CDISC Public Webinar — Standards
Updates and Additions

Feb 18 2016
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Agenda

* Best Practices for Reviewing Standards Documents
= Kit Howard, CDISC

 CDISC Membership Updates
= Ann White, CDISC

* CDISC Online Education & Event Updates
= John Ezzell, CDISC

@coisc



Question & Answer

* ‘Panelist’. Question
OR
e ‘Presentation’: Question

Examples:

Kit: Where are standards documents in the Wiki?
OR

CDISC: When can we start registering for the
European Interchange?
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Best Practices for Reviewing
Standards Documents

Kit Howard, CDISC

Strength (hrough Collaboration
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Best Practices in Constructive
Public Review Commenting

Kit Howard
Director of Education
CDISC

O EDUCATION

¢ cDisC




¢ cDisC

Overview

What Happens to Comments?
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Definition: Standards Review

— Process to determine if the standard: f

e Accomplishes its stated goals
» Works for most or all of the user community
* Integrates with other standards

— ldeally the review Is cross-functional I
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Where to Find Public Review Documents

— CDISC communications J

* Newsletters - cdisc.org, Newsletter Signup
 Email blasts

o Twitter - cdisc.org, button upper right

e LinkedIn

— CDISC webpage J

e Main page News section

* The standard’s webpage: column box on
right
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Where to Find Public Review Documents

CDISC o

CDISC & One Mind Collaborate
for PFT5 and Mental Health
Research
Learn More

v,
' EDISC

3
|
L]
L

Members Access eSHARE
Today!

Download CDISC Standards
Metadata in Electronic Format

News
Data Consortium Presses for Global Standards to
Spark Collaboration

ew Draft SDTM v1.4 1G v3.2 Conformance Rules
Mow Available for Public Review - Comments due
arch 11, 2016

CDISC and One Mind Announce Availability of \ b A

—

Seeking ADaM Instructors in Europe - Apply today! Research Data Standard for Traumatic Brain Injury ? _--:_ﬁf CDISC
L&

LUIdL RS




Where to Find Public Review Documents

COMTALT LIST SIGHNUP BLAKE A GIFT (OIS CERTIFCATION

@ CDISC s

ABOUTY | STANDARDS | O

Standards & Implementations

Foundational Standards
PLANNING DATA COLLECTION DATA TABLULATIONS AMNALYSIS

P . COASH Products 55“%1?::?«.::

producs | . ADaM Products
SOTM Chinical

Producis

Define-XML

SDM-XML

DataSet-XML

CFAST Therapeutic Area Products
Medical Device Products
Pharmacogenomics/ Genetics
Other Specialty Areas

Questionnalres, Ratings and Scales
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PLLABORATIONS RESOURCES NEWS/PUBLICATIONS

CNSC PORTAL BECOME A MEMEER MEMEER | USER LOGIN

Search... a Rigs

EDUCATION | EVENTS | MEMBERSHIP

—-Public Review--

SDTM v1.4 IG v3.2 Conformance
Rules vl Comments due March
11, 2016

Join the Discussion

Volunteer for CDISC

Introduction to the
CDISC Standards

Rebecca Kush, PhD, Founder,
President & CEQ of CDISC
gives a crash course in the
CDISC standards and a brief
overview of each.
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Who is Allowed to Review?

T Anyone

T Everyone

T You!

Those who know about the area the
"~ standard covers

T CDISC membership is not required

¢ cDisc
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Preparing for the Review

Familiarize yourself with related

~ standards )

Understand where the standard fits in

- CDISC |

Be aware of the comments due date and |

_ plan your internal review accordingly )

|dentify your internal (cross-functional) |
~ review team

» Develop a review process internally

 Orient the team to the standard and the review process
* Develop a checklist of items to consider

e Determine how to consolidate your comments

—— If there are no comments, submit that J
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Understand the Standard

Read the entire document

* Or browse the whole document and read the sections that
pertain to your job

— Does the document make sense? J—

— Does each part make sense?

| Are the clinical and technical concepts
_Clear?

