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Meet the Speaker

John Ezzell

Title: Head of Education
Organization: CDISC

John began his career in training as a high school instructor in Houston, Texas.
Since 2005, he has worked as an editor and curriculum designer at Harcourt
Houghton-Mifflin and the Project Share initiative for The Institute for Public
School Initiatives at the University of Texas, Austin. John has had a role in
CDISC Education since 2015 and is currently the Head of Education.
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CDISC Tabulate Development Background




Blue Ribbon Commission (2018-2019)

From the Commission Report:
Broad Theme #4: Build a strong standards ecosystem

“Establish a highly functional professional certification program that
incorporates pragmatic implementation of the standards, not just learning
theory and rules. Require regular knowledge updates to maintain certification

credentials. Individual certification (1.) improves homogeneity of
implementation; (2.) expands the pool of qualified job candidates available to
the community; and (3.) may provide a substrate for company-level
certification demonstrated by a critical mass of individual certifications”
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Exam Domains

Exam Domain:
What major topics or issues should be covered by the exam?

> __3: Domain-Specific Knowledge

» 1: General Concepts, Terms, and Assumptions & Designing Conformant Dataset
Structure
» 2: General Observation Classes

» 4: Findings About, Custom Domains, Associated Persons, and Study References

> b Spemal purpose Domains

cdisc

» 6: Controlled Terminology, Conformance and Other References
» 7: The Trial Design Model
» 8: Relationships Among Datasets and Records



Knowledge and Skill Statements

Knowledge of the requirements for the use of the --OBJ variable with Findings About events or interventions
Knowledge of when to use Findings About

Knowledge of the different references that would be needed when creating a new domain

Skill to create a custom domain

Findings About, Custom Domains, Associated . ] _ )
Skill to recognize data that are about an associated person rather than a study subject

Persons, and Study References (10%)
Knowledge of considerations for creating an Associated Person (AP) dataset (e.g., family medical history, caregiver questionnaires)
Knowledge of the situations for which additional identifiers may be needed (e.q., identifiers for devices, identifiers for non-host organisms)

Knowledge of the Device Identifiers (DI) dataset used to establish identifiers for devices that are used to populate the variable SPDEVID

Knowledge of the Non-host Organism Identifiers (Ol) dataset used to establish identifiers for organisms used to populate the variable NHOID



CDISC Tabulate Exam Items (Questions)

Domain 4: Findings About, Custom Domains, Associated Persons, and Study
References

A custom domain should be established around
A. A specific collection method.

B. A specific set of timing criteria.

B [ C. Observations with a common topic that do not fit into an existing domain. ]

D. An efficacy endpoint that fits well into an existing domain but should
remain separate for analysis.

More example questions available at:
www.cdisc.org/education/cdisc-standards-certification
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Final Certification Tabulate Exam — SEP 2021

125 Exam Questions
Multiple-choice Format

Approximately 4 hours Long

2 Minutes Per Question

15-minute “Halftime” Break
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Certification Changes Since 2021 Pilot

¢ e
v * Eliminated experience requirement
* Removed maintenance fee

Prep and Delivery

* Practice questions
» Streamlined virtual environmental checks
» Shortened exam (185 -> 125 questions)

; * Instantaneous
» Performance Analysis (for non-passing candidates)

Discounts

* Membership Discounts (40% Platinum / 20% Gold)
* Group Discounts (10+ Enrollees)
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CDISC Tabulate Certification Exam
Registration, Preparation, and Maintenance




CDISC Tabulate Certification Registration
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Registration via CDISC
Sl L carning System

Requires CDISC.org
AN account
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Online learning system where
you can access your training
Purchase and enroll in CDISC modules and view your learning
web-based trainings. records.

Learning System
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. Certification Exam Fees

$500 exam fee

$125 re-test fee (for failed exam) N
€S
i SO,

SISV,

%
N S
Recertification required after 3 years
~
N
e Recertification exam fee: $500
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Step 1: Register for you Tabulate Certification exam

Step 2: Take Your CDISC Tabulate Certification Exam

PROMETRIC i oty , WNSEEIMN ieor. azvore o

cdi’s’c | CDISC - CDISC CERTIFICATION PROGRAM '
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Important Steps BEFORE the Exam

oo
c Isc NewtoCDISC  Standads ~ Education  Resources  Events  Membership  Members Only

