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Apple ASAP !!



STAG Tool Attempts to serve as that “Elevator” for a
programmer trying to derive ADaM variables
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Highlights of the Utility — STAG (SDTM To ADaM Generation Tool)

¢ Tool based ADaM Generation
e The commonly used key ADSL and BDS variables
e Front end Ul

e SAS Macros/programs at the Backend
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Provide
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Run the Application —
Click “Generate”
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SAS Program Files
are generated
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Run program in your
editor

> <

Any Further
modifications

needed?

Add your specific
derivationsto /)
the program




STAG Ul Screen ADSL CVt3I
1 STAG @
e C—

{¢ ADSL " BDS Specify you want to design ADSL or BDS? — ——
Data Input
V4! .

SDTM Data Library Path || Q Browse to location of all SDTM Datasets

Output /|
Output Program Path \Il?arowse to location where you want to generate program file
Output Program Name Specify preferred program file name e.g. ADSL.sas

Parameter Input

Specify “Yes” or “No” based on whether you need
Time Required? —Select— « timeparts to be captured in Treatment Start and
- End Dates. If “Yes” specify time format
Age Group List > \
< 2 Specify the ranges for AGEGROUP Variables you
need-Based on these variables AGEGRy(N) will be
G derived
Reset I Generate | Can |




ADSL Example CVtgl

Input Data — DM and EX Data
OM Deta

/\  STUDYID /A DOMAIN |/A USUBJID /A RFSTDTC |/\ RFENDTC AGE /A SEX /A RACE /A ARMCD /A  ARM
1 [CDISCO1 DM CDISC01.100008 : 2003-04-29 2003-10-12 M OTHER WONDER10  Miracle Drug 10 mg
2 |CDISCOT DM CDISC01.100014 : 2003-10-15 2004-03-29 66 F VWHITE WONDER20  Miracle Drug 20 mg
3 | CDISCO1 DM CDISC01.200001 : 2003-09-30 2004-02-02 80 F MULTIPLE PLACEBO Placebo
4 |CDISCO1 DM CDISC01.200002 : 2003-10-10 2004-03-28 70:F BLACK ORAFRI..WONDER10  Miracle Drug 10 mg
5 |CDISCO1 DM CDISC01.200005 66 F WHITE SCRNFAIL Screen Failure

EX Date

/\ STUDYID |/ DOMAIN |\ USUBJID ) EXSEQ |/ EXTRT |/A EXSTDTC |/\ EXENDTC
1 [CDiscot EX CDISC01.100008 1 Miracle Drug  :2003-04-29 2003-05-05
2 [CDISCOt EX CDISCO1.100008 2 MiracleDrug 2003-05-06 2003-05-12
3 |CDISCO1 EX CDISC01.100008 3 MiracleDrug  : 2003-05-13 2003-05-19
4 |CDISCO1 EX CDISCO1.100008 4 MiracleDrug  2003-05-20 2003-05-27
5 |CDISCOT EX CDISC01.100014 1 MiracleDrug ~ :2003-10-15 2003-10-21
6 |CDISCOT EX CDISC01.100014 2 MiracleDrug ~ 2003-10-22 2003-10-30
7 |coiscot EX CDISC01.100014 3 MiracleDrug ~  2003-10-31 2003-11-11
8 |CDISCot EX CDISC01.200001 1 Placebo 2003-09-30 2003-10-06
9 [CDISCO1 EX CDISC01.200001 2 Placebo 2003-10-07 2003-10-13
10 | CDISCO1 EX CDISC01.200001 3 Placebo 2003-10-14 2003-10-20
11 | CDISCO1 EX CDISC01.200001 4: Placebo 2003-10-21 2003-10-27
12 | CDISCO1 EX CDISC01.200002 1 MiracleDrug  :2003-10-10 2003-10-16
13 | CDISCO1 EX CDISC01.200002 2 MiracleDrug ~ 2003-10-17 2003-10-18
14 | CDISCO1 EX CDISC01.200002 3 MiracleDrug ~ 2003-10-19 2003-10-23
15 | CDISCO1 EX CDISC01.200002 4:MiracleDrug  2003-10-24 2003-10-30
16 | CDISCO1 EX CDISC01.200002 5 Miracle Drug  2003-10-31 2003-11-05
17 | CDISCO1 EX CDISC01.200002 6 MiracleDrug ~ 2003-11-06 2003-11-06




