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Background& & D%ﬁ}{'

« Z5%%9® (TB) - Duke, Gates Foundation, TB Alliancelx ¥

- IMM%E (CVD) - ACC, FDA

o BJRIKIGFERECHE (AD)—- CAMD, Critical Path Inst.

- ZE'BJR (PKD) - Tufts Univ Kk, PKD FoundationZ&4: 2>
« JXJ&E — ACTTION Alliancelt ¥

FAST PR

Coalition For Accelerating Standards and Therapies
Therapeutic Area Standards (TAS) Initiative

CCCCCCCCCCCC

' STITUTE ~60 TAs by 2017

€ cDisc
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{ FAST  Objective B4 D

* |dentify a core set of clinical concepts and endpoints
for targeted therapeutic Areas

FATE H Ania T QU 1% 0 im PR =2 A0 45 4

* Translate them into CDISC standards to
¥ H AR B CDISCHT A
— improve sematic understanding,
— support data sharing, and
— Facilitate global regulatory submission

e Used in efficacy evaluationsa] FAFJ7 %5 (h 25
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A Standard Dev. Process
ViFE (~12 months)

I, —————————————— Changes needed———————— — — — — — — — \
|
: Stage 0 Stage 1 Stage 2 |
I
\
- Initiation & Identification of Development of :
i research concepts

Stage 3

Internal Review |——p{ Public Review |——»{ Public Release
04 05 06 07

N \ CDISC website L \ Feedback

: [Z] Approval by ScIsrRcICTO : [=] Approval by SC/SRC/ICTO \— A, Ponai
\ Foral ‘\’ Poral N \ Lessons Leamed
N \ Education plan —_— ‘\ Controlled Terminology - ) _
&\ConmledTemitdoqy ;‘\ Public comments ¥§ e
Education materials
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Published/Progress
KAAHAKH (>30TAs)

Med
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D

TubercuI05|s (Z#%IR) vl 2012
Pain (J&9&) v1 2012
Parkinson's Disease (1H<E # K %) v1 2012
Virology (& &) vl 2012
Polycystic Kidney Disease (Z2Z'S &) vl 2013
Asthma (1) v1 2013
Alzheimer's Disease (BAI/R % B E K FR) v2 2013
Multiple Sclerosis (% & T f#81L4E) v1 2014
*Diabetes (#EFRJR) v1 2014 X
Cardiovascular (I E) v1 2014
QT studies (QTHf 5%) v1 2014
Influenza (/%) vi 2014 v27?
*Hep C (BTEREAF ) v1 2014 X
Schizophrenia (F& 84 Z<E) v1 2015
*TAUG-Dyslipidemia (ILAE & F)v1 2015 X

*SHARE metadata
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Published/Progress
AT KH (>30TAs) - 4E

Med
#ERK

D

AT isst m

Traumatic Brain InjuryBlIl{A T4 NIR{A v1 2015

Virology (R &) v2 2015 X

Diabetes (#£FR %) ADaM v1 2015 X
*COPD (12 £AmFA) vi 2016 X X X
Tuberculosis (Z5#%J&) v2 2016 X

Breast Cancer ZLARTE) vl 2016 X X X
Kidney Transplant v1 2016 X X
Tuberculosis (Z5#% /) v2 2016 X

Breast Cancer ZLAR%EE)v1 2016 X X X
Malaria vi- 71F 2K & 2016 X X

Ebola vi- 7F K& /. 2016 X X X?

>10 under development

*SHARE metadata
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Example 1: TA-Diabetes UG
1 $8Fd (170pp)
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1:

¢ CDisC

Therapeutic Area Data Standards
User Guide for Diabetes

Version 1.0 (Provisional)

Notes to Readers

e  This 1s version 1.0 of the Therapeutic Area Data Standards User Guide for Diabetes. It makes use of domains
and assumptions which are not final as of 1ts publication. and 1s therefore a provisional. rather than final.
release.

