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Case 1l
SET

A Numeric
STUDYID| DOMAIN| USUBJID |AESEQ]| AETERM |AETERM J DATA AE ;
STUDYO01 AE STUDY01-02-01 1 PYREXIA SET A B .
STUDYO01 AE STUDYO01-02-01 2 ALOPECIA RUN .
STUDYO1 AE STUDY01-02-02 1 DIARRHOEA ’
STUDYO1 AE STUDYO01-03-01 1 SYNCOPE
ERROR: AESEQ
B Character
STUDYID| DOMAIN| USUBJID |AESEQ| AETERM |AETERM J
STUDYO02 AE STUDY02-03-01 “1” DYSURIA NOTE:
STUDYO02 AE STUDY02-03-01 L 2” TINNITUS
STUDYO02 AE STUDY02-03-01 “ 3” DYSPHAGIA
AESEQ WARNING:
WORK.AE
AESEQ_N = INPUT(AESEQ, BEST.); DROP AESEQ ; 0
RENAME AESEQ N = AESEQ ; 6
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Case 2

A X1, Y1 B A X2,Y2
BY BY
STUDYID, USUBJID, SEQ_J STUDYID, USUBJID, PAGE, SEQ_J
T
B X2,Y2 X1, Y1
DATA Z2;
MERGE X2 Y2 ;

> BY STUDYID USUBJID SEQ_J ;

RUN; ‘ o BY STUDYID, USUBJID, PAGE, SEQ J ;

“ERROR , WARNING 7

1 1 1

NOTE: MERGE
BY
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Case 3
MERGE

CM (CONCOMITANT MEDICATIONS)

STUDYID |DOMAIN USUBJID PAGE J | SEQ_J CMTRT_J CMINDC_J |AEPAGE_J| AESEQ_J

STUDY0O1| CM [STUDY01-02-01 51 1 DICLOFENAC AE&EE? 101 1
STUDYO1 CM |STUDY01-02-01 51 2 LOPERAMIDE Agxgﬁi'z 102 1

) K

ERROR

AE (ADVERSE EVENTS) ‘Iil"gfg”\'e

STUDYID | DOMAIN| USUBJID PAGE J [SEQ J| AETERM AETERM_J WORK.CASEZA_CM

STUDYO01 AE |STUDYO01-02-01 101 1 PYREXIA .

STUDYO01 AE [STuDYO01-02-01f 101 2 ALOPECIA WORK.CASE2B_AE

STUDY01| AE |[STUDY01-02-01| 102 1 DIARRHOEA 4

STUDYO1 AE |STUDYO01-09-05 102 2 SYNCOPE WORK.CM_IND_AE
116

RENAME PAGE_J = AEPAGE_J SEQ_J = AESEQ _J;
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What’s CDISC ?

“New Type of Disc?”
No !

Clinical Data Interchange Standards Consortium
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Clinical Study Data Flow and CDISC
Standards

CRF CDISC
m Standards
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Global Standards will bring Efficiency to us
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Global Standards, As Gold Standards
Company A
Our Standards
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CDISC

CDISC
SDTM

ADaM

SDTM: Study Data Tabulation Model
ADaM: Analysis Dataset Model
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To Understand SDTM ...

Variables STUDYID, DOMAIN, USUBJID, AESEQ, AETERM, AESEV| AESER,|AEPATT, ...
One record per adverse event per subject /
Definitions Variable Name AESER
Variable Label Serious Event
Type Char Char, Num
Controlled **Y, N * sponsor-controlled terminology
Terms or Format ** external controlled terminology
Origin CRF or Derived CREF, Derived, Sponsor Defined
Role Record Qualifier Identifier, Topic, Timing,
Synonym Qualifier, Grouping
Qualifier, Record Qualifier,
Variable Qualifier
CDISC Notes Is this a serious event?
Core Exp Reqg(uired), Exp(ected),
Per (issible)
References
SAS Forum 2006 21




Domains by Observation Class

Interventions Findings Events
CM: Concomitant Medication EG: ECG Test Results AE:
|[E: Inclusion/Exclusion Exceptions ARIEISE BV
¥Yes/ Yo

[\ LB: Laboratory Test Results o

DS: Disposition

EX: Exposure

@), Ci | |
[QQ ¢ U - J 7

L PE: Physical Examination & lr- =
SU: Substance Use QS: Questionnaires u !