ADSL Demo

'STAG
Adam Type

(¢ ADSL " BDS

Data Input

SDTM Data Library Path IiXY Z/.... /f oldername

Output

Output Program Path I\XYZ/ /foldername

QOutput Program Name

Inputs entered in STAG Ul

jeneric_adam_macros\phase1_dry_run

generic_adam_macros\phase1_dry_run |

ADSL_TEST.SAS Generated
|adsl_test

Parameter Input

Time Required? |N° v I

Age Group List

at specified location

>

>
<<
Reset | Generate | Cancel

—

0-17%18-45%46-

70 # Abov
glow 18 # 18 - 65 # Above 65




ADSL Demo cthI

Sample Code Generated By STAG

libname sdtm dt ' I{XYZ/ /foldername......
tinclude '/[\XYZ/.... /foldername......
tinclude '/[\XYZ/.... /foldername......

%include ' ,l{)‘ YZ/.... /foldername......

/*Create dummy ex with formatted EXTRT to match with ARM and ACTARM*/
tdummy ex (sdtmlib=sdtm_dt);

/*Create pre_adsl dataset in work library¥*/
tgeneric adsl(sdtmlib=sdtm_dt, exds=dummy ex, timereq=No, agegroup=0 - 17 # 18 - 45 § 4¢€

/*If more variables need to be derived in pre_adsl write your code below¥*/

10



ADSL Demo cvt3l

Sample Output Generated by code prepared by STAG

[\ STuDYD ‘@ USUBID |\ RESTOTC [\ REENDTC () AGE /b SEX |\ ARMCD ) AN
1 [COR00

| OSCILIONGE 03 Wb il VONOERID~ WieDng 1.
QIO COSCOLON AE BN fF WONDER) ~ Hiack D
3(COSC0 COSCOLMD HOMSY AR W PCERD sty N
GOS0 COISCOIMD ARB0 MR UONDERD vl Drg 10.
§{COSCOr CISCH L Senfale
Mg 10, Wi Oug 0. 2PRNG  ZTNAYIIUS Above T Yews £ bove Yes
MirackOrg2). MrackeDrg Q). - TOCTANS  INOVAA:6-MVears 3 boveFYears
P Plosto  NSEPAOD  200CTON AboeT0Vews { b Yers
MiraoeOrg 10 MiraceDrg 10+ 100CTAMD  CONOVAR:6-0Vears: 3 bove P Years
Soeenfalee | | 5 3 Mbove Yeas
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ADSL Demo