¢ This document 1s intended to be used in conjunction with the SDTM v1.4 and SDTMIG v3.2, and with the
e H Standard v1.1.

e The TAUG-Diabetes v1.0 includes a user guide, a set of proposed SDTM vanables. a set of draft SDTMIG
assumptions, four draft SDTMIG domains, five sets of CDASH metadata tables with example CRFs, and six
workbooks of somewhat simplified. prom%metadata displays.
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TA-Diabetes ADaM v1.0 B BT

¢ CDisC

ADaM Supplement to the TAUG-Diabetes

Version 1.0 (Provisional)

Notes to Readers

e This is Version 1.0 of the CDISC ADaM Supplement to the TAUG-Diabetes. It makes use of domains and
assumptions which are not final as of its publication. and is therefore a provisional. rather than final. release.
e  This supplement is intended to be incorporated into the pext version of the TAUG-Diabetes as Section 5.

AnglysisData.

e This document is based on ADaM v2.1 and ADaMIG v1.0.
V -y

Date Version Summary of Changes
2015-12-18 1.0 Provisional Release
2015-07-17 1.0 Draft Draft for Public Review
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UG-Diabetes vi1 - ToCH 3x

=P TAUG-Diabetes_v1.0 o 2373\ IR

P cover Page fl?—f{
[P Table of Contents

I 1 Introduction \

Y » » 3 N/
[P 2 Subject and Disease CW 3%% H:'fﬁ
Iy 3 Disease Assessments
[F 4 Routine Data e AEER
[P Appendices

=P Supplementary Material L

o 5411/ v2

=P Prototype SHARE Metadata it (v2)

=P CDASH Metadata e
[P Draft Additions to SDTM * SHARE=:

[P Draft Additions to SDTMIG metadata
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- 1 Introduction/}%8 D B

e 1.1 Purpose H 1

* 1.2 Organization of this Document 3 14 2H 2

e 1.3 Concept MapsHf & &

e 1.4 Controlled Terminology 2 #5 Ri&

e 1.5 Relationships to Other Standardsf1 H."& #5
R A

e 1.6 Known Issues &1 7] &
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e Based on BR

ncept Classificationt & & 43

Med
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DG model (class)

\

J

-

Admission to or visit with
a healthcare facility or

healthcare provider. +
J

Administration
An activity that administers

a product to a subject.
e A
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( A ° Observation M| | S
ssessor
The person or A test, examination, or Olr).sel_'vation _Result
organization that reports other activity that gathers A '"d'“gs"bta;'.‘ed by
an observation. information about a subject. QllioUSanasa
_ J - S \
- N f y ) )
Healthcare Encounter Substance \ 4 @

Product
Anything made. Includes
drugs and devices.

Time Point
A point in time.

Ve

*

Other Activity
An activity not
otherwise classified.

4 C\
Specimen Collection
An activity that takes a

sample for later analysis.

\ J

-

Specimen
A sample taken from a
subject or existing
specimen for analysis.

'\

J

(

-

Composite Activity ©
An activity with multiple
classifications. Often has
component sub-activities.

Figure 2: Coding Key for Concept Classification



bject and Disease CharacterlstlcsD Med
SR FBIR AL Ny

« 2.1 HEIRIEHSE - MH (CDASH/SDTM, | [A])
« 2.2 FEIKIHHAKAE - MH
o 2.3 ¥JIRIETT Treatment-Naiveté - CM
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Medical History —
Concept Map -> CRF Design
- B E > CRF¥I

Med
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Y

A test, examination, or
other activity that gathers

Observation [l
information about a subject.

Subject

[
participates in

A4 { r

@ | Diagnostic has > A finding obtained by
Process

an observation.

results in —
* [ prespecified ]
category=Diabetes
* ( Diagnosis ]——- has— %
)[Type 1 Diabetes)
—isone ot
[Type 2 Diabetes)
Concent Man 1: Diacnosis of Diaheftes
Diabetes (pre-specified) [

Date of Diagnosis of Diabetes == === === (DD-MMM-YYYY)

P —

Type 1 Diabetes

Type of Diabetes
Type 2 Diabetes

Medical History Category DIABETES (pre-specified)
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Medical History -
CDASH/SDTM Examples

