Level Up Your Clinical Data Skills with CDISC Education

16 July 2024

Morgan Dancy, Senior Manager of CDISC Education

Nick De Donder, Head of Data Standards, E3C Chair, Business & Decision Life Sciences
John Ezzell, Head of CDISC Education

Lisa Mulcahy, Owner of Mulcahy Consulting

Dawn Niccum, Executive Vice President, QA & Compliance, InSeption Group

Mackenzie Voots, Manager of CDISC Education




Agenda

2024 Education Update

New Training Updates

Upcoming Public Training Schedule

CDISC Learning Management System Demo
Private Training

SDTM Advanced Hands-On Implementation
Trial Master File Overview
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John Ezzell
Head of Education

* Oversees Education Departmental Operations
* Directs Curriculum and Instruction
* Manages and Develops Educational Partnerships

Morgan Dancy
Senior Manager of Education

* Oversees Public Training Schedule

* Manages Training Development
* Coordinates Instructor Authorization

©CDISC 2024

Mackenzie Voots
Education Manager

* Oversees Private Training Schedule
» Manages Learning Management System (LMS)
* Leads Publication of Trainings




. CDISC Education Goals and Purpose

S Education in CDISC Charter cdisc

% DR CDISC Operational Prf)cedure COP-005

« CDISC is committed to providing authoritative e

education to implementers and other stakeholders of L PEoe  es wa reens o 1o e e
: the CDISC standards e e e

1.2 Background

- .- ...

A : CDISC Is ¢ o p g education to Implementers and other
e « stakeholders of the CDISC standards. This education wil be provided through vanous
@reresce ™Y . gn . public and private venues Including conferences, Cassroom lraining, company workshops,
Sap ertification R

%00 slkeee 1.3 Authority

o ik . document s approved by the CDISC VP, Education and by the CDISC Presklent and
A . I c and for the

This 15 8
CEO and should be used by CDISC stal

@rscasios ® - e OYNNA O e pnd malntenance of all CDISC Education Instructional materials, and for the selection and
i e 99 ® Ccre | e | n of course pers and Instructors. The CDISC Education leadership and
------- standards Techrical Team Leads have primary for the o this
medl’e and the related processas.

» Benchmark for Instruction and Training Development A p—
« Allows CDISC to issue Continuing Education Units N
i (CEUs) and certification

1.5 Related Documents
COP-001 Standards Development

L e * Independent audit of program processes G s ottt

Vendor Neutral / Inclusive

Cd i§c ©CDISC 2024



CDISC Education
. . by the Numbers:
2012-2024

& 75,000+ Training Module Enroliments

b 16,000+ Training Accounts Created

oo
Cd lsg ©CDISC 2024
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Most instructors

have 20+ years 6 new instructors
clinical data since 2022
experience
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CDISC Standards & Publications

... - Foundational Standards
. - Implementation Guides

A » Therapeutic User Guides
Training by Audiences

ek  Experts and Newcomers
ST « Academics
 Reviewers

Tools

« CDISC Library

« CORE

NI




CDISC Education Projects
& Training Schedule
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Learning Health Education Alliance (LHEA) On-Demand Training

Tobacco Implementation Guide (TIG) Training

Introduction to the TMF Module (English/ B A&<:&)

SDTM Theory and Application (F2[E A Translation)

https://learnstore.cdisc.org
Cdi§C ©CDISC 2024



NEW Hands-On Implementation Trainings In Progress

hgy USINTERCHANGE PHOENIX/SCOTTSDALE .1

Dataset-JSON Hands-On Implementation Training

https://learnstore.cdisc.org

©CDISC 2024



Hands-On Implementation Lesson Plan Template

Lesson Plan Template for Instructors/Developers

"I Do, We Do, You Do" Instructional Model

Template Includes Engagement Strategies

* Prior Knowledge Assessments
* Checks for Understanding
 Exit Slips




"I Do, We Do, You Do" Instructional Model

Instructor-led Guided Independent
Hands-on
Demo Group Work .
Practice

Y
Duration:

Multiple-Session Curriculum

©CDISC 2024



. 2025 Public Training Schedule
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Virtual China US

