE
.” study_phase_id integer

Cj study_phase_desc text

f] start_date date

P f} end_date date

é’g) point_in_time_type_id integ >.—
er

+

T é; study_arm_type_id integer >’—

~—

@
@ public
5] STUDY_ARM

/7 study_arm_id uuid +

a study_arm_desc text

ﬁ study_arm_name text

— /P study_arm_origin_id integer T

& public

é,’v} study_arm_origin_type_id in >0—
teger

/' epoch_type_id integer

ﬁ epoch_type_desc text

@

& public

] STUDY_EPOCH
study_epoch_id uuid

f] study_epoch_name text

f] study_epoch_desc text

é-) study_epoch_type_id intege
r

f] sequnce_in_study integer

S

| 5 STUDY_ELEMENT

IJlr\

4P end_rule_id uuid

4~ workflow_matrix_id uuid

@
& public

—+—

;' study_element_id uuid —|—

f] study_element_name text

f] study_element_desc text

2P start_rule_id uuid

ERD

@

& public

£ WORKFLOW_I
/2 workflow_item_i
fj description text

4P from_point_in_t

4P to_point_in_timg
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P activity_id uuid

@ previous_workfl
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f] sequence_id uu
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=— Unified Study Definitions Model (USDM) Class Diagram

# 1 The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative)

[eele)

BEGIN;

CREATE TABLE IF NOT EXISTS public."STUDY"
(

study_id uuid NOT NULL,
study_title text NOT NULL,
study_version text NOT NULL,
study_tag text,
study_type_id integer NOT NULL,
study_phase_id integer NOT NULL,
study_status text NOT NULL,
study_protocol_id uuid,
study_protocol_version text,
CONSTRAINT pk_study_id PRIMARY KEY (study_id)
)

CREATE TABLE IF NOT EXISTS public."STUDY_TYPE"
(

study_type_id integer NOT NULL,
study_type_desc text NOT NULL,
PRIMARY KEY (study_type_id)

|

CREATE TABLE IF NOT EXISTS public."STUDY_PHASE"
(

study_phase_id integer NOT NULL,

study_phase_desc text NOT NULL,

CONSTRAINT pk_study_phase_id PRIMARY KEY (study_phase_id)
)

CREATE TABLE IF NOT EXISTS public."STUDY_IDENTIFIER"
(

study_identifier_id uuid NOT NULL,
org_code text NOT NULL,
study_identifier_type_id integer NOT NULL,
study_identifier_name text,
study_id uuid,
PRIMARY KEY (study_identifier_id)

)

SQL DD

cdisc

"studyTitle":"Study Number One",

JSON

INTERVENTIONAL",
'PHASE_1_TRIAL",

:"this is a study status",
"studyIdentifiers":[

"id":"flaaed4ad-2ddf-44cc-9f65-f3077f315939",
"orgCode":"2.16.840.1.113883.3.1077",
"name":"ClinicalTrials.gov",
"idType" :"REGISTRY_STUDY"

It

"id":"74babled-9439-4467-83a3-284727e0b0e9",
"orgCode":"2.16.840.1.113883.3.1077",
"name":"ClinicalTrials.gov",
"idType":"SPONSOR_ID"

1,
"studyProtocolReferences": [

"studyProtocolId":"a5709f39-dcf1-40a0-bd40-5164a96e87b8",
"studyProtocolVersion":"1.0"

1,

"studyVersion":"1.0",

udyTag":null,
"studyId":"8bf37e48-cbf@-49f5-all3-4c5al5b2cd90",
"currentSections": [

"id":"bd8e986a-d7cd-4289-bc14-f@5e@5e3342f",
"sectionType":"STUDY_INDICATIONS"
"studyIndications": [

"id":"f192251c-a732-44b5-b63a-6f3b99bd7c99"
"description":"Alzheimer's disease",
"coding": [

"code":"26929004"

""codeSystem" : " SNOMED-CT",
""codeSystemVersion":"4.0.6.4",
"decode":"Alzheimer's disease (disorder)"

T,
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1o Application Programming Interface (API) Specification
T‘r TG The API definition (normative) in JISON and HTML forms