Example CRF 1: Diabetes History

T T T—— MHPRESP=Y
Date of Dhagnosis of Thabetes | == == === {(DD-MMM-YYYY) |QVAL in SUPPMH where
MHSTDTC MHSTODAT | |QNAM="MHDXDTC" and
QLABEL = "Date of diagnosis"
Type of Diabetes Type 1 Diabetes
MHTERM Type 2 Diabetes
Medical History Category DIABETES (pre-speafied) MHCAT
mh.xpt
Row | STUDYID | DOMAIN | USUBJID |MHSEQ MHTERM MHCAT |MHPRESP [ MHOCCUR | MHDTC |MHSTDIC
1 XYZ MH XYZ-001-001 1 TYPE 1 DIABETES | DIABETES Y Y 2010-09-26 | 2010-03-25
2 XYZ MH XYZ-001-002 1 TYPE 2 DIABETES | DIABETES Y Y 2010-10-26 | 2010-04-25
suppmh.xpt
Row | STUDYID | RDOMAIN | USUBJID |IDVAR [IDVARVAL| QNAM QLABEL QVAL
1 XYZ MH XYZ-001-001 | MHSEQ 1 MHDXDTC | Date of Diagnosis | 2010-03-25
2 XYZ MH XYZ-001-002 | MHSEQ 1 MHDXDTC | Date of Diagnosis | 2010-04-25
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- 3 Disease Assessmentsf& &1~

* 3.1 Lab5K}

=)

e 3.2 Glucose

/

* 3.3 Hypo/

Cf

/N

o A

)

’T‘

* 3.4 CViL»

AWaraniy=
B S

LHEN & — LB, AG”

TAUG-CV)

*draft domains

/4

(B

s D

- LB (CDASH/SDTM, R

& TAPRE

18 | CDISC TA Data Standards Overview |Zibao Zhang| 2016-11-04 | PhUSE SDE Shanghai | dMed



Med
#ERK

é'
& y

Glucose Measurement ILFE N &

Example CRF 3: Self-Monitored Blood Glucose

: ) i - \‘ SMBG Collection No
[ 3 2 1 {} I ﬁl:l E Yes (If yes complete} LBPERF
& y= M | |

Date of Measuremer s am meee (DD-MMM-
et [BpTe | N EbaT| [BDD][EMO][BYR ]
3 S IR N Pre-Morning Meal Measurement === (24 hour clock) - - - - Glueose Res :[LBSTA
) AV l_[ ‘—t ® TBORREST BORRESU|
e 3.2.2 HHMm 5z M7 e | [T [T s

vhan -
Post-Morning Meal Measurement === (24 hour clock) when LBTEST
Glucose

LBTPT || [(BDTC | [LBTIM]
LN Pre-Midday Meal Measurement -i== (24 hour clock) .- (I;Lu/cf Result Not Done [BSTAT|
’ " [(BTPT ]| [[(BDTC]| [(BTiM] i [[BORRES/LLBORRESU

v Ry || i

- T St _ % - \ Post-Midday Meal Measurement --i=- (24 hour clock) - - - - Glucose Result Not Done LBSTAT
rat C m— results in )[ Fasting Status o/dL

. «F e [BTPT || [(BDTC] [BTIM] Mo LBORRES/LBORRESU|

& resubts in have common —» Pre-Evening Meal Measirement ~1-- (24 hour clock) --- - Glucose Result [ Not Done [F BSTAT]

g/dL
v - [Le7PT || [BDTC| [(BTiM] o [[BORRES/LBORRESU
G,!quctose & Sp‘z‘g‘r’:"en —has —> Post-Evening Meal Measurement -i=- (24 hour clock) - -+ - Glucose Result Not Done LBSTAT|
eter mg/dL 1
N e [LBTAT || [[BDTC] [(BTIM]|  mowv. |[LBORRES/LBORRESU

reports

Bedtime Measurement --1== (24 hour clock) - - - - Glucose Result Not Done
Test oy Blood Glucose ) me/dl. LBSTA |
e = [BTPT || [[BDTC| [BTiIM]  wwit [[BORRES/LBORRESU

| e ,
results in Value )™ expressed as—p Next Day Date of Measurement <t ee - (DD-MMM-YYYY) |
| [mﬁ@ [CB7PT || [[BDTC| [BDAT]| |LBOD][LBMO||LBYR |

