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Analysis Data I\/Iode"l Guide (ADaM IG)

http://www.cdisc.org/adam

CI
~ 3.4 ADSL‘--i-ti--

CDISC ADaM Implementation Guide Verszion 1.0

In the ADM doc
jﬁ;ﬂiﬁﬂ Table 3.1.1 ADSL Variables
Variable Variable Label | Type | Codelist/ | Core CDISC Notes
This section hists Name Controlled
experience in the Terms
SEX Sex Char |(SEX) Feq The sex of the subject 15 a required vanable in ADSL. If the vanable 15 not a copy of
Although 1t woul DM_SEX. then an additional differently named varizble must be added.
ADSL. The com RACE Face Char |(RACE) Feq The race of the subject 15 a required vanable in ADSL. If the variable 1s not a copy of
endpoint values 1 DM FACE, then an addiional differently named varizble mst be added.
FACEGEY Pooled Face Char Permy | Charzcter desenption of a grouping or pooling of subject race for analy=1s puposes.
Group y
Table 3.1.1 ADS FACEGEyN |Pooled Face Mum Permy | The mumenc code for RACEGEy. Orders the grouping or pooling of subject race for
Variahle Group v (M) anzalysis and reporting. One-to-one map to RACEGREy.
FASFL Full Analysis Set |Char |Y N Cond | A character indicator vanable is required for every population that 15 defined in the
- Population Flag statistical analysis plan. A momimmm of ope subject-level population flag vanable 15
Stdy Idenfifiers  TAFFT Safety Population |Char | TN Tond | required for every clinical trial Additional papulation flags may be added. The values
STUDYID ! Flag of subject-level population flags cannot be blank. If a flag 15 used, the comrespondmg
USUBID 1 ITTFL Intent-To-Treat Char |Y.N Cond | pumerie version (¥F2) can also be meluded.
1 Population Flag
SUUBIID ! PFROTFL Per-Protocol Char |Y, N Cond
i Population Flag
SITEID [ COMPFLFL Completers Char TN Cond
. 1 Population Flag
RANDFL Randommzed Char |Y.H Cond
SITEGRy ] Population Flag
' IEwL FEarolled Char |T.N Cond
Population Flag
Treatment Variables
SITEGEyN (1 [aRM Descripionof | Char Reg |DM.ARM
{ Planned Arm
T TETxxP Planned Char Feq Subject-level identifier that represents the planned treatment for period xox. In a one-
v | Subject Demogra Treatment for penod randomized trial, TETO1P would be the treatment to which the subject was
AGE | Penod randonuzed. TRT=xP might be derrved from the SDTM DM vanable ARM. At least
TETO1P is required.
TETxxPH Planned Mum Permn | The mumenc code vanable for TETxxF. One-to-one map to TRTxxP.
AGED i T
reatment for
Peniod o (W)
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ADSL (Subject -Level Analysis Dataset)
— WEREBLANIWER T —2EVE

BDS(Basic Data Structure)

- ERT—HEE

ADTTE(BDS for Time to Event Analysis)

— HE7FEEHT (Time to event analysis) D= DE K T—4
s

OCCDS(ADaM Data Structure for Occurrence

Data Analysis)

— Adverse event, Concomitant medication, Medical
HistoryZ M Occurrence analysisD =& O T—2t&1&
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ADSL (Subject- Level AnaIyS|s Dataset)
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ADSLIZHITHEEHEEDES
UsuBND  JARM  |TRTOIP  |TRTOIA  [TROISDT |TROLEDT |

RIS IS T BIAFL X . Z LGOAS sasa—vHa 201

1001 Drug X5 mg Drug X5 mg Drug X5 mg 230CT2007 17DEC2007
1002 Placebo Placebo Placebo 19JUL2006 20SEP2007
1003 Drug X 5 mg Drug X 5 mg Placebo 01NOV2007 20NOV2007

USUBJID | TRTSEQP TRTO1P | TRTO2P | TRTSEQA TRTO1A |TRTO2A|TRO1SDT  |TRO1EDT  |TRO2SDT  [TRO2EDT

1001 Placebo— piicebo Drugx Placebo— piacebo DrugXx  15FEB2006  03MAY2006 10MAY2006 15AUG2006
Drug X Drug X

1002 PD'fucge)'QO‘ Placebo DrugX bfaC€PO~ placebo Placebo 01MAR2006 12JUN2006 20JUN2006 23SEP2006

1003 prugX~ Drug X Placebo E}ggggg‘ Placebo Placebo 03FEB2006 25APR2006 O01MAY2006 04AUG2006