Cytel

Input Data — DM and EX Data

OM Data

/A STUDYID /A USUBJID |/ BRTHDTC |4  SEX /A  ARM /A ARMCD |/A RFSTDTC |/A RFENDTC

CDISCOT 001 1930-08-05 M drugA-drugB-dru.. | A-B-C-D 2010-01-09 2010-04-14

CDISCOT 1002 1936-11-01 B drugD-drugC-dru.. | D-C-A-B 2010-01-11 2010-04-15

CDISCOT 003 1923-09-03 F drugB-drugA-dru_. |B-A-C-D 2010-01-14 2010-04-20

CDISCOT 004 1933-07-22 F drugA-drugB-dru.. |A-B-D-C 2010-01-18 2010-04-22

CDISCOT 005 1937-02-22 - drugB-drugC-dru... | B-C-A-D

EX Data

/\ STUDYID |/ DOMAIN |/A USUBJID | EXSEQ |/A EXTRT |2 EXDOSE |/A EXDOSU |/A EXSTDTC |/A EXENDTC
CDISCO1 EX 001 1:drugh 20 MG 2010-01-09 2010-01-09
CDISCO1 EX 001 2. drugA 20: MG 2010-01-10 2010-01-13
CDISCO1 EX 001 3. drugB 20 MG 2010-02-09 2010-02-09
CDISCO1 EX 001 4 drugB 20: MG 2010-02-10 2010-02-13
CDISCO1 EX 001 5. drugC 20 MG 2010-03-09  2010-03-09
CDISCO1 EX 001 6 drugC 20 MG 2010-03-10 2010-03-13
CDISCO1 EX 001 7 drugD 20: MG 2010-04-10 2010-04-10
CDISCO1 EX 001 8 drugD 20: MG 2010-04-11 : 2010-04-14
CDISCO1 EX 002 1 drugD 20 MG 2010-01-11 2010-01-11
CDISCO1 EX 1002 2. drugD 20. MG 2010-01-12 :2010-01-15
CDISCO1 EX 002 3. drugC 20 MG 2010-02-11 : 2010-02-11
CDISCO1 EX 002 4 drugC 20: MG 2010-02-12 2010-02-15

12



ADSL Demo CVt(’;I

Output Data — as generated by code from STAG (Showing Only Treatment Variables)

/\ USUBID /A TRTOP |\ TRTO2 |\ TRTO¥® [\ TRTO4P A TRTOIA |\ TRTOA |\ TRT3A /A TRTO4A

0 dugA  dgB  dnugC dugD  dugA  dgB  dnugC dugD
02 dgD  dgC dugA  dngB  dugD gl dngA  dgB

003 duB  duwgA  dugC gD  dngB ‘drugh dugC  dgD

0 ough  dwd gD dwC  dugh  dwB D gwC

005 ‘drugB ‘drugC ‘drugA drugD

"z TRTO1SDT |[=) TRTO02SDT |[a] TRT03SDT | TRTOASDT |[s] TRTOIEDT |s] TRTO2EDT | TRTO3EDT |5 TRTO4EDT

09AN210.  (O9FEB2010;  OSMAR2010: 10APR2010 13JAN2010 13FEB2010.  13MAR2010 14APR2010
T T
AN 14FE8201}05  MMAR010  14APR2010.  19JAN2010.  19FEB2010  19MAR2010  20APR2010
TRANZTO  TGFER0T0  TMARID. TGAPR2OTO  2JANDOT0  2FEB0I0  2MAR2I0  22APR2010
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STAG
Adam Type

STAG Ul Screen BDS Screen 1

" ADSL {* BDS

Input_1 | Input_2

Input Specify 2 Letter SDTM Domain Abbreviation —
Pl : e.g. for ADLB enter “LB”
SDTM Library Path N |
A
ADSL Data | < Browse to location where the study ADSL is placed
Output Program
Location | \l |

Output Program |

/ Specify “Yes” or ”No” based on your need

timeparts to be captured in ADT(M). If “Yes”
specify time format

Baseline Flag derivations vary from one study to
another, Use these fields to define them.

Name
[] unit -
[[] pos
T [] spec What else you need to add to include in the PARAM(CD) ?
ional Param
Option(s) B 'r:;hod E.G. For example for ADVS/\RAM May mclude Units
[0 nam L’
Time Required? |--Select-- Ll Time Format |
Baseline
Definition I"SEIECt" Ll Function
Subset |
Condition
| E sed on you need
/ . ” .
N
Reset | Generate | Cancel |
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STAG Ul Screen BDS Screen 2 CVt3I
=

[sTAG
Adam Type
" ADSL {* BDS —————————
Input_1 Input_2 | Browse to the excel file that defines “Visit Windowing”
— based on ADY Targets, This will be used to derive AVISIT(N). If

you just simply want to copy SDTM VISIT(NUM) to AVISIT

TM Visits? | I
Copy SD isits Yes v then Select “No”

[V Define Missing Value Imputation and EndPoint Rule Check if you need to add gErived records

Do you want to define Same Imputaion & End Point Rule fo¥ entire data? & yes ¢~ NO You want to add similar Derived Records
'” for all the Parameters in the Given BDS ?