Result Overnight Measurement === (24 howr clock) - Glucose Result Not Done I BSTAT
= _normal range mg/dL
has P\ |LBTPT | |LBDTC |LBTIM mnol, |LBORRES/LBORRESU
target range | Next Day Pre-Morning Meal Measurement | --i-- (24 hour clock) - - - - Glucose Result Not Done L BSTAT
Concept Map 4: Self-Monitoring Glucose Measurement [BTPT LBDTC L BTIM mg/dL
mmol, |LBORRES/LBORRESU
Specimen Type Specimen Type
— . [BSPEC
[ N Observation Resutt gv:g:mg;[ggt":ﬁggc e T Do T
other activity that gathers indiny A sty ¢ subject or existing evice evice [dentifier
information about & subject.| | an observation. sample for later analysis. specimen for analysis. | SPDEVID
Anythi Pw:““l 0 d@
nything made. Includes , ) . - . , "
drugs and devices. CRF annotated to show mapping. SDTM variables in Red. If CDASI variable differs from SDTM the

CDASH variable is in Blue.
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- 4 Routine Data i 4

o 4.1 BEAERMFEBERZ) (CM) - i =
o 4.2 FEATEAE (VS)
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Appendices 3%

opendix A: Project Proposal
opendix B: CFAST Diabetes Team
opendix C: Glossary and Abbreviations

opendix D: Metadata

> > > > >

opendix E: References
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endix B: CFAST Diabetes Team

Name Institution/Organization
Rachael Zirkle, Team Leader Eli Lilly and Company
Maria Alba Johnson & Johnson
Caryl J. Antalis Eli Lilly and Company
Melissa Cook Accenture
Dan Crawford Accenture
Debbie Cummings Takeda
Rene Dahlheimer CDISC
Rhonda Facile CDISC
Stephen Faulkner Pfizer
Scott Getzin Eli Lilly and Company
Loma Griffin Merck
Jody Hawes Pfizer
Brooke Hinkson Sanofi
Jennie G. Jacobson Eli Lilly and Company
Gloria Jones Johnson & Johnson
Dawn Kaminsk Accenfure
Lakshmi Mallela Johnson & Johnson
Jim Malone Eli Lilly and Company
Sarah McLaughlin Biogen Idec
Elizabeth Mendel Novartis
Erin Muhlbradt NCIEVS
Birgitte Ronn Novo Nordisk
Benjamin Shim Eli Lilly and Company
Lorraine Spencer Takeda
Petra Struecker Roche
Madavi Vemuri Johnson & Johnson
Gary Walker Quintiles
Michael Ward Eli Lilly and Company
Darcy Wold CDISC consultant
Diane Wold GSK
Fred Wood Accenture
Bemice Yost CDISC
Shuyu Zhang Eli Lilly and Company
Bons Brodsky FDA
Ron Fitzmartin FDA
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-pplementary Material %} 78 528 ﬁ ik

* Prototype SHARE metadata
* CDASH metadata and CRF

* Draft additions to SDTM

* Draft additions to SDTMIG
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->CDASH->SDTMD#§-{'

I SDTM Case Report Form
S u b 3 e Ct CDASH CDASH Variable SDTM |completion
] uestion Text Prompt Variable Name Core Name

Core [|instructions Mapping Instructions Implementation Instructions
1 Date of Diagnosis of Diabetes DD-MMM-YYYY MHSTDAT HR MHSTDTC Perm |Enter the date of Map directly to SDTM.  |Full Date Optional. Year
pa rtici pates in diagnosis of diabetes. |Also maps to QVAL in  |expected.
v mh.xpt
Row | STUDYID | DOMAIN | USUBJID |MHSEQ MHTERM MHCAT |MHPRESP |[MHOCCUR | MHDTC |MHSTDTIC
| Dhagnostic | .o ——> 1 XYZ MH | XYZ-001-001 1 | TYPE 1 DIABETES | DIABETES Y Y 2010-09-26 | 2010-03-25
Process 2 XYZ MH XYZ-001-002 1 TYPE 2 DIABETES | DIABETES Y Y 2010-10-26 | 2010-04-25
|
results in prespechiad suppmh.xpt -
category=Diabetes Row | STUDYID | RDOMAIN | USUBJID |IDVAR [IDVARVAL| QNAM QLABEL QVAL o