o ] \
GET /studydefinitionrepository/vl/studyhistory B J S O N
Get history of all studies (get.studydesignrepository. history) . '
Get history of all studies { .
Return type
inline_response 200 1 : {
Example data :
Content-Type: application/json 1
"study" : [ { }'
"studyVersion" : [ 1, 1 ], H [
"studyId" : "e3e84e94-927e-42da-9625-ed4f18bcdbTad", {
"studyTitle" : "Example study title" i
}.
"studyVersion" : [ 1, 1 ],
"studyId" : "e3eB84e94-927e-42da-9625-e4£1BbcabTad", H
"studyTitle" : "Example study title" 1,
1l A
4 {
Produces o1
This API call preduces the following media types according to the Accept request header; the media type will be convey 0
* application/json 1
Responses : '
200 : '
OK inline response 200 1 H N
— HTML y
{
—
This Set Default
N ’ '
* GET /studydefinitionrepository/vl/studyhistory . ’
* GET /studydefinitionrepository/vl/{study}/sectionhistory . '
* GET /studydefinitionrepository/vl/{study} : '
*» QET /studydefinitionrepository/vl/{study}/studydesign/{s{ o1
* GET /studydefinitionrepository/vl/{study}/studyprotocols
* POST /studydefinitionrepository/vl
-ﬂ‘ _/studydefinitionrepository/vl/{study}/studyprotocol }
Ignore! Hidden
oo * POST /studydefinitionrepository/vl/components
C Isc * DELETE /studydefinitionrepository/vl/{study}/studyassessmentgroup/{assessmentgroupId} 18
* DELETE /studydefinitionrepository/vl/{study}/biomedicalconcepts/{biomedicalConceptId}




CDISC Controlled Terminology

The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered.

UML Class Name

M e e EJ EJ

ferow lswoe  leaw.  lecsana

NCIC-

cndeB

Caicas

CT item Preferred Name

Synonym(s)

Definition

. =

Has Value List

participants} that is intended to add to medical knowledge. There are
two main types of clinical studies: clinical trials (also called
interventional studies) and observational

studies. [[http:/Clinical Trials.qov]l(CDISC Glossary)

STUDY study_title

Attribute

C49802

Study Title

Trial Title; Official Study
Title; Study Title

The sponsor-defined name of the clinical study.

STUDY study_version

Attribute

93480

Study Protocol Version

A plan at a particular point in time for a formal investigation to assess
the utility, impact, pharmacological, physiological, andior
psychological effects of a particular treatment, procedure, drug, device,
biologic, food product, cosmetic, care plan, or subject characteristic.
(BRIDG)

STUDY study_status

Attribute

CNEW

Protocol Status

A condition of the protocol ata point in time with respect to its state of
readiness for implementation.

Y (CNEW Protocol Status
Response)

STUDY

study_protocol_version

Attribute

93480

Study Protocol Version

A plan at a particular point in time for a formal investigation to assess
the utility, impact, pharmacological, physiological, andior
psychological effects of a particular treatment, procedure, drug, device,
biologic, food product, cosmetic, care plan, or subject characteristic.
(BRIDG)

N

STUDY_TYPE

STUDY_TYPE

Entity

C142175

Study Type

Study Type; Study Type
Classification

The nalure of the investigation for which study information is being
collected. (After clinicaltrials.gov)

N

STUDY_TYPE

study_type_desc

Attribute

C142178

Study Type Classification

Study Type; Study Type
Classification

The nature ofthe investigation for which study information is being
collected. (After clinicaltrials.gov)

Y (CO9077 STYPE)

STUDY_PHASE

STUDY_PHASE

Entity

c48281

Trial Phase

Trial Phase; Trial Phase
Classification

A step in the clinical research and development of a therapy from initial
clinical trials to post-approval studies. NOTE: Clinical trials are
generally categorized into four (sometimes five) phases. A therapeutic
intervention may be evaluated in two or more phases simultaneously
in different trials, and some trials may overlap two different phases. [21
'CFR section 312.21; After ICH Topic EB NOTE FOR GUIDANCE ON
GENERAL CONSIDERATIONS FOR CLINICAL TRIALS,
CPMP/ICH/291/35 March 1998]

N

STUDY_PHASE

study_phase_desc

Altribute

c48281

Trial Phase Classification

Trial Phase; Trial Phase
Classification

A step in the clinical research and development of a therapy from initial
clinical trials to post-approval studies. NOTE: Clinical trials are
generally categorized into four (sometimes five) phases. A therapeutic
intervention may be evaluated in two or more phases simultaneously
in different trials, and some trials may overlap two different phases. [21
'CFR section 312.21; After ICH Topic EB NOTE FOR GUIDANCE ON
GENERAL CONSIDERATIONS FOR CLINICAL TRIALS,
CPMPJ/ICH/291/95 March 1998]

Y (CEB737 TPHASE)

ER

STUDY_IDENTIFI|STUDY_IDENTIFIER

Entity

83082

Study ldentifier

A sequence of characters used to identify, name, or characterize the
study.