TRTSEQP TRTO1P TRTO2P TRO1SDT |TRO1EDT |TRO2SDT  |TRO2EDT

1001 Drug X5mg-DrugX5mg DrugX5mg DrugX5mg 14AUG2007 20SEP2007 21SEP2007 15MAR2008
1002 Placebo - Drug X 5 mg Placebo Drug X5 mg 05JUL2007 15AUG2007 17AUG2007 04FEB2008
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BDS (Basic Data Structure)

« EKRT—AEE

o WBERE. BN\ DA—F BB AEIZIUTILELL
IEHLI—F

m PARAM PARAMCD AVISIT ABLFL AVAL m-

1 Weight (kg) WEIGHT Screening

2 Weight (kg) WEIGHT Run-In 101 100

3 Weight (kg) WEIGHT Baseline Y 100 100 0
4 Weight (kg) WEIGHT Week 24 94 100 -6
5 Weight (kg) WEIGHT Week 48 92 100 -8
6 Weight (kg) WEIGHT Week 52 95 100 -5
7 Pulse Rate (bpm) PULSE Screening 63 62

8 Pulse Rate (bpm) PULSE Run-In 67 62 .
9 Pulse Rate (bpm) PULSE Baseline Y 62 62 0
10 Pulse Rate (bpm) PULSE Week 24 66 62 4
11 Pulse Rate (bpm) PULSE Week 48 70 62 8
12 Pulse Rate (bpm) PULSE Week 52 64 62 2

11
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PARAM
LDL Cholesterol

g/dL)
LDL Cholesterol (mg/dL)
LDL Cholesterol (mg/dL)
LDL Cholesterol (mg/dL)

(m

(

(

(

LDL Cholesterol (mg/dL)

LDL Cholesterol (mg/dL)

LDL Cholesterol (mg/dL)

LDL Cholesterol (mmol/L
(
(
(
(
(
(

)
LDL Cholesterol (mmol/L)
LDL Cholesterol (mmol/L)
LDL Cholesterol (mmol/L)
)
)
)

LDL Cholesterol (mmol/L
LDL Cholesterol (mmol/L
LDL Cholesterol (mmol/L

2015,

s RICH T HIEERMT BI5E

PARAMCD |AVISIT | AVISITN | VISITNUM | LBSEQ_|ABLFL | AVAL |BASE |CHG |PCHG

LDL

LDL
LDL
LDL

LDL
LDL
LDL
LDLT

LDLT
LDLT
LDLT

LDLT
LDLT
LDLT

Screening

Run-In
Week 0
Week 5

Week 11
Week 17
Week 23
Screening

Run-In
Week 0
Week 5

Week 11
Week 17
Week 23

-2
-1
0
5
11
17
23
2

1

N oo o A WON R N O O DWN

2829

2830
2831
2832

2833
2834
2835
2829

2830
2831
2832

2833
2834
2835

206.3 2134

202.1 2134
2134 2134 0.0 0.00
107.4 213.4 -106.0 -49.67

90.2 2134 -123.2 -57.73
96.8 2134 -116.6 -54.64
104.0 213.4 -109.4 -51.27
5.3349 5.5185

5.2263 5.5185
5.5185 5.5185 0.0000 0.00
2.7773 5.5185 -2.7412 -49.67

2.3326 5.5185 -3.1859 -57.73
2.5032 5.5185 -3.0153 -54.64
2.6894 5.5185 -2.8291 -51.27

12
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Analysis Data Reviewer’s Guide (ADRG)

« BTT—2ICEHTSHY)

SHEBEBED=HD

« ADRG Completion Guideline
— PhUSEDWG (BRFEZHRDHRK+FDADYITY V) IZL

S>THERK

At E

o http://www.phusewiki.org/wiki/index.php?titte=Analysis Data

Reviewer%27s Guide

— PMDA/FDAMENZEN[EAZHELE
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1. & (Introduction)

2. AREREMETEEZIZE I 45RBA (Protocol Description)
3. EHOBITT—2EYMNBET5@BTLOBEEIE(

Analysis Considerations Related to Multiple Analysis

Datasets)