% [ Dia anosis has " 1 XYZ MH XYZ-001-001 | MHSEQ 1 MHDXDTC | Date of Diagnosis | 2010-03-25

- \ G 2 XYZ MH XYZ-001-002 | MHSEQ 1 MHDXDTC | Date of Diagnosis | 2010-04-25
—is one °f\. R B T o T T T T T T T T T |specified this value is v

Typ [Not specified NA MHOCCUR RIC MHOCCUR | Perm Map directly to SDIM | When MHTERM is pre-
specified, this value is "Y".
Concept Map 1: Diagnosis of Diabetes Not specified NA MHCAT RC MHCAT Perm |Pre-specified = Map directly o SDTM
DIABETES
T o MHPRESP=Y
iabetes (pre-specified) MHOCCUR=Y
Date of Diagnosis of Diabetes — — — (DD-MMM-YYYY) QVAL in SUPPMH where

MHSTDAT QNAM = "MHDXDTC"™ and
[ MHSTDTC | | | QLABEL = "Date of diagnosis”

Type of Diabetes Type 1 Diabetes
I MHTERM I Type 2 Diabetes
Medical History Category DIABETES (pre-specified) MHCAT

CRF annotated to show mapping SDTM variables are in Red. If CDASH variable differs from SDTM the CDASH
wvariable is in Blue.
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Example 2: TA-Dyslipidemia B Med
ILAgR% FHI 78 (38pp) I~

.‘5

Therapeutic Area Data Standards
User Guide for Dyslipidemia
Version 1.0 (Provisional)

Prepared by
The CFAST Dyslipidemia Team

Notes to Readers

®  This 15 the provisional version 1.0 of the Therapeutic Area Data Standards User Gude for Dyslipidemia.

¢ This document 1s based on CRASHy]]. SDTM x1.4.and SDTMIG v3.2, and ARaMy2.1 and ADaMIG 1.0
¢ The TAUG-Dyslipidemiav] 0 package contains this user guide, a set of CDA.SH metadata tables, and a

prototype SHAR.E metadata display.

Revision History

Date Verzion Summary of Changes
2015-06-02 1.0 Provisional Provisional release.
2015-03-13 1.0 Draft Draft for Public Review
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5. Statistical Analysis&i it 1T 3 s

e 5.1 Statistical Endpoints Ziit i85

— e Percent change from baseline
— o Change from baseline

— e Proportion of subjects achieving a pre-defined cutoff level by a
pre-defined time

* 5.2 Subject Level Analysis Dataset £ 28 %

— ADSL and Baseline variables

» 5.3 Efficacy Analysis Datasets J7 302 17 235
— ADEFF: CHG and %CHG in LDL-C etc

— ADRESP: responder%
— table shells, dataset metadata, analysis result metadata, etc
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E1: Analysis of Percent Change From Baseline in LDL-C (mg/dL) at Week 24
(Full Analysis Set Population)

=1, | Statistics | Drug A Placebo
Analysis Dataset for Primary Efficacy (ADEFF) (N thx) (N q(xx)
Length / Controlled
Variable Label Type | Display 'I'erlhs or Format Source / Derivation / Comment
Format ¢
STUDYID | Study Identifier |text | $20 Predecessor. ADSL STUDYID X X
USUBJID | Unique Subject | Text |$20 Predecessor: ADSL.USUBID XX XX
Identifier
SEX Sex Text [$2 MF Predecessor. ADSL.SEX (xx. x.x) (xx. x.x)
FASFL Full Analysis |Text |S1 Y/N Predecessor: ADSL.FASFL
Set Population aus Placebo
AVISIT Analysis Visit | Text (4.0 Screening, Run-In, Baseline, | Derived: Derived based on windowing
Week 4, Week 8. ... Week 24 | algorithm described in SAP. Section 8.2 .
ADY Qgﬁgﬁ,‘: Day fnteger |40 4 palysis Kesults Metadata for ANCOVA Example T
Metadata Field Metadata
PARAM Parameter Text  |S50 IDISPLAY F1
PARAMCD | Parameter Code [ Text [$8 IDENTIFIER —
AVAL Analysis Value |Float (8. = - — - -
” DISPLAY NAME Analysis of Percent Change From Baseline in IDL-C (mg/dL) at Week 24 (Full Analysis Set
BASE Baseline Value |Float (8. Population)
RESULT Treatment difference results (LS Mean. confidence interval. p-value)
CHG Change from |Float |8. 3 3
Baseline IDENTIFIER
PCHG Eﬁcegt Cliange Float (8. |PARAM LDL Cholesterol (mg/dL)
om baseline
ABIFL Baseline Text |S1 me LDL
Record Flag ANALYSIS PCHG
CRIT1 Analysis Text |$50 [VARIABLE
Criterion 1 - - T
CRITTEL Criterion T e [s7 |REASON Primary efficacy analysis as pre-specified in protocol
Evaluation DATASET ADEFF
S _[SELECTION FASFL="Y" and PARAMCD="LDL" and AVISITN=24
DTYPE Derivation Text |S15 CRITERIA
Type - -
IBSEQ  |Sequence Tnteger | 4.0 |DOCUMENTATION |[See SAP Section XX for details. Program: t-1dl-pchg sas
Number LS Mean. SE. and 95% CT for within-treatment percent change from baseline and p-Value for effects
based on an ANCOVA with terms for treatment and baseline LDL-C value
PROGRAMMING proc mixed data=adeff;
STATEMENTS where FASFL="Y"" and PARAMCD="LDL" and AVISITN=24;
class trt01p:

model pchg = trt01p base/ddfim=satterth;
Ismeans trt01p /cl pdiff;
ods oufput lsmeans = Ipchg;
ods output diffs=diff wkN
ods oufput tests3 = pvalue;
run;
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Example 3: TA->Protocol
TransCelerate BioPharma CPT

Med
#ERK

e Common Protocol Template (CPT)

~0bjectives and Endpoints
- Available Content
4. Objectives and Endpoints - PT_Library_Diabetes_20150611. docx
J-Objectives and Endpoints

=-Primary Objectives
Objectives Endpoints . [requency] in individuals with Type 1 or Type 2 DM._.
Erimery . [comparator] in individuals with Type 1 or Type 2 DM...
e To evaluate the efficacy of x mg of ¢ The change [percentage] in HbAlc @ermary Enc}pmnts
<Compound> administered from Baseline to Week X : B“Hzemogl obin Alc [HbAlc]l (%)
<frequency> in individuals with Type 1 e The percent age of patients with HbAlc Change [absolute] in HbAlc from Baseline to Week X
or Type 2 DM (%) <x % at Week X -~ Change [percentage] in HbAlc from Baseline to Week X
. . - Percentage of patients with HbAlc (%) <x% at Week X
4-Key Secondary Objectives
Secondary i .
—-Key Secondary Endpoints
* ¢ #-Glycenia
Tertiary/Exploratory " Hypoglycenia
. . i#-Body Weight (kg)
+-Insulin Dose

~Delay in Diagnosis of Type 1 DM
~Delay in Diagnosis of Type 2 DM
+-Exploratory Objectives
—-Exploratory Endpoints

#-Glucose AUC
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ook/Zt¥1: CFAST Pipeline/ D Med
XD E

€ cDisC

Program Overview — September 2016

Therapeutic Area St ::::::s P:":::‘:T' Po?ted f‘.” Proj'ect.ed
Approved ot <R Public Review | Publication
Kidney Transplant vl E - Ap Q32016
Rheumatoid Arthritis v1 O 5 a Q32016
CV Imaging vl 3 De a Q32016
Major Depressive Disorder v1** De eb 3 Q32016
Diabetic Kidney Disease v1 E Aug E Q42016
Ebolav1i* ep E E Sep Q4 2016
Malaria v1* O Sep Q4 2016
Prostate Cancer vl 0 3 Oct Q4 2016
Vaccines v1* Q4 14 O Sep Q12017
Nutritional Standards v1* : Sep Q42016
Coronary Heart Disease — TCM v1* Ap Sep Q4 2016
Acupuncture = TCM v1* Ap Oct Q12017
Colorectal Cancer vl Sep Q12017
Duchenne Muscular Dystrophy Aug Nov Q32017
Key| [ Stagze completed | Stage ongoing | All months reflect when stage is, oris projected to be, completed