STUDY_IDENTIFI|org_code
ER

Attribute

CNEW

Study Identifier Organization
Code

A coded value specifying the organization that creates and/or assigns

the study identifier,

EW

r

DDF Entities&Attributes

DDF Valid Value Sets

Study ldentifier Mame

The literal identifier

Al b s d

«., distinctive designation) of the sequence|

ME. mmonn ok

e e ki

19



sl Essential Users Stories
The User Stories. PDF document

cdisc

PDF

User Stories

Dave Iberson-Hurst, 215t March 2022

Changes

e 25" January 2022 — Initial draft

e 31° January 2022 — Updates after informal review

e 14™ Febraury 2022 — Updates after initial Transcelerate (TCB) review. Includes better
alignment with TCB terminology. Also the Essential User Stories and those raised as JIRA
tickets have been incorporated such they can viewed in context.

e 21 March 2022 — Updates after further review.

Purpose

This note presents a set of user stories for the Digital Data Flow Project based on the essential
user stories produced by the project to date. The presented user stories try and respond to
comments raised on the essential user stories such as the following JIRA ticket.

However the users of the USDM are the upstream and downstream systems and not
directly the users of those systems. So search and add/remove functions like described
in user story L1 to L5 are not directly applicable to the USDM and RA. However, the
data structure must make it possible for the upstream system to provide this
functionality. So a logical data structure and API requests are in scope. Can the user
stories be adjusted to reflect this?

20



Architecture Principles
@ The architectural principles developed by the project. PDF Document

cdisc

PDF

Architecture Principles

Description of the Deliverable for the Development Phase

The architecture principles aim to help implementers understand how to create conformant
solution architectures through the implementation of the DDF Study Definition Reference
Architecture (RA). They inform solution architects of the approach expected by the RA
stakeholders to ensure consistency across Study Definition implementations and to ensure
alignment with the business and technology objectives. Architecture principles define the
fundamental assumptions regarding the RA and aid in developing a framework for decision making
by solution architects implementing the RA.

Summary of work to be performed during scoping

A framework for the architecture principles was developed during the scoping period.

21



Supporting Materials

A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.

Issues and Questions: Based on the remaining JIRA
tickets a series of issues and question to be addressed during

the review.

Technical Notes: Technical notes on Schedule of

Activities and ODM/CRF creation

High-Level Model Overview: Aid to reviewing the

model

UML Notes: Help for those reading the UML diagrams

SCREENING
VISIT

|
|
| |
| Informed consent | X

BATHDAT 1.1
AGE 12
AseEy 1.3
sEx 14
ETHNIE 1.5
AscE 18
RACEOTH 1.7

Form DM - Demographics

CRF instructions: DM - Demographics

What Is the subject's date of bifth?

What s the subject’s age?
What s the age unit used?

What i the sex of the subject?

Do you consider yourself Hispanic/Latin or not Hispanic/Latina?

Wihich of the following ive racial designations best describes you? (More than one choice is
acceptabie.}

What was the other race?

[oammmny B

T daplayed aate i formatted Based on the locale of 60 S0’ Browser. AMBYS COMC! datos a5 DO-MMM-YYYY and siore dutes a5
1SD8601 in SOTM.

Fomale 1
Male )
Unknown (1)
Undiflerentialed (UNGIFFERENTIATED)
Hispanic or Lating (HSPANC O LATING]
ot Hispanic or Lalino (NOT HISPANIC OF LATINOI
Not Reported (NOT REPORTED)
Unknown (unKnown)
American Indian or Alaska Native (AMERICAN INDIAN R ALASKA NATIVE}
Asian (AStAN)
Black or Affican AMErcan (BLACK OF AFRICAN AMERICAN)
Native Hawaiian or Other Pacifc ISIander (NATIVE HAWAIAN O OTHER PAGIFIC ISLANDER)
White (WHITE)
Not Reported (NOT REPORTED)
UnKnown (LNKNOHN)
Other (OTHER)

Protocol Name: Targeting Agents in ABTC

CRF Specification for DDR

CRF Creation date: 2022-03-15T15:46:39

Table of Contents

12-lead ECG
Chemistry (predose)

Disease characteristics

Eligibility criteria
Ensure availability of medication X
Form DM - Demographics
Form LB - Local Processing
Height

Hematology (predose)

Hospitalization

Informed consent

DDR-Umbrella Study of DNA-Damage Response Targeting Agents in Advanced Biliary Tract Cancer

BRI

| | | |
| | | |
| | | |
| | | |
| | X | | X
| | | |
| | | |
| | | |
| | | |

cdisc

CRF Stylesheet courtesy of: Jargen Mangor Iversen, Leo Pharma A/S




CDISC Study Definition Repository RA Deliverables

. — Unified Study Definitions Model (USDM) Class Diagram

. " g i L The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative)
.. -ﬂdv Application Programming Interface (API) Specification

5 L‘a Te The API definition (normative) in JSON and HTML forms
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CDISC Controlled Terminology

The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered.