4. BT —FDERELVNE

[ZRE9 5% IH (Analysis

Data Creation and Processing Issues)
5. T —3tyhZBi9 S5REA (Analysis Dataset

Descriptions)

6. T—ADBEEMIZEE T H5E £ (Data Conformance

Summary)

7. 70535 L0O1RE (Submissions of Programs)
PhUSE ADRG Completion GuidelinedkY
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SDTMMbADaMEBEMTIREZ{ERRT 570— ()

;"'"fS(PT(SAS T*ansport file) XPT(SAS T*ansport file)
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Study Data SAS Analysis Tables/
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ADaM /4 B

D\ datasets /

1. EDCETURESNIEGREAERT —Ih5. SDTMZHET
ADaM7T —5tzy MYERNEN D,

2. ADaMTF -5ty M FHWTHRETRETRE RN ERR SN D,




K ast e T oML K. 2L TGSAS sasav s

1. Standard TFL Shell

!!!!! Subject
. oo
Lnmieg Newox
Arm A AmB AmC A
. Ne Neor Ne
T — % 0% ~
Competed X (X
D800NDNLE <FOmM 32Ty arug / Sudy after . %
randomzaton>
Re260n f AILCONINUINON « oM ATy Srug / STy
A%’ ANIOMTATON>
«Reason 1>
«Reaszon 2» o (oex) oy X (xxx o (ox
«Reds0n 1= o (xxx) oo XLx)  xxx (ox o (ox
Agverse swert x
WENOraa of congent
Worsenng of duedse omx (eex)  oxx x
DiSHOWE CONCOMLINT Medicaton x oy oo (x
Omer reasonis)

Sourte sz @@ oo

(e x
! )
() oy
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Xr  (xxx)  xxx (rxx)  ox (oox
( oy pox) oo (o
(o xex (eex) e o x
{ o (X o (ax o X
X (orx) oo Qo)  xer (eex) oo (ooy

2015

2.ADaM{t#%

3.SASEHIOTS

CDISC ADaM%Z £ (Z
1.TLF Shell(RFDL AT L)

'S L54751))

A
finic 30es bhow meament vanes by record widin 3 subject and
jenabiles analvins of crossover and other smit-penod dessgms.
[TRTSRA (copied Som ADSL) may o be neaded for some
jamaivas parposes. and may be weful for taceshdzy ad 10

e S R A S S SRS T RS e

(Y. Asami, A. Currie, CDISC Interchange Japan, 2012)
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ADaMIZZERL =221k
Phase 2 SASﬁ’i*ﬁjDﬁ‘?AO)%ﬁ
ADaM

xx Study
ADAM

xx Study Phase 3
ADaM ADaM

Phase 2
ADaM

Phase 3

Analyses
flor CTD

s

ADaM

xx study
ADaM Common data structure

xx study Controlled terminology
ADaM

l NDA Submission ]

(Y. Asami, A. Currie, CDISC Interchange Japan, 2012)
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« ADaM®Da>tT+NIEEE

— SDTMED &R, FLYE YT+

« SDTMIZ &I+ %Derived variable® ¥ . SDTM Supplemental
UBEUTADEHDER

—- e RIEA -G
« Trial design¥Terminology®— & 14
— Analysis-Ready (“One Proc Away”)
— JRERETETE/MRET R ETE DL FUFIZIKTF
» ADaM® B Lk D EEfZ

— ADSL:SDTM.DM, Supplemental Qualifiersf, Y —RX¢&
FAEBDATE

— BDS: E[FEMOBDSH# & (Vertical Structure)qf A—3,
Value-Level MetadataIE## ., F[:EM0 vs 1TIEM. F
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Protocol Design in Relation to ADaM Concepts

£
- o ACME Drug 20mg = a °
£ E = | | ACME Drug 20mg BID = a
s || g < : z
- 5 3| |3
o - Placebo 20m & B
w c 9 E L t
3 : B
Blinded Treatment Phase [52 Weeks) Open Label Treatment E
Phase |26 weeks) =
7
APERIOD=2
APERICD=1
APERIODC=' Double Blind' ?:?ELE[_’E:ETH?DLEE:D .
TRTO1P = "ACME Drug 20mg" or TF:TSEICI;'AI:ME —r:EMET;E'
‘Placebo 20mg’ ‘Placebo-ACKE"
AFPHASE= v
c APHASE=TREATMENT FOLLOW-LP

PhUSE ADRG Completion GuidelinedkY
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