Virtual Virtual Korea

o EU/US EU/US Interchange Interchange
 Feb/Mar May July ~ Sep/lOct  November
o o ° ° o ° o ° ° °

Jan/Feb April June/July August October

Europe Japan Virtual Korea

Virtual Japan Interchange Interchange EU/US Interchange

U g

O O o9,
https://learnstore.cdisc.org
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SHANGHAI,

SCOTTSDALE, SEOUL,

SEPTEMBER

EUROPE

VIRTUAL TRAINING
EVENT

CHINA ARIZONA KOREA
28-29 August 2024 21-25 October 2024 11,14,15 November 2024
2024 Virtual
Shanghai Event
- — I

11111\

JANUARY-
FEBRUARY

<l A

2025 Virtual
Event

L ' %
W .l"‘ ’4 |” ﬁ..' | o

& bk *

LTI L SEPTEMBER
FEBRUARY- -
MARCH JUNE - JULY OCTOBER
b
2025 Virtual 2025 Virtual 2025 Virtual
Event Event Event

https://learnstore.cdisc.org
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January Virtual Event

. ™
///m M// mm (N T 1

JANUARY-

FEBRUARY

EUROPE & US
VIRTUAL TRAINING
EVENT

Registration Opens Soon!

January/February 2025 Virtual Training Event (Zoom)

All trainings begin at 9:00am US Eastern Time (15:00 Central European Time).
Trainings are open to the general public, regardless of region.

Use World Time Buddy to convert to your time zone.

CDISC for Newcomers 6 January 2025 9:00 am - 12:00 pm Eastern Time
Controlled Terminology 7 January 2025 9:00 am - 100 pm Eastern Time

CDASH Fundamentals 8-10 January 2025 9:00 am - 12:00 pm Eastern Time
SEND Implementation 13-17 January 2025 | 9:00 am - 12:00 pm Eastern Time

Fundamentals of the TMF Reference Model 21-23 January 2025 | 9:00 am - 12:00 pm Eastern Time

Trial Master File for Biometrics Professionals | 28 January 2025 9:00 am - 12:00 pm Eastern Time
SDTM Theory and Application
(SDTM v1.7, SDTMIG v3.3)

ADaM Core Theory & Application 4-6 February 2025 9:00 am - 12:00 pm Eastern Time
Define-XML 11-13 February 2025 | 9:00 am - 12:00 pm Eastern Time

27-31January 2025 | 9:00 am - 12:30 pm Eastern Time

https://learnstore.cdisc.org

©CDISC 2024




CDISC Learning Management System
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Activate Your CDISC Learning Account

.........

) Sign up for a cdisciD
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‘ ) Visit learn.cdisc.org
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https://www.cdisc.org/cdiscid-sign-insign-instructions
learn.cdisc.org

Home Access Learning Browse Our Course Catalog @ My Certificates Tabulate Certification Programs Membership Benefits Visit CDISC.org Contact Reports

Dashboard / Learner Dashboara
TR 0 A N R L NUE Rl - A CDISC I °
Learner Dashboard CURRENT LEARNING
MNP
) CT Module 2: Controlled Terminology Metadata and File Formats
TRAININGS @ @ Define-XML B )
[7) Define-XML Module 2: Submission Datasets and Variables [0 ] Upcoming Events
w Dashboard
@ Home () Fundamentals of the TMF Reference Model (0% )
() Define-XML Module 2: Submission Datasets and Variables [ ) T -
() Fundamentals of the TMF Reference Model (0% ] ‘
- uly 2024 -
[T) SDTM Changes & Updates (SDTM v1.7-2.0, SDTMIG v3.3-3.4) (o ) v | Me TJu | We | Th £ 22
(7] SDTM for Medical Devices (o ) 7 g 3 o - 2 -
4 15 1% 17 8 S 20
4 [7) SDTM Module 1: Introduction (o J “ 22 = 2 = * :-
» CDM [7) SDTM Module 2: SDTM Basics (0% )
P SEND
e Displaying 1- 10 of 101 result Z 3, 4/5 /6 7|89 1 1 = ALERTS Kl