B Use these fields

Impute Missing? I__sdect-- j I J to define how
you want your

. derived records -
End point ? . — = .
|~-Select - | = Current Options

| available are
— LOCF and BLOCF
for missing value

I :l | imputations and

Common
Functions for
Derived Endpoint

§ 7 — Records

Reset | Generate | Cancel
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BDS Demo cvtgl

Derivation of Baseline related variables may need you to focus on Certain Terminologies
used in STAG to understand your study’s Baseline Definition better

Time Required? --Select-- j Time Format |
— Baseline -
Definition ~Select- L | |
-Lelart-.
Subset GENFRIC
Conditio —CUSTOM—
"~ DERIVED |
OTHER
Reset ‘ Generate ‘ Cancel ‘
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BDS Demo ADLB

Cytel

Input Data — SDTM LB Data (showing only important SDTM Variables)

[\ sTuovD /i usuBiD ) L8SEQ /) LBTESTCD /) LBTEST |/ LBCAT |/\ LBORRES /) LBSTRESC b LBSTRESN |/\ LBSTRESU |\ LBSPEC [\  wisIT
CDISCO1 CDISCO.100008 | 1B Bilrubi CHEMISTRY 104 68 68:umollL 'BLOOD ‘SCREEN
COISCO1 CDISCO.100008 2 6ll Biirubi CHEMISTRY 03 51 5.1 umollL BLOOD WEEK 24
CDISCO!  CDISCO.100008 3.BUN ‘Blood Urealio. |CHEMISTRY 2% 928 928 mmollL 'BLOOD ‘SCREEN
COISCOT~ CDISCO.100008 4N Blood Ureallito. CHEMISTRY 18 643 64 mmylL BLO0D WEEK 24
CDISCOf CDISCO1.100008 /7~ 5GUWC N\ Glicose CHEMISTRY 100 55 BLOOD N SCREEN
CoISCO1 |CDISCO1.100008 6GC J Gluoose CHEMISTRY 87 48 wmmm BLOOD /' WEEK2
CDISCO1 CDISCO.100008 PR VieminB12  CHEMISTRY %6 2 270 pmalt———SERN SCREEN
CDISCO!  CDISCO.100008 8.ITBY ViaminB9  CHEMISTRY 158 1264 1264 nmollL 'BLOOD ‘SCREEN
CDISCO! ~ CDISCO.100008 9.HCT Hematoert ~ HEMATOLOGY 1362 0% 0% 'BLOOD ‘SCREEN
CDISCO1 CDISCO.100008 10 HCT Hematocrt  HEMATOLOGY 1329 03 03 BLOOD WEEK 24
CDISCO!  CDISCO.100008 1 HGB Hemoglobin ' HEMATOLOGY 1120 120 120;gl 'BLOOD ‘SCREEN
CDISCO1 ~ CDISCO1.100008 12 HGe Hemoglobin ~ HEMATOLOGY 113 1m 13 gL 'BLOOD VEEK 24
CDISCO1 CDISCO1.100008 13.LYM Lymphocytes  HEMATOLOGY 1168 168 1681091 BLOOD SCREEN
COISCOt |CDISCO1.100008 14LYM Lymphocytes | HEMATOLOGY 134 14 13410791 BLOOD WEEK 24
COISCO1 CDISCO.100008 15, OCCBLD OccutBlood  URINALYSIS 1+ 14 URINE SCREEN
CDISCO! CDISCO.100008 16.0CCBL0  OccutBlood  URNALYSS  NEGATVE  NEGATIVE URINE WEEK 24
CDISCO! ~ CDISCO.100008 17 PH H URINALYSIS 80 I 3 URINE ‘SCREEN
CDISCO1 CDISCO.100008 8P oM URINALYSIS 80 3 8 RIE WEEK 24
COISCO1 ~CDISCO1.100008 /BGIC N\ Gloose  URNAYSS  NEGATME  NEGATIVE . URNEN,  SCREEN
CDISCOf CDISCO1.100008 [(2ewC ) Gueose URINALYSIS  TRACE TRACE ( . URINE ) WEEK24
CDISCO1 ~ (CDISCO1.100008 \ 206WC ) Glcose URINALYSIS 10 06 \ 06 mmoll URINE /' SCREEN
COISCO! ~~ CDISCO.100008 \2LGLUC / Gleose  URINALYSIS 30 " m Mol URES WEEKX
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BDS Demo ADLB