*Project duration dependent on volunteer resourcing
**General Anxiety Disorder and Bipolar Disorder pending resource availability
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FDA TA Standards Roadmap D 3

EDA Goal

Standardize efficacy
data elements in 57
therapeutic areas in
the next 7 years

- FDA intends to require
submission using these
standards by 2017

- PDUFA'V approved by
US Congress

- PDUFAYV Key
Performance Goals;
section Xl E. ‘Clinical
Terminology Standards’

http://www fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm269946 _htm

Priority Disease/Domain Areas for Data Standardization

Tier 1
Ache

Alzhaimer’s Disezse™
Anti-diabetic agents™
Crohn's Disease
Infections of skin and/or
subcutaneous tissue
©Oncology: time to efficacy
avent other than overall
survival™

Tier 2
Addiction

Antconvulsants
Asthma
Bipolar Disorder

Clostridium difficile coltis

Dizbetic nephropathy

Tier 3

Actinic keratoses

Aerosolized antimicrobals for
cystic fibrosis

Amial fibrlladon

Attenton Deficit Hyperacavity
Disorder

Bacterial vaginosis

Chemotherapy-induced

Pain*

Parkinson's Disease™
Prevention of pregnancy
Psoriasis

QT Studies

Rheumatoid arthritis

Gastroesophageal reflux
disease

Influenza
Irritable bowel syndrome
Lipid-altering drug groups

Major depressive disorder

Objective tumor response™

Decompensated CHF
Diagnostic
radiopharmacesutcals

General Anxiety Disorder

Helicobacter pylon ulcer
disease

Infactious diseases of the
abdomen

MRI contrast agents

Schizophrenia
Sohd organ transplantabon
Treatment of Hepatitis C*

Treatment of postmenopzusal
osteoporosis

Tuberculasis®

Unnary tract infections

Prneumonia

Preventon of HIV

Treatment of HIV

Treatment of overachive
bladder

Treatment of vasomotor
symptoms dus to menopause

Ulcerative colitis

Tinea pedis

Tramatic brain injury
Treatment of cough
Treatment of erectile

dysfunction
Treatment of hepatitis 8
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utlook/2¥2: TA Standards > B
TMIG/CDASH New DomainszTis

< Med
F‘ﬂﬁ

. coTMIG sy |
Identificati Result R
. SDTMIG V3_2 entification Results €sponse

INTERVENTIONS ~ EVENTS IS L ASS P O
CLASS CLASS [Death Details |
Healthcar Immunogenicity Ekin Besponsa
——v——— Utilization Specimen Assessment B ;

Exposure as I
Collected rMorPhologﬂ [Mlcroscoplc}

'Subject St Status | | _ Findings

E_egroductlve System Findingq

 SDTMIG v3.3 (batch#1/#2 draft domains)

Procedure W Functional
e — ————
¢ o o o ~ System Clasgs}iigic?;ons
>ﬂmg§< e
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B3 : TA Standards#EiR £ > Protocol/
SAP/ADaM Standardization?

e Study Design and Analysisix 1T 1577
— Study Designit & & I -> OK?
— Data Collection Endpoints##i5 K EEF5Fr -> OK
— Statistical Endpoints &1t #T$8458 -> OK
— Common Analysis Methods fEFE 7M1 577 -> OK?
— Table shells -> OK?

* TA Analysis Datasets Z{#g 73 H14E -> OK?
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Outlook &= 4 : Research Concept
Bt TS HER E X >
CDISC SHARE

Med
#ERK

CDISC Prototype SHARE Metadata: Hba1c and Glucose Key to Layout

Domain: LB
TEST: Glucose
TESTCD: GLUC

Concept: Semi-quantitative concentration of glucose At the top of the sheet are the concept name and the SDTM domain to which it is
assigned. For tests, the TEST and TESTCD are also held here.