MODELS AND IGS ©CDISC 2024 [




[7) Fundamentals of the TMF Reference Model (o )
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© Training Bocking ¢ Training
MODELS AND IGS [ S:00 AM-12:30 PM, 16 S
UPCOMING EVENTS

cdisc

ADaM

CLINICAL DATA

ACQUISITION STANDARDS
HARMONIZATION

LAST COURSE ACCESSED

FREE
TRAININGS

Define-XML

CONTROLLED STUDY DATA METADATA EXCHANGE

TERMINOLOGY TABULATION STANDARD
MODEL
LATEST BADGES
PRIVATE FILES K|
cOIsc
(& Training e
CERTIFIED

©CDISC 2024
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CDASH

CUINICAL DATA
ACQUISITION STANDARDS

~ Public Training Schedule HARKONZATON

Please allow 24 hours after training registration for your automatic booking confirmation.

CDASH Fundamentals

Dashboard (O Announcements

ew-only recording be avallable for 2 weeks. QUICK LINKS
2, CDASH Public Training
Event status Booked Session times Rooms Facilitators Actions
Upcoming 3/30

P SEND

b TMF TAUG

» Controlled Terminolog

P CDASH

P CDISC Live Training GENERAL RESOURCES
» CDISC On-Cemand Training

CDISC Contacts and Links

-------------

v Private Training Schedule

v Welcome

v CDASH Fundamentals Overview
Regulatory and Otl'_\er-Resources

MMArnitar rom )l sheitoc far 1ndated vore
YIONITOr reguiatory Webs(les Jor upaaied versions

v Training Material

v Activity 1-1 ©CDISC 2024
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CDISC Contacts and Links

v Activity 3A-2

° S AR iAA i

« Activity 3B-1 .
~ Activity 3B-2

L]
Review the CRF then drag each variable to the correct place on the CRF. . ar Netwi
e
e (CDISC Glossa
A
Case Report Form _ .
P o > ol 5 i Vi I P Regulatory and Other Resources
ABC-554 | | | 53C 2301 | [[25-Mar-2013][[weEk THREE]| i |VSORRES | Monitor regulatory websites for updated versions
sTUbY | | | sITE SUBJECT DATE Vst || 1 ! e
; e ! VSSTAT | ! e USFDA
Het B 14 |‘-'-’erv: VITAL SIGNS collected? [yes [T No I ! !
L i i | STUDYID |
B TIME PULSERATE RESPIRATORY RATE SYSTOLIC DIASTOLIC ! |
i (24-hr dock) (beats/min) {breatha/min) /400 PRESSURE | BLOOD PRESSURE | TohIWERATURE | | i
i \ . | VSTEST | |
I | L |
. - M ¥ ) R 3
; 07: 58 12 120 74 3T |\ [visoar | !
. . e C s F | 1
HH. MM | NOTDONE |w | [[] NOT DONE [] NOTOONE NERDGHE. | i SITEID E =
. . ) 3? | I
H 30 Min Post Dose 08 ‘ 30 74 11 128 90 N . : VSPERF : et
H - 1 1 L ]
HH MM NOT DONE NOT DONE NOT DONE NOTDONE | | 1
5 = SUBJID | .
1 1
0 Min Post Dose 09:30 73 1 118 72 c@ 0O E VISIT E
HH MM ] NOT DONE [[] NOT DONE [ NOTDONE ] NOTDONE : :
37 ! VSORRESU
" | PRLUISE
2 Hr PostDose 10:05 68 " 110 70 - y ! * R
| VSTIM :
HH:MM NOTDONE [ ] NOT DONE NOT DONE [%] NOT DONE | : :
os : VSTPT !
cdisc | — f
TIPS FOR VIEWING METADATA

©@ Check cn
Click 4 to view full screen.

v Activity 4

« Activity 5
©CDISC 2024
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v Activity 3A-2

« Activity 3B-1

~ Activity 3B-2

Review the CRF then drag each variable to the correct place on the CRF.