— Do you follow the concept maps”?

Are there concepts or instruments missing

_that are usually used? .

€ CDIsC



External Standards

— Is the document complete by itself?

Are there references to other documents?
e.g., SDTM, DICOM

Access the other documents and standards

~and see if the reference makes sense

Does the document introduce the external

~ standards adequately? )

—— Clear examples of relevant use cases?

Q CDISC
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Context and Data Flow

Think inside and outside your own context:

_ reduce functional boundaries!

)

—— Think about the full data flow

e Data capture may look quite different from

submission, e.g., Findings About, SUPP--

— Clear data flow among the sections

Relevant usage requirements and

~ examples?




Derived Data

—— Does the document include derived data?

What is the source for the inputs for the calculation?
CRFs? Electronic transfer? Other derivations?

—— Where is the derivation most appropriately done?

 Site/source data? Data capture environment?
 SDTM environment? Analysis environment?

Does the standard include the derivation algorithm? J

* Rules for handling missing source values or other data problems?
* Rules for handling multiple observations per time period
» Provisions for capturing missing or ‘not done’ observations?

€ CDIsC



Dataset Structure

Clear dataset structure? Would more
~ guidance help?

— Dataset transformation requirements?

Published instruments: accurate
~ representation? Validation status?

Appropriate use of open text fields -
~analysis or summarization?

€ cDisc



Would It Work for You?

s there enough implementation information

to perform a good review?

J

( N

Try modeling study data using the standard

» Draft CDASH tables and CRFs — can you capture the
data you need in a way that can flow into SDTM

e Draft SDTM tables and see if your data will fit

 From those, draft ADaM datasets — can you follow the
data flow

 Draft tables, listings and figures layouts with variable
annotations

» Check for the relevant controlled terminology

» Check if the results work for the relevant users, e.g.,
Writers, Clinical Scientists, Statisticians — can you use
the resulting TLFs to interpret the data

€ CDisc
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Comment Types

Useful comments address
Content
Technical accuracy
Clinical accuracy
Relevance
Consistency
Implementability

Useful comments do not address

Layout and formatting
Grammar and writing style

Terms and acronyms defined in CDISC'’s glossary or
Implementation Guides

€ cDisC



How to Submit Comments

Go to the CDISC Public Comment Tracker:

http://portal.cdisc.org/Pages/Home.aspx
a. Login if you are already registered, if not, then register. You can self-register and begin to enter comments
immediately. Note: If you see a blank left panel click on “Comments” in the left panel.

Erowse

.CDISC ‘ PORTA L Publc Comment Tracker

Haima Ports CDISC Usar Natworks Pulbhez Comment Tracker Tharapaubs Ares Raposibory

Hel
d Please Sign In. If you do not have an account Register here
Ravigw Documents

< Commenks >

assigned Ta Me

By Assgned To

By Documeant Numbsar -
Tikle

By Currént State
By Comment Author
By Comment Category

By CDISC Disposition

_"n all Site Condent
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How to Submit Comments

Enter your comments by clicking on “Comments” in the left window. You can add comments at least two ways:
a. Add comments — Method 1 (this method is not available in Datasheet View)
I. Click on “+ Add New Item” in the right window, at the bottom of the list of comments. You may
need to scroll down to see the "+Add New Item”. Be sure to click on the “"Add New ltem” part of
the string. If you click on the “+”, nothing will happen.

_




How to Submit Comments

Add the details about your comment.
a. IMPORTANT: Be sure that you select the document being commented on by using the drop down next to
“Document Being Commented On"”. Otherwise, this field will default to the first document in the list. If you

happen to add a comment with the wrong document, you can edit the comment and choose the right

document by using the drop down list.