BRIDG-based concept variable value(s) Attribute SDTM variable
GLUCTIRSO_O DefinedObservation. methodCode.CD.code C50322 .
) - specified method METHOD
GLU The main body of the  servation methodCode.CD.displayName value Test Strip Shaded cells represent  SPEC1ieC METIO
sheet contains the data - paired values.
GLU jtems (vanables) that Observation dateRange IVL=TS> low.value datetime Date of Test
GLU make ';’P_t,"': t(:eoncnnseg" Observation studyDayRange IVL=INT= low.value integer Study Day of Test
the BRIDG class and . . . ) TRUE. FALSE . . )
GLU _ttributes M,Whicagey Observation.negationIndicator. BL value (SDTM NOT DONE. null) Negation Indicator LBSTAT
are based, alon a - - - — -
GLU component of ﬂ,% Observation negationReason DSET<SC= item value free text Negatiof gy o o (not shown)
GLU mex m for  ClinicalResult.value.CD.original Text.value  free text indicates terminology that -
GLU con;;roalfesd tennino)ogy ClinicalResult.value.CD.code | from sponsor code system Coded Re gzsp";?/%t been -S C‘
GLU (if applicable) and ClinicalResult. value.CD.displayName value | from sponsor code system
where the data item is TRUE. FALSE
GLU represented in SDTM.  CinicalResult baselinelndicator BL.value o Baseline Indicator LBBLFL
(SDTM Y. null)
GLUCURSQ_R PerformedClinicalResult. comment. ST value free text Comment COVAL
The first column shows the BRIDG-based The second column shows either | | The third column The fourth column shows
Passible assaciated concepts data items. The names in this column are code values associated with the | | describes an “aftrbute” || the where the attahute is.
comprised of a short name for the concept, . | data item or a description of the [] of the test. There may s;maddn%‘ The
At the bottom of the sheet and the names of a BRIDG class, a BRIDG | data format (e.g., 1SO8601 be several BRIDG- mapping from data item to
U are other research class attnibute, and the (possibly multi- datetime or free text or integer). || based data items fora || SDTM variable is not
concepts to which the layered) name of a component of a complex = single attribute. necessarly 1:1. Some
research concept may or datafype.. data items are not stored
| | must be connected. in SDTM, and some are
Collects f th 1 hich th fi d Spect llects transiormed.
ollection of the specimen on which the test was performe Specimen collection LBDTC LBDY
Laboratory which performed the test Laboratory LBNAM
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ISCTA Standards Download
TA*T{ﬁ—Fﬁ 7

Med

4BRK

www.cdisc.org ->
STANDARDS -> Therapeutic Areas ->

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP | MEMBERS ONLY

oundational

THEr S Stapdards _public Review-
! Hepatitis C TAUG Comments due
Semantics X X . . 28 January 2015
New T Iser Guide for Chronic Hepatitis C Now Available for e
Public SHARE nts Due 28 January 2015 " e erence
Comments Due 20 February

Technical Plan Updates
2015

Terminology Package 21

The CDISC Therapeutic Area Data Standards User Guide for Chronig Hepatitis C Virus Infection Comments Due by 23 January
(TAUG-CHCV) Version 1.0 Draft i5 now available public comment. TheJAUG-CHCV describes the 2015

data endpoints for clinical studies Xocusing on phase 1 to 3 clinical trials ofkdrugs to treat adults

with Chronic HCV infection (CHC), cvering genotypes 1-6 in the out-patient setti

Therapeutic Area
Please access the document package an{ provide comments through the CDISC Public Com Standards Downloads
Tracker tool.
You will need to login or register for a CDISC portal account to use the tool. Help is also available bx
the Public Comment Tracker page.

Instructions on using the Public Comment Too

Alzheimer's Disease v2
Asthma v1

Diabetes v1
afluenza v1i
ultiple Sclerosis | Pain | Multiple Sclerosis v1
uberculosis | Virology Pain v1

ular | Diabetes | Influenza
idney Disease | QT Studie

Alzheimer's | Asthma | Cardio
Parkinson's Disease | Polycyst
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Summary & 4

Med
Zi5RK

M\Ponﬂ

— [E] Approval by SCISRCICTO

N— S\, Education plan
N— \ Controlled Terminology

Stage 1

05

;\Pomn

— [£] Approval by sc/srcicTO

- \ Controlled Terminology

Identification of

06

N— S\, CDISC website

'¥‘\ Portal

¥\ Lessons Leamed
;'\Amh.w checklist + artifacts
\— %, Education materials
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Questions?

JContact:

dzibao Zhang (78T
)
Jzibao.zhang AT

W
fT
o
‘ \\L dmedglobal.com
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