Review CDISC Certification s e e
Study Materials PROMETRIC - SOURE 4 (IEhe  onithe [N

conTACT >

Description ~ EamScope  Registration  FAQ  Tabulat

Review the sample CDISC Tabuiate Bxam questions and therr correspo) PROPROCTOR

can review the Knowledge and Skl Statements associated with each ) 0

notappear i the Tabulate Bxam CANDIDATE IPmport‘ar_n |nformat;9n on how to schedule and take your
rometric exam online

Domain 1: General Concepts, Terms and Assumptions, and Conform, INFORMATION

Which date/time determines the popuiation of the EPOCH varable f i

A Start date/time of an observation or collection date/time
B Reference time point date/time

Online: Check Com puter

o |
H"HH fominz & <l rromEeTRIC v -
Compatibility o .
Cleres Live Proctor °
o cHEce

Request assistance
Domain 3: Don]

e A Proctor will be with you shortly

Your Proctor will connect with you shortly and guide you through the followil
steps:

1. Confirm Identity /
You will be asked to provide informatig
your exam, as well as show ownershig

. Environment Scan

In this step, you will be asked to take f
and a 360 degree scan of your room.|
unauthorized materials, including thog|

Security Check

by . The Proctor will inspect the following i

tems. These include spyware, camef

to check about your ears, sleeves|

»

©

In-Person & Online: Bring
Government-issued I.D.




Certificates and Badges

CERTIFICATE of ACHIEVEMENT
This is to certify that
Sandy SeaDisque
has completed the program

. ..... é ; CDISC Tabulate Certification

=8l Accessible in CDISC Learning
System Profile Page
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Shareable via Learning

System Public Pages CERTIFIED
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ertification Resources: www.CDISC.org

Exam Scope Experience Recommendation

Exam Domains

and Corresponding Weight Knowledge and Skill Statements Does experience in CDISC standards other than SDTM count for the three-year experience recommendation?

Knowledge of the five major SDTM variable role types: identifier, topic, timing, qualifier,and rule

Yes, experience in any CDISC standard can be considered for the experience recommendation

Knowledge of variables and their usage restrictions (e.g., variables not for use in human clinical trials, domain-specific prohibitions of
variables, domain-specific variables)
Why is there a three-y

Knowledge of the multiple uses of the two-character domain code

Knowledge of dataset naming conventions We believe this is the minimum level of experience that test takers must have in order to have developed the specific skills that are tested on the

certification exam
Skillto correctly use the EPOCH variable

Skillin a tly for th I oby classes (e.g., , then topic variable, then qualifier

vriables, then timing variables) Test locations

Knowledge of the three values of the Core column: required, expected, and permissible

Can | take the test from my home or office?
Knowledge of the rules for splitting d d:

Knowledge of the use of metadata to describe the origin of variables or records in Define-XML es, test takers have the option to take the test remotely, provided their set up meets the remote proctor requirements, which can be found on the

Prometric website.

Knowledge of how for a dataset in which not all records have the same combination of variables defining
2 unique natural key

Exam Scope FA

Review the sample CDISC Tabulate Exam questions and their corresponding Exam Donains below. The answer ke for the practice test is located at the

bottom of the page. You can review the Knowledge and Skill Statements associated with each Exam Domain by visiting the Tabulate Exam Scope page.

Please note that the practice test questions do not appear in the Tabulate Exam.
Domain 1: General Concepts, Terms and Assumptions, and Conformant Dataset Structure
Which date/time determines the population of the EPOCH variable if included in a general observation class domain?

A. Start date/time of an observation or collection date/time
B. Reference time point date/time
C. Disease milestone instance date/time

D. Planned start or end of assessment interval, as appropriate
Domain 2: General Observation Classes
Which statement regarding topic or qualifier variables is correct?

> A. If CMTRT is not known for a record, it can be left empty.
B. A value of “Dafalgan 10mg" in CMTRT is acceptable.

C. CMDOSE and CMDOSTXT can both be populated in the same record

D. CMDECOD, if used, should contain a standardized medication/therapy term

Domain 3: Domain-Specific Knowledge

Biomarker data pertaining to body temperature associated with a fever should reside in which SDTMIG domain?

A, Biomarker Test Results (BR)
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Tabulate Certification: What’s to Come

CDISC Member Partnerships

Learning Paths, Leading to Certification

CDISC Administered Prep Courses

Onsite Testing at CDISC Interchanges
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- CDISC Certification

. Questions
Contact certification@cdisc.org

Thank You!
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