(

% SC: Subject Characteristics MH:
e :
W @g@ﬁ ﬂ Medical History
Special Purpose VS: Vital Signs P&
DM: Demographics CO: Comments \

ge¢ 3
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Domains in a Clinical Study

HE Trial Design Model ]

Step 1 Step 2
Trial Epoch : . ' :
Sgreening Study Drug Period Wash out Study Drug Period End of Study
Baseline
Special  bmMYy @3
Interventions i =X EX EX EX EX
v v \% \V4 V4 <
CM oM ; CM
% SuU
Findings EG ¥ \V4 VAR v/ < V
B X YV \V4 AV VAR VAR V4 \V4 V4 \V4
ACE VAR VAR VAR V4 Y4 A2 VAR VAR VAR V4 \Y4 \4
PEV VY \4 A\ vV v \ 4 v v
e 7 v v v v
sc V \VA
IE v (v )
Events “MH |
M (o B = # |
INAN
‘ | AE | | AE
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SDTM (Study Data Tabulation Model)
“Implementation Guide”

Domain: AE Variable: AESER

ELER
a|qeleA

10 Swia ]
Pa]|0J3U0D
S9]ON OSI1dD
S92U3J3J9Yy

Serious , CRF or | Record Is this a

Event Derived | Qualifier |Serious
event?
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6.

7.

SDTM

Standard
Structure
Core 3
“Req(uired)” domain
“Exp(ected)” domain
“Perm(issible)”
. Type “Char " "Num "

7

Controlled Terms Format

Date/Time Duration 1S0O8601

CO domain
domain

SAS Forum
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1. BICERIIRUCERR- FLVA
2. RICEEREOERIIRCHL

Identifiers Timing Variables
Variable Variable Label Type Variable Variable Label Type
Name Name
STUDYID | Study Identifier Char VISITNUM | Visit Number Num
DOMAIN Domain Char VISIT Visit Name Char
Abbreviation
USUBJID | Unique Subject Char VISITDY Planned Study Num
Identifier Day of Visit
Identifiers
Variable Variable Label Type CM: = CMSEQ
Name Concomitant Medication
-SEQ Sequence Number | Num EX: -» EXSEQ
--GRPID | GroupID Char Exposure
_— AE: =» AESEQ
SPID SponsorID Char Adverse Events
SAS Forum 2006 26




4. Core

Req(uired) :
domain

Exp(ected) :
domain

Perme (issible):

SAS Forum
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5. Type (Char: , Num: )
EX (Exposure): DOS
Variable Variable Type | Origin CDISC Note Examples Core
Name Label
EXDOSE Dose per Num |CRF or |Amount of EXTRT Exp
Administ- Sponsor |administered or given.
ration Defined
EXDOSTXT |Dose Char |CRFor |Dosing amounts or a 200-400 Perm
Description Derived |range of dosing
information
collected in text form
EXDOSU Dose Units [Char |CRF or |Units for EXDOSE and |ng, mg, mg/kg Exp
Sponsor [EXDOSTOT.
Defined
EXDOSFRM |Dose Form |[Char |CRFor |Dose formfor EXTRT |TABLET, Perm
Sponsor LOTION,.
Defined
EXDOSFRQ |Dosing Char |CRFor |Usually expressed as |BID, QID Perm
Frequency Sponsor |the number of dosings
Per Interval Defined |given per a specific
interval.
SAS Forum 2006 28




3. Structure &
5. Type (Char: , Num: )
AE Page 101 B AE Page 101
0. Adverse Event Serious? No.\ Adverse Event [Serious?
1| AE Page 102 1{)\a wz/
2 No. Adverse Event Serious? 2 No. \Adverse Event Serious?
3 4 ShfesEie \3/ 1 JYes [CINo
5 [1Yes [CINo ) PR
\ CIYes CINo [NUMERI(J 3 DYFZ:HARACTER]
Identifi Val f \'l/
entitier alue o
(CRF.DB) Identifier AESEQ AESPID
Line No. 1,2, 3,4,5, ... 1,2,3,4,5, ... o
1 11 21 31 11 21 31 X
HIE e [ . 1% 3, .
P101-L01,P101-L02, P101-L01,P101-L02,
Page No.,  p701.L 03 P101-L03, >
Line No. P102-L01,P102-L0O2, ... P102-L01,P102-L0O2, ...
Page No P101-L01,P101-L02, P101-L01,P101-L02,
0 g o P101'L03, 1’ 21 31 4’ 51 P101-L03’ O
Line No. P102-L01,P102-L02, ... P102-L01,P102-L02, ...
SAS Forum 2006 29