HE8 0., DV

Save Cancel Paste Attach  Spelling
File -
Commit Clipboard Actions  Spelling

ﬂ The content of this item will be sent as an e-mail messggetadd

Comment Title *

Document Being Commented On *
Crocument Section

Reviewed - No Comments

Comment
Comment Author khoward:
Comment Category Select or Blank -

[ Save ] [ Cancel ]




How to Submit Comments

Add the details about your comment.

a. IMPORTANT: Be sure that you select the document being commented on by using the drop down next to
“Document Being Commented On”. Otherwise, this field will default to the first document in the list. If you
happen to add a comment with the wrong document, you can edit the comment and choose the right
document by using the drop down list.

Comments - New Item

HE B0 N ¥

53 copy )
Save Cancel Paste Attach  Spelling
File -

Commit Clipboard Actions  Spelling

ﬂ The content of thig item will be sent as an e-mail message to the person or group assigned to the item.

Comment Title *

Document Being Commented On * raft - PGxIG_vidraft
Document Section

Reviewed - No Comments B
Comment

Comment Author %

Comment Category Select or Blank «

[ Save ] [ Cancel
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How to Submit Comments

b. You can also attach a file by clicking on the “Attach File” button, even though it would be more useful to the
CDISC teams responding to comments to enter each comment separately.

Comments - New Item

Seve  Cancel  Paite Aftach  Spelligg
Fie -
Chipt-Aard Actiamd  Spelifsg
om:mtntmmunwl ol a4 e restace b the Deerson oF O oup Sddared 9 the e
C & & " |
Custument Beang renented On *  SOTM 16 081 - EX and EC ExposursDompnd v3.1.4 Draht -

L ef
Comimsent Author Y RS:
Commeent Category Select or Blank w




How to Submit Comments

b. Add comments — Methed 2 (you must use this method if you are in Datasheet View)
i. Click on List Tool 2 Items (under List Tools) = New ltem.

5 Mem Permissions

&

2

Mew Mefy Wiew Edit Aftach Alert Warlflows Approve/Reject ILike Tags &
Rem - Fofier Rem  Mem 3 Delete Rem File Me = I Potes
BAanage Adions  Share & Track sridllows Tags and Motes
Fad |
New Jtam Comment Tile Bl | " || DwocusmeniSechon | w | CuientSlabe | w |
RL -:'.'vmﬁ'! Thes kb iz ek fira the Gusdarce bt femapdn moe showing 22 P‘.nr 3 1‘5-|t .-y: L slact o Eland
Add & new em Lo this sl Whetx e v ¥ IHCTTALON i Tock ng
e ar-c b stons, The LTI mrce i5 smorg hem
Lomments el omgbantaH sgudsl
Assigned To Me —
FOWWCOER Submemon o CDER™. | 22 Pg 3. 13th bulet Sekect o Biland catidls
By Assigned To ik If~:re-lr:|
By Document Mumbar - gl (RS0 I3
Title Ly Dt 5§ pecic stiona [v2 -'.Ir and the arctual irk ot the
il
By Cuwrrant State M Ida.gor Adowrboadn/Forndasy L'E a5t t"'ibd 5 udgD)
alabtanderdu UICM T 23S pdl Since
By Ciormament Author X -r.--' ardribj Pl b
¥ - -::r':n'\-l'.'dll- # 35 ballni B0 avoed nusmeng verison rumbeést
By Comment Category FRASTDER Comment “rre vl o kg of* mstesd of “cannct’’ 12 Pg U0, Lead, basllai Skt o Bland cratille
By COISC Disposition FOMSTOER Cornrent Prrpone o D efne 1o suppsal meladsts misichargs na 4 Pg1lPasal 5 mhecd or Biland crathlle
oo veadlahie D thes weekees of "--*pl 18, # &= ck
vtz lael Bhad Thecs thoidd be an scdcdilicnrsl pist
= review of dats lof uman ieadng
i Recycle Bin FOALMCDER Connrerl Téodl maerrasn allowed langth &z 200 characless faay be problamabe. | 421, Page 18, ik pow Selecl or Blank ke
_-m Al Sate Conbent — -