Inputs entered in STAG Ul

STAG
Adam Type
" ADSL (¢ BDS

Input_1 | Input_2 |

Input
Domain |'-B
SDTM Library Path I{XYZ/.... /foldername......
ADSL Data -l{XYZ/.... /foldername......
Output Program KXY Z/.... /foldername...... ;
Location

Output Program |ADLB_test
Name

Addional Param
Option(s)

Time Required?

Definition IGENERIC Ll Function I j
Subset
Conditior

onditio —

@Required? |Yes ) LI

| 18

Generate Cancel

Reset




BDS Demo ADLB Cl.ll'.&

Sample Code Generated By STAG

libname sdtm_dt "|XYZ/... /foldername......

libname adam dt “iXYZ/.... /foldername......
%%HClude ' XYZ/.... [foldername......
%include '[XYZ/... /foldername......
%$include ' IXYZ/ /foldername......
tinclude '(XYZ/.... /foldername......

/*%generic_bdsOx Macro Call¥/
%generiq;bdsax(sdtmlib=sdtm;dt, domain=LB, add= unit spec method, adsldata=adam dt.adsl, basedef=GENE

/*Avisit Macro call¥/

$avisit(indata=work.bds LB, copy_sdtmvis=Yes) ;

ldata bds_out;
set bds_vis_out;
run;

/*%generic_bdsOy Macro Call¥/

$generic bdsOy(inds=bds out, sdtmlib=sdtm dt, , impmissyn=no, endtptyn=no);

l/data pre_bds_ LEB;
set bds Out_der recs;
run;
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BDS Demo ADLB

Sample Output Generated by code prepared by STAG

Cytel

A UsuBD /) PARAM O pau () PaRCD) ML W 5T G a [T T ) A mE ) msEc () che |
CDISCO1.100008  Bilirubin umolL) (BLOOD) | JET | 68 68 15RO 120 PRIIALY 6868 0
COISCO!.100008  Birtin umolL)(BLOOD) | 1Bl 5151 130072003 1155 130CTO31155... 68 68 A7
CDISCO1.100008  Blood Urea Nirogen (mmalL) (BLOOD) 280N 926928 {GAPRON3. 1120 15APRO3TIN.. Y 928 928 0
COISCO!.100008 Blood Urea Nirogen (mmalL) (BLOOD) 28N 643 643 130CT2003. 1155 130CTO31155... 9281928 2.
CDISCO1.100008 fGlucose (URINE) (DIPSTICK) 3.GLICT  NEGATIVE TEAPR2I3 120 TAPROGTT20.. Y  NEGATIVE