6. Controlled Terms / Format

Variable: --STRF, --ENRF
ENER 01 pneae whEs 01 GFRSEE .
HIA LU BiLY
No e Pl ) No =54 BiEa geee LG H BTH #&Ed
1 [l I 1| 7=/ ES2—) [0 2005-01-01 | 2005-03-31 ]
2 +=5y 2 | PURFY M 2005-12-31 [
3 3| baz=0— [] 2005-06-15 4
CM (Concomitant Medications) :
STUDYID |USUBJID |CMSEQ CMTRT CMSTDTC | CMENDTC | CMSTRF | CMENRF
ABC123 701 1 Aspirin BEFORE | BEFORE
ABC123 701 2 Quinidine BEFORE | BEFORE
ABC123 701 3 Phenobarbital |2005-01-01| 2005-03-31
ABC123 701 4 Pyridoxine 2005-12-31 | BEFORE
ABC123 701 5 Tocopherol | 2005-06-15 AFTER
SAS Forum 2006 30




6. Controlled Terms / Format
Variable: --STRF, --ENRF

Value: “BEFORE”, “DURING”, “AFTER”,
“DURING/AFTER”, " U”

Sponsor-Defined Reference Period
- (Typically RFSTDTC to RFENDTC) |

BEFORE  BEFORE' DURING DURING ' AFTER AFTER

BEFORE DURING DURING AFTER
DURING ?  DURING/AFTER

BEFORE | | AFTER

BEFORE | >  DURING/AFTER

BEFORE > i i
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/. Date/Time Values
ISO8601 YYYY-MM-DDThh:mm:ss

* T = separator to indicate time information

Date and Time as
Originally Recorded

Interval of Uncertainty

Nominal Date/Time (--DTC)

1 | December 15, 2003 13:14:17 Complete date 2003-12-15T13:14:17
2 | December 15, 2003 13:14 Unknown seconds 2003-12-15T13:14

3 | December 15, 2003 13 Unknown minutes 2003-12-15T13

4 | December 15, 2003 Unknown time 2003-12-15

5 | December, 2003 Unknown day 2003-12

6 | 2003 Unknown month 2003

Interval of Uncertainty

Nominal Date/Time (--DTC)

Between 10:00 and 10:30 on the Morning of

December 15, 2003

2003-12-15T10:00/2003-12-
157T10:30

Between the first and the tenth of December, 2003

2003-12-01/2003-12-10

Sometime in the first half of 2003

2003-01-01/2003-06-30

SAS Forum
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Domain CO

23 Page 101 23 Page 201
No
1 | o000 |[9o90o| o090 | oco |oooo| AAAA EEEEEEEEEEEEE
2 | 0009 |oooo| o000 | ooo |ocoo| BBBB EEEEEEEEEEEEE
3 | cooco |cooo|ocoo | coo [ocooo| CCCC
DDDDDDDD
CO domain
STUDYID| DOMAIN |RDOMAIN| USUBJID [COSEQ IDVAR IDVARVAL |COREF| COVAL | COVAL1
ABO1 CO AE ABO01-1-23 1 AESEQ 1 P101 AAAA
ABO1 CO AE ABO01-1-23 2 AESEQ 2 P101 BBBB
ABO1 CO AE ABO01-1-23 3 AESEQ 3 P101 CCcCC
ABO1 CO AE ABO1-1-23 4 AEGRPID 101-AE P101 | DDDDD DDD
ABO1 CO ABO1-1-23 5 P201 | EEEEE | EEEEE
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SDTM

CM

Protocol: AB SRR e Page 61

EHES: 11

No. Sl Aok ERSE s e BT g

1 Zx/NLER =)L 60 O 2005/01/01 2005/ 03/ 31 ]

2 ORI 30-60 o [/ 2005/ 12/ 31 ]

3 Faz=O—IL 100 0 2005/ 06/(?) [/ i
CM (Concomitant Medications) ' 7ype: Num Char -Confroffed Temns fFormaf- ._ |
USUBJ|CM | CMTRT |CMDOSE | CMDOS | CMSTDTC | CMENDTC |CMSTRF |CMENRF