How to Submit Comments

6. For help on the fields in the Comment — New Item Form, click on help on the left side of the screen.

4

site Actions - gl Browse

. C DISC PCORTAL Public Comment Tracker » Comments » All Comments

Home Fortal Education CDISC User Networks OFS = Teams/Project Paortals = C3C Public Comment Tracker

@ Comment Title Document Being Commented On Document Section Commer

here are no items to show in this view of the "Comments” list, To add a new item, chick New",

Comments

% Add new item
Assigned To Me

By Assigned To

By Document Number -
Title

By Current State
By Comment Author
By Comment Category

By CDISC Disposition

al Recycle Bin

i\
) Al Site Content
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Comment Types

Useful comments address
Content
Technical accuracy
Clinical accuracy
Relevance
Consistency
Implementability

Useful comments do not address

Layout and formatting
Grammar and writing style

Terms and acronyms defined in CDISC'’s glossary or
Implementation Guides

€ cDisC
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Comment Review & Management
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CDISC Membership Updates

Ann White, CDISC

Strength (hrough Collaboration
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CDISC Members Drive Global Standards

Thank you for your support!




CDISC Partner Organizations

* Over 380 members worldwide
» Additional partner organizations
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Join CDISC!

* Two Levels of Membership — Platinum & Gold

e CDISC Standards
= Streamline clinical research
" Improve data quality

" |ncrease cost effectiveness of research processes

@coisc

Become a Member

CDISC Membership Application

To register for membe | plea mp\ e following i
read the details on the mber h ip page ORE you apm-,
Email

This will b

Display Name *

Today

ﬁifﬁ@c‘m

[ £[in]# B




CDISC Membership Benefits

e Access to our Members by Industry

Academic Institution

Members Only Area

= Download eSHARE
Content

h
5%
Technology Service Provider _
22% / __Clinical Laboratory
3 b y 5
Consulting
L] L] L] L
* Significant Discounts ,

on Training (private,

public, online) |
* Opportunities to

Participate in

Programs and Serve e/

on Councils

¢ cDisc




Questions

Contact us at membership@cdisc.org

¢ cpisc




CDISC Online Education
& Event Updates

John Ezzell, CDISC

Strength through Collaboration
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CDISC Online Training

« SDTM, CDASH, BRIDG, ADaM, PGx and Therapeutic
Area modules are currently available on CDISC Training
Campus (http://CDISC.trainingcampus.net)

* Bundle packages available for SDTM, CDASH, and
BRIDG modules

* All members should contact training@cdisc.orqg to retrieve
company-specific discount code.

[ www.cdisc.org/online-courses

EOUCATION & ABOUT CDISC | STANDARDS & INNOVATIONS | RESOUR

EVENTS

Interchanges Online Courses

CDISC Days
Public Courses Access CDISC online courses here!
CNISC Standards

¢ cDpisC

© CDISC 2016



http://cdisc.trainingcampus.net/
mailto:training@cdisc.org

CDISC Online Training
Production Update

e Just Released
 Pharmacogenomics, Module 1

* In Final Stages of Production:
 Pharmacokinetics, Module 1

®
TACOPD Online Courses in Development

TA Alzheimer's
TA Diabetes
TA QT Studies
TA Breast Cancer

TA Dyslipidemia
TA COPD
TATBI
TA Rheumatoid Arthritis
TA Virology V2

.CDISC‘ ADaM Modules 3-8




UPCOMING NORTH AMERICA
PUBLIC COURSES

Location Dates Courses Offered Register | Early registration Host
by: discount:

Audubon, 2-11 Mar Courses 2 Mar Expired

PA corresponding to
standards listed in SIOCLINICA
Data Standards
Catalog. See web.

Emeryville, 11-15 Courses 11 Apr Expired

CA Apr corresponding to §ante"
standards listed in
Data Standards
Catalog. See web.