COISCO!. 100008 Glucose (URINE) (DIPSTICK) 3.GLUCT TRACE 130CT2003 1155 130CTO311:55.. - NEGATIVE .
CDISCO1.100008  Glucose (mmall) (BLOOD) 46LUC2 55.55 {GAPR20N3 120 15APROG1120...Y 55.55 0
CDISCO!.100008  Glucose (mmolL) (BLOOD) 46LUC2 4948 130CT2003 1155 130CTO311:55.. 55/55 Y
CDISCO1.100008  Glucose (mmolL) (URINE) (QUANT) 5.GLUCY 0606 15APR3 1120 1PRO3TID...Y 0606 0
CDISCO1.100008  Glucose (mmolL) (URINE) (QUANT) 5.GLUCY 1747 130CT2003 1155, 130CTO311:55.. 0606 11
CDISCO1.100008  Hematoert(BLOOD BHCT 0% 0% {APR3 1120 1SAPRO3T10. Y 0% 0% 0
CDISCO!.100008  Hematoert(BLOCD) B HCT 01303 130CT2003 1155 130CTO31155... 0% 0% 203
CDISCO1. 100008 Hemglobin(g) (BLOOD) 7 HGB 120120 1EAPR2003. 120, SAPRO312L..Y 120120 0
CDISCO100008  Hemaglbin (gL)(BLOOD) 7 HGB 13113 130CT2003 1155 130CT0311%... 120120 b
CDISCO1.100008  Lymphocytes (10°3L) (BLOOD) LM 168,168 {GAPRON3. 120 15APRO3 1120 Y 168 168 0
COISCO!.100008  Lymphocytes (10°9L) (BLOOD) BLYM 14134 13072003 155 130CTO31155... 183,168 2%
CDISCO1.100008  Qccult Blood (URINE) 9.00CELD it {5APR003. 1120 15APRO3TIN.. Y T
COISCO!.100008  Occalt Blood (URINE) 9.0CCBLD - NEGATIVE 130072003 1155 130CTO31155... it

COISCO!.100008 Vitamin B12 (pmolL) (SERUM T8 . {GAPRIN3. 1120 1APRO3TID... .

COISCOL100008 Viamin B9 (rmoll) BLOCD) 1264 1264 T5APR03.

CDISCO1.100008  gH (URINE) ' '

COISCO1.100008  gH (URINE)




BDS Demo ADLB (Derived Records)

Input Data Sample Showing only some of the relevant variables

Cytel

/A USUBJID |/A COMPLFL |/  ITTFL |/A  SAFFL |/A TRTO1A TRTO1SDT TRTO1EDT |/ PARAMCD |2  AVAL
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HCT 0.36
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003 HCT 033
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003 : HCT 0.33
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HCT 0.45
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HGB 120
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HGB 113
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HGB 113
CDISC01.100008 Y Y Y Miracle Drug 10.. 29APR2003 27MAY2003: HGB 113
CDISC01.200001 N Y Y Placebo 30SEF2003 270CT2003 HCT 0.46
CDISC01.200001 :N Y Y Placebo 30SEP2003 270CT2003 HCT 048
CDISC01.200001 N Y Y Placebo 30SEP2003 270CT2003 HCT- 043
CDISC01.200001 :N Y Y Placebo 20SEP2002 270CT2002 HGB 140
CDISC01.200001 N Y Y Placebo 20SEP2002 270CT2002 HGB 135
CDISC01.200001 :N Y Y Placebo 20SEP2002 270CT2002 HGB 135
CDISC01.200001 : N Y Y Placebo 20SEP2002 270CT2002 HGB 135
ADTM |74  ABLFL (2) BASE (2 CHG |/ AvISIT
15APR03:11:20:.: Y 0.36 0 SCREEN
130CT03:11:55:_. 0.26 -0.03. WEEK 24 } )
13NOV03:11:55:... 0.36 -0.03 WEEK 28 This Su bJeCt
13DEC03:11:55:.. 0.36 0.09 WEEK 32
15APR03:11:20:.: Y 120 0 SCREEN Has no value
130CT03:11:55:.. 120 -7 WEEK 24 for “HCT” at
13NOV03:11:55:_. 120 -7 WEEK 28 " ”
13DEC03:11:55: 120 7 WEEK 32 Week 32
09SEP03:11:02:. Y 0.46 0 SCREEN
02FEB04:08:58: . 0.46 0.02 WEEK 24
02MARQ4:08:58: . 0.46 -0.03 WEEK 28
09SEP03:11:02:... Y 140 0 SCREEN
02FEBD4:08:58: . 140 -5 WEEK 24
02MAR04:08:58: . 140 -5 WEEK 28
02APR04:08:58: . 140 -5 WEEK 22
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BDS Demo ADLB (Derived Records) CVtQI

Suppose your SAP tells you to impute missing values using BLOCF Method (Baseline
Observation Carried Forward).