ID |SEQ TXT
AB-1-11///1 |Phenobarbital] 60 2005-01-01 [ 2005-03-31
AB-1-11 2 | Pyridoxine |(457 607)| 30-60 2005-12-31|BEFORE
AB-1-1 | 3 | Tocopherol 100 2005-06 AFTER
e = VIOl
BEFORE, DURING,
?;p%- 1SO8601: YYYY-MM-DDThh:mm:S$  AFTER, DURING/AFTER ONGRANG
Num v ONTINUIN
SAS Forum 2006 34




SDTM
(Study Data Tabulation Model)

— EHT—SO—E%
- A - BFHB O B AE
-DTC "2006-07"

RN T—4

SDTM vs. ADaM

ADaM
(Analysis Dataset Model)

— BHTFR

(RIBERALIZ HITEHFIH )

=

DT "2006-07-(**)"
-DTF"D"

" eg.15

(Day 0 s EZE#FIH D
-DY Day-3,-2,-1,1,2,3,--- HB) ANLDY Day-2,-1, 0,1,2,3,---

EFATIVIILT—H (3— FAEL 7= $B A 2 #4071 A B])
Variable | Variable | Type Decodes/ Variable | Variable | Type Decodes/
Name Label Fomat Name Label Fomat

AESEV |Adverse |[Char |Mild, AESEVN |Adverse |Num |1 = Mild,

Event Moderate, Event 2 = Moderate,

Severity Severe, - Severity 3 = Severe,

Life-threatening Numeric 4 = Life-threatening
Code
SAS Forum 2006 35




ADaM: Imputation Indicator Variables

Statistical Analysis Date Variables

ADaM SDTM v3.1
Date Variables Date-Time Variables
Missing Elements *;_?r:]_p%?te% --DTF | Corresponding --DTC String
None YYYY-MM-DD |blank |YYYY-MM-DD
Day YYYY-MM-** D YYYY-MM
Month (and Day) | YYYY-**-(**) M YYYY
Year (and M, D) | ****-(**)-(**) Y

ADaM Ver. 2.0
2/15/2006(Draft)
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ADaM: Statistical Analysis Study Day Variables

SDTM IfDate reference date (Typically start of treatment)

--DY = Date reference date 1

Else if Date  reference date (Typically start of treatment)

--DY = Date reference date
ADaM  ANLDY =Date reference date 1
Date Jan 1 2 3 4 5 7 8 9
Visit SCR TRT FU
SDTM --DY -4 -3 -2 -1 1 3 4 5
ADaM ANLDY -3 -2 -1 0 1 3 4 5

ADaM Ver. 2.0

SAS Forum

2006
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ADaM: Numeric Code Variables

Variable |Variable | Type | Decodes/Format Origin Role
Name Label
AESEV Adverse | Char | Mild, CRF Qualifier
Event Moderate,
Severity Severe,
Life-threatening
AESEVN | Adverse |Num /|1 = Mild, Coded from | Selection,
Event 2 = Moderate, AE.AESEV |Analysis
Severity 3 3 Severe,
Numeric 4 = Life-threatening
Code
ADaM Ver. 2.0

SAS Forum
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Need for Standards
Global Standards

Standards

s
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CDISC

Setup k‘“"

(@ 2N .
|@ CPEC ey ~
' — —
Version
l’ Remodeling
CDISC
# Version‘ = =
-
1 Remodeling
N CDISC
w Version
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CDISC

Mapping

CDISC
Mapping
CDISC
Version
CDISC ' |
Version
/ Mapping CDISC
Version
\:; \ﬂ Mapping I
CDISC
Version Up
CDISC
Version

Mapping
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Global Standards
Global Standards

—> Global Standard
mm) Global Standard
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CDISC: Information & Contacts

Global Japan
For standards and information, Japan CDISC Group (JCG)
see http://www.cdisc.org/
eNewsletters available via e-mail: Yoshio Tsukada
contact Shirley Williams
swilliams@cdisc.org cdiscjtsukada@yahoo.co.jp

or sign up on the CDISC website.

Technical questions:
Julie Evans  jevans@ecdisc.org
or Public Discussion Forum JCG

Education and Membership:
Frank Newby fnewby@-cdisc.org

Rebecca Kush rkush@cdisc.org cdiscjsaka@yahoo.co.Jp
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