North 23-27 SDTM, CDASH, 23 Apr 23 Feb

Chicago, May ADaM Primer, ADAM obbvie

IL T&A

Toronto, 24-27 SDTM, CDASH, 23 Apr 23 Feb

ON May ADaM Primer, ADaM [l VcDOUGALL SCIENTIFIC
T&A

Visit cdisc.org/public-courses for information on other CDISC Public Training events.

¢ cDisC
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http://cdisc.org/public-courses-audubon-pa-0
http://cdisc.org/public-courses-emeryville-ca
http://cdisc.org/public-courses-north-chicago-il
http://cdisc.org/public-courses-toronto-canada

UPCOMING EUROPE
PUBLIC COURSES

Location | Dates Courses Register | Early registration

Offered : discount:

Paris, France 8-11 Mar SDTM, ADaM Primer, 8 Mar Expired
ADaM T&A Define-XML

Europe 25-29 Apr See web. 8 Apr 19 Feb
Interchange
in Vienna,
Austra
ACCOVION
Frankfurt, 13-17 Jun SDTM, ADaM Primer, 13 May 14 Mar
Germany ADaM T&A, Define-
XML “aBusiness &Decision
LifeiSciences
Brussels, 5-9 Sep SDTM, CDASH, ADaM 5 Aug 6 Jun
Belgium Primer, ADaM T&A -
'EDUBED
Copenhagen, Oct 2016 SDTM, SEND, ADaM 1 Sep 3 Jul
Denmark Primer, ADAM T&A,
Defne-XML

Visit cdisc.org/public-courses for information on other CDISC Public Training events.
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http://cdisc.org/public-courses-paris-france-0
http://cdisc.org/cdisc-europe-interchange-vienna-austria
http://cdisc.org/public-courses-eschborn-frankfurt-germany-0
http://cdisc.org/public-courses-brussels-belgium-0

UPCOMING ASIA PUBLIC COURSES

Location Dates Courses Register by: | Early Registration
Offered Discounts

[=QI[8C1513 CAC EXICARE Corporation

e SDTM
OKy0, Japan CDASH
23-29 M
3-29 Mar ADaM. ODM. 9 Mar 21 Feb
Define-XML
Ho Chi Minh :
. : 29-31 Mar

City, Vietnam SDTM, CDASH 29 Feb Expired
Tokyo, Japan 500 Y % See web. 13 May 26 Feb

Visit cdisc.org/public-courses for information on other CDISC Public Training events.

@ CDISC :
[ ocpisc2016


http://cdisc.org/public-training-tokyo-japan
http://cdisc.org/public-courses-ho-chi-minh-city-vietnam
http://cdisc.org/cdisc-japan-interchange-tokyo-japan

2016 Members-Only Mini-Trainings

2016 Scheduled Members Only Webinars

Presenter

Phil Pochon, Covance LOINC Standards Feb 25, 2016

Overview of Medical

Kit Howard, CDISC ) ) Mar 3, 2016
Device Domains
. . Reference Time .
Lauren Shinaberry, AbbVie : April 7, 2016
Points

Melanle.PauIes, GSK; SDTM Trial Disease

Barrie Nelson, Assessment Domain May 5, 2016
Diane Wold, CDISC

Fred Wood, Accenture TBD Jun 2, 2016

Webinar details and registration at www.cdisc.org/webinars

¢ cDisc

© D



http://www.cdisc.org/webinars

Standard currently out for review

e SDTMvVv1.41G v3.2
Conformance Rules v1

= Visit http://cdisc.org/sdtm for more information
= Comments due March 11, 2016

Click here to submit your comments.

¢ cDisC "


http://cdisc.org/sdtm
http://portal.cdisc.org/CT

Any more questions?

Thank you for attending this webinar.

CDISC’s vision is to:
Inform Patient Care & Safety Through Higher Quality Medical Research

Strength through collaboration.

¢ cDisC f



CDISC Members Drive Global Standards

Thank you for your support!

Learn CDISC from CDISC!

Authoritative. Global. Vendor neutral.
¢ cDisC
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