Case Report Form

STUDYIDV SITEID "SUBJID - VISIT ~ VISDAT -

~ ~ pd ~ !
ABC-554 | | [ s3c 2301 | [[25-Mar-2013][[weEk THREE]| i
VSPERE sTUDY | | | SITE SUBJECT DATE H visiT || '
[ < | VSTEST :
. |Were VITALSIGNS collected? [FYes TINo v !
P e VSORRESU" !
T ; TIME PULSERATE  ||RESPIRATORYRATE SYSTOLIC DIASTOLIC !
For iNSTRT WSTIM ) coc (beats/min) Threatha/minl ]| BLOOD PRESSURE | BLOCD PRESSURE | ToMWERATURE | |
. 1
s ~N ~ - ~]+— VSORRES 37 !
S 07: 58 v 120 74 ¢ -
re-Dose l«] F |
- . - - !
é HH.MM [ | NOT [3:‘15[ L NOT DONE NOTDONE NOTDONE :
|
R 4 VSSTAT 5 37 |
H 30 Min Post Dose 08:30 74 i 128 90 . . H
) - |
HH MM NOTDONE NOT DONE NOTDONE ! DONE :
‘ a7 |
soMin Postbose | 02+ 30 73 1 118 72 o !
= |
HH MM ] NOT DONE [[] NOT DONE [ NOTDONE ] NOTCON :
. 37 |
2 Hr Post Dose 10: 05 68 1 110 70 !
- 1
HH: MM NCOT DONE [] NOT DONE NOT DONE [7] NOTDONE | |
|

e
cdisc '

v Activity 4

« Activity 5
©CDISC 2024

- Activity 6

CDISC Contacts and Links

° S AR iAA i

Regulatory and Other Resources

e Ly A T [0 A
VIONILOr Ik JLOry WeDs(Ies Jor upaared versions

TIPS FOR VIEWING METADATA

gy oy :
Click 4 to view full screen.

Kl
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v ActiVity 6 CDISC Contacts and Links
~ Course Evaluation Survey o
Please complets the survay 1o 121 us know what you thought of the class, the instruction, and the materizls ,

A T

Course Evaluation Survey

Regulatory and Other Resources
% Course Evaluation Survey @) Monitor regulatory websites for updated versions

v Certificate of Attendance )

~ Final Assessment

jprahensive exam covers material from the COASK Funcamentals Virwwal Trainin

Thiz ~eee : ol
OV cl= e > L g

Final Assessment

e PhUSE

\ot availzble unless: The activity Course Evaluation Survey is marked complete

TIPS FOR VIEWING METADATA [«

gy oy :
Click 4 to view full screen.

Certificate of Achievement

7y Course Evaluation Survey is mark

e The activity CDASH Implementation Final ks@gmm24 and passad
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CERTIFICATE OF ACHIEVEMENT

401 W 15th St #800
Austin, TX 78701
cdisc.org

This is to certify that
First Name Last Name

SDTM Advanced

IACET CEUs: 1.1

has successfully completed the training

©CDISC 2024

To be granted IACET Accredited Provider designation,
organizations apply demonstrating they are compliant with the
ANSI/IACET 1-2018 Standard for Continuing Education and
Training. The Accredited Provider (AP) application and review is a
rigorous process that involves extensive hands-on evaluation.
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Hands-On Implementation

Trainings

Certification Programs

cdisc
AUTHORIZED
TRAINING

cdisc

cdisc
AUTHORIZED
TRAINING

AUTHORIZED
TRAINING

CORE

IMPLEMENTATION

ARS

IMPLEMENTATION

Dataset-JSON
IMPLEMENTATION

{88

CPISc

CERTIFIED

cdisc

ODM

CERTIFIED PRODUCT

OPERATIONAL
DATA MODEL

©CDISC 2024



Add badges to your signature

Share on LinkedIn

ssssssssss

Description

CCCCCC

Criteria

Expiry date

.cdisc.org/badges/badge. php?hash=67d9a09
'. °
C ISC;
Home Access Leamning  Browse

Public Badge Verification Link
*Badges are listed on your profile page



https://learn.cdisc.org/user/profile.php

Private Trainings




Private Trainings — Tailored to Your Team’s Needs

Client Audience/Documentation Review Included

* Learner preliminary survey

» Audience roles, experience, topics of interest

» General review of sample documents if provided (CRFs, datasets...)

» Custom topics

Significant focus on existing topics

Additional hours of review and feedback on sample documents

Custom activities created using sample documents, requested domains, specific tools, etc.

Private learning environment (documents, Q&A forum with instructor...)