®

Reference Architecture Conformance Tests
Provided by the functionality provided by tools such as SwaggerHub and Postman
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Essential Users Stories
The User Stories. PDF document
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Architecture Principles
The architectural principles developed by the project. PDF Document

Supporting Materials
A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.
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*Minimal Viable Product

The Process for MVP

Stage Ob Stage 3b

« Scoping and * Internal

« Identification * Publication

Planning Review

. , « Sprint Scoping and modeling « Development + Public Review

iz and Planning of draft

AT standards

® e Stage 1 Stage 3c

(l
(l

000
e

Cumulatave outcomes

et - Parts of Stage Ob — 3a take place in each sprint.

e » After Stage 0Oa, the sprints begin and a small scoping
fS,;v ----- effort happens as part of the planning for each sprint
B » Areview step happens at the end of the sprint.

cdisc -



*Minimal Viable Product

Stage 3¢ |Publication
Public Webinars

@ 1 - Scoping Results
2 - Public Review

3 - Publication

o
o
°: o
goi !
e
3k
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Public Review Timetable

« Tuesday 22"d March 2022 — DDF Public Review Webinar

it < Tuesday 29" March 2022 — DDF Materials sent out for review — Start of 30-
iy day public review

©.+ « Monday 4t April 2022 — 10:00-11:00 US Eastern Time - DDF Public
Review Workshop — open invite (details on the DDF Public Review Webinar
"""" Page)

* Friday 29t April 2022 — DDF Public Review Commenting Period ends

cdisc :



Public Review Materials

 Email will be sent from CDISC Communications

» Public Review information will also be available from the Public Review section
of the CDISC website

» https://www.cdisc.org/public-reviews
* https://www.cdisc.org/ddf

cdisc [fm]
dational  Data Exchange Therapeutic Areas  Standards

ome / Public Reviews

Public Reviews |

Standard/Therapeutic Area  CDASH

Terminology

» Links will direct reviewers to the DDF Public Review Dashboard

cdisc
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https://www.cdisc.org/public-reviews
https://www.cdisc.org/ddf

DDF Public Review Dashboard

DDF Public Review Dashboard

The CDISC standards Development Process

abic review comm;

DF Stangards are now entzring nting period azr completing the standards dzvelopment and intemal review phases.

pread consensus for the proposed standard by allowing for Broad comment by the general public. Anyone intsrased may raview and submit comments which must be reviel

urpose of the Public Review i 1o develop wi
e = Additionsl information on the overall sims of the DDF project can bs found on the TransCelerate DDF Wabsite
- Additional information is available in the TransCelerate press relezse about the DOF project

and addressed by team:

fore proceeding to publication (CDISC-COS

Public Review Timelines

The Puslic feview cammenzing peried will be open far

Subiic Re

w Commenting Start Date - |8 20 Mar 2022
Sublic Review Commenting End Date - &) 20 Apr 2022

Public Review Webinar

t for Public Review. Th slide deck <<insert links > us=d in the wakingr is alzo avaiabls.

220 b2 found here <<insert links ». t i r2commanded thit yau waieh this racarding 12 gain 3 despsr understznding of the mateizis Tt are beins

A recording of the Pubii

 Summary
Topic Presenter Timing
Webinar Introguction Dave Evans
TransCelerate and DDF Alison Luckmen

CDISC DDF standards for public review | Dave lbsrson-Hurs

John Owen

1 A

What should you review?

& - Please be aware that some of the deliverables thatare being devaloped may be out.
+ TheDDF team is reas that the defiverables co
+ We appreciate any comments that you can provids that you feel you can provide input on.

Deliverable cpisc Wihat would people Review Files Available for | Files
Standard Public Review

Urified Study The UML class diagram (normasive) as well as S8 Dats Dictionary, Entity Relationship Disgram and sxample JSON output (nformative)

Definitions Madel

{USE] Class © Need some infa an UML2

Diagram Iryouars

ntamiliar with UML, Saction 5.6 of the BRIDG Usars Guide might be usad as  model for 3 “Basics of UML" guids for DDF

The ARl definicion. JSON and HTML

formats

Controties Th controlled teminology (ormative) daveloped for the proje: Excel format ffor | DDF Controlled Terminology. Public Revieu_FINALXisx

Terminalogy & of ssarching
and fitering)

Essential User No The User Soriss.

Storie:

Archiraciure No daveloped by the proj DOF CDISC RA GGG - Archi

Brincioles

Supporiing No 4581 of informational matarials in BDF format to help undarstand the daliverati

Materia

Using the DDF JIRA project for commenting

« Al Pulic Revisw comments should oe eniered inta the DDFUIRA Prejec 25 JIRA tickess
C Wiki 2 provide commens

ount on Wiki or JIRA, our issus-tracking system. simply log in t@ your account;

s

i and JIRA use the same login credentials. CDISC Wiki s a differant login from ww.cdisc org

= Register for the Wiki. If you akready ha
> Click hare to expand instructions for entaring JIRA com:

Introduction

Timelines

Webinar

Materials
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