[V Define Missing Value Imputation and EndPoint Rule

Do you want to define Same Imputaion & End Point Rule for entire data? & yes ¢~ No,I would like to define d
rules for diff. subsets

/A USUBJID |/ PARAMCL v AVISIT DTYPE
CDISC01.100008 JHCT Impute Missing? [y - Metrod  [Gi0GF E CREEN
CDISC01.100008 :HCT IEEK 24

CDISC01.100008 HCT EEK 28

CDISC01.100008  HCT Ele No v Function|_select- -~ EEK22

CDISC01.100008 : HGB 120¢ 15APRO3TT:20... Y 120 0:SCREEN
CDISC01.100008 HGB 113 130CT03:11:55:... 120 -7 WEEK 24

CDISCO1.100008  HGE 113, 13NOV03:11:55._. 120 -7 WEEK 28

CDISC01.100008 : HGB 113; 13DEC03:11:55:... 120! -7 WEEK 32

CDISC01.200001  HCT m 046 (SSEPO3TI02. Y 046 0 SCREEN
CDISC01.200001 : HCT ’ 048 02FEB04:0858.. 046 0.02 WEEK 24

CDISC01.200001  HCT NG04 02hiARO40856: 046 003 VEEKE
CDISCO1200001  HCT 045 0SSEPO2 1102 046 0 WEEK2 §BLOCF.

CDISCO1200001  HGE 140, 09SEPOI 102 Y 140 0 SCREEN

CDISC01.200001 :HGB 135. (2FEB04.08:58... 140 -5 WEEK 24

CDISC01200001  HGB 135, 02MAR04.0858: 140 -5 WEEK 28

CDISC01.200001 : HGB 135: 02APR04:08:58:... 140 -5 WEEK 32
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BDS Demo ADLB (Derived Records)

Cytel

SAP DOES NOT tell you to impute missing. But it is stated that “endpoint” measurement

for Haematc
measuremel

[V Define Missing Value Imputation and EndPoint Rule

> post baseline

Do you want to define Same Imputaion & End Point Rule for entire data? &' yes ¢~ No,I would like to d

rules for diff. subse

/A USUBJID |\ PARAMC | |ivissngs [ - I B G |A AvisIT A DTYPE
[Coiscor foooss JHeT O SCREEN
CDISC01.100008 :HCT -0.03 WEEK 24
CDISCO1.100008 : HCT End point ? Yes - Functon  [ayg -] -0.03: WEEK 28
CDISC01.100008 :HCT S 0.09 WEEK 32
CDISC01.100008 EHCT condition IABLFL Ay 0.03§ENDPO|NT
o | oy —
CDISC01.100008  HGB Sescine Records? ' M recods |2 7 WEEK 28
CDISC01.100008 :HGB L 1o toueuuet v -7 WEEK 32
CDISC01.100008 HGB 113 120 -7:ENDPOINT
CDISC01.200001 :HCT 046 09SEP03:11:02-...Y 046 0: SCREEN
CDISC01.200001 :HCT [ 043 02FEB04:08:58:... 046 0.02 | WEEK 24
CDISC01.200001 :HCT L 043 02MAR04:.08:58... 046 -0.03 WEEK 28
CDISC01.200001 :HCT 0455 046 -0.005: ENDPOINT
CDISC01.200001 :HGB 140; 09SEP03:11:02...:Y 140 0: SCREEN
CDISC01.200001 | HGB 135 (02FEB04:08:58:... 140 -5 WEEK 24
CDISC01.200001 :HGB [ 135. 02MARD4:08:58:. 140 -5 WEEK 28
CDISC01.200001 :HGB _ 135 02APRO04:08:58.... 140 -5 WEEK 22
CDISC01.200001 :HGB 135: f 140 -5: ENDPOINT
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BDS Demo ADLB (Derived Records) CVtQI

Suppose your SAP