Cd i§C ©CDISC 2024



@errrre@

Examples

Instructions: Map the data from the CRF below into the CDASH dataset underneath.
Demographics
° Asian |M‘ Re: Week 12 Topics/Questions
2 Thai | THAICRACE | . -
[ cambodian [ CAMBODIAN_CRACE |
3 [[] Indonesian [ INDONESIAN_CRACE | ; ;
® Te: Week 12 Topl(s/QueSlloni
> [] Black | BLACK_CRACE | b :
D Botswanan | BOTSWANAN_CRACE |
D Namibian ‘ NAMIBIAN_CRACE ‘
.t . D Otbher, (please specify)
cri@eens | CRACEO | [ RACEOTH |
®:oozue o ASIAN THAL | CAMBODIAN | INDONESIAN | BLACK_ | NAMIBIAN_ | BOTSWANAN
o [ comm | mom | 351 [ 2 | ot e
o . ABC DM 1 |
G eiaa ®
T Case Report Form jemm e .
SorIenres P il el @& Pl & : .
Ser a2 [[Tascssa | [ | 53¢ [[] 2301 |][25-Mar-2013][ WEEK THREE]] i |VSORRES |
[ [stuoy [ ] sme [[[suskct[] DATE visit || i |
P P vssTAT | e
@ . X o |Wore VITAL SIGNS collected? [ Yes No | : [l * gu'::ywna;%mo:g:'t:‘rslee:surlee;gol’:l:::;’mmmonms.
5 p | sTuDYD |
. . TIME PULSERATE RESPIRATORY RATE SYSTOLIC DIASTOLIC ! [ - - Permalink | Show pare -
] [ (24-hr clock) (beats/min) (breaths/min) | #”| BLOOD PRESSURE | BLOOD PRESSURE (SRR : VSTEST :
1
\ : : Re: Week 12 Topics/Questions
D r 1 b - 3
; il 1z 120 4 S | VISDAT = :
1 1
: — c@rd | :
5 | CynoTpone[w [ [ noTDONE [] NOTDONE ] NOTDONE | SITEID |
1 1
74 11 128 % B i :
30 Min Post Dose c E 1 VSPERF I
= 1 1
»»»» ® HH:MM | NOT DONE ] NOT DONE ] NOT DONE NOTDONE E SUBJID i
, 37 | -
90 Min Post Dose 09: 30 7‘3 " 118 72 c F ! VISIT :
- 1 1
HH:MM | NOT DONE [[] NOT DONE NOTDONE NOTDONE : :
e ° — | |VSORRESU |
1 1
2 Hr Post Dose 10: 05 68 n 10 70 c F : VSTIM :
1 1
HHIMM [[]NOT DONE [] NOT DONE [] NOT DONE NOTDONE | | !
a oo ' VSTPT |
-~ cdisc \ '

Cd i.SC OCDISC 2024 /



o090
C I SC New to CDISC Standards Education

CDISC Learning System Upcoming Trainings Training Options
My Learning Account Course Catalog Virtual

Public Training In-Person

Private Training Request Blended

Custom Private Training On-Demand

Data Exchange

S S S O O

©CDISC 2024

Resources Events

Certification
Overview
Register for an Exam

Practice Test

Membership Members Only

Resources
Information for Learners
About CDISC Instructors
Member Training Credit

Contact Us

Learn More




SDTM Advanced Hands-On Implementation




“."  Training overview

0 : e ~ SDTM Advanced Hands-On Implementation Training Pilot

s

v o

£, Overview

@t

- &
- 0 2 Objective and Learning Outcomes
LR
B

. = Learner Preparation
®--- - .

® Materials

13 Activity 1: SDTM Annotation

: Activity 2: SDTM Quality Check
L e o
B b T Activity 3: Upgrade from SDTMIG v3.3 to SDTMIG v3.4

Cd i.SC ©CDISC 2024



" Training agenda

: i e Partl
; o Correctly annotate a CRF with the use of MSG

A e Partll
o CDASH data converted to SDTM data
ORI o QC of SDTM data

P o Use of CORE CLI

Y e Partlll
o Convert 3.3 to 3.4 with use of CDISC Library

Cd i.sc ©CDISC 2024



TMF RM Educational Offerings through
CDISC




CDISC TMF-related Educational Offerings

Established Trainings:

Introduction to the CDISC TMF RM

Fundamentals of the TMF RM

* English and Japanese language
* Free to members

» Offered both in person and virtual
» Next virtual course: 3,4,&5SEPT2024

« 10-minutes  Offered in-person course: 220CT2024 at the
r US CDISC Interchange Meeting in AZ
P i *New Training® TMF Reference Model for
ol Biometrics Professionals
. . Register for 25 October in-person Virtual sessions scheduled in 2025 Fundamentals Of the TMF Reference MOdeI
L traiming! (VIRTUAL Zoom)
e TMF-Zoom  Virtual: 3 days; 3 hours per day

View Course

*“New Training* H4;& TMF Module 1: TMF
Reference Model ®487} (FREE)

Online (self-paced) On-Demand, Self-Paced Online

cdisc



CDISC TMF-related Educational Offerings

In development or coming soon:

: i 1 [TMF RM for Biometric Professionals ||Quality Check of TMF Records

* Pilot (virtual) planned to take place on  Explain the purpose and factors that contribute
28 August 2024 to the quality of the TMF.

« Offered in-person course: 250CT2024 at * Apply principles of the CDISC TMF Reference
Tl the US CDISC Interchange Meeting in AZ Model, ALCOA++, and regulatory guidance
ks towards the TMF Records check process.
| T e T E R e DR Fle » Influence how to take a risk-based approach to

record quality checks.

\ - o | Risk-based Approach to TMF
Management

» Based on the output of the CDISC TMF RM
Risk Initiative

Register for 25 October in-person Virtual sessions scheduled in 2025
training!

cdisc



More on the Fundamentals of the TMF RM
.. Course-Level Learning Outcomes

‘ : ‘ Apply current regulations and guidances to the management of the TMF.
.. Describe how the TMF Reference Model is integral to the comprehensive TMF management process.

Design basic TMF management processes based on the TMF Reference Model, such as TMF Quality Control, TMF Index,
TMF Plan, and TMF Oversight.

Cd i.sc ©CDISC 2024



.. Course Agenda

.. p Man‘arlg\l/lanthe g e | MF Health - e TMIF Oversight
P e ( Preparing,

. ..... . History & Basics Regulations & Timell Transferring, Outsourcing &
CIRRPRRT & Technology OMPIELENEss, Management Inspection

et ..
i \ What Is a TME? \_ \ TMF Repositories,
(i, | Index & Plan

Quality
Ready TMF

.o ¢ fun
el #t I_, -~ f

B learnin
X ; reference model 9

bt engaging™ v

A XL best

i _interactive

networking ="
Cd ISC ©CDISC 2024 o
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More on the TMF RM for Biometric Professionals

.........
Ci

Course Description

...zs  Delve into more advanced TMF management with our specialized training
.~ spotlighting Zones 10 and 11 of the TMF Reference Model. This training is
... tailored for professionals overseeing records and data from Data

=+ Management, Biostatisticians, and Programmers. Gain expertise in defining
1+ and managing TMF records effectively, identifying functional application
records, and assessing their completeness within the TMF Reference Model
framework. Join us to enhance your TMF management skills and ensure
robust regulatory compliance.

Cd i.sc ©CDISC 2024 4



More on the TMF RM for Biometric Professionals
.. Course-Level Learning Outcomes

- © e Describe and summarize the CDISC TMF RM and its purpose.

» Describe biometrics-related TMF records and data (including the various file formats) indicated in the CDISC
ORI TMF RM.

Develop the plan to evaluate biometrics records and data for completeness in the various TMF repositories
utilizing the CDISC TMF RM

Cd i.SC ©CDISC 2024



. The TMF Management : :

N e N — p ~ ™\ e OVverview of TMF Quality
_ _ O5E What, Where, and

L et The Biometrics How - Biometrics

R related records . o

i i the TMF RM People, related records in Timeliness,

Frsd Process, & TMF repositories Completeness,
. Technology Quality

. \ s i T N ) \ TMF Repcéf.i;%rri]es, Index, \_ )

N

n

learnin
ce model 9

engag Ta) g e

_interactive

networking "
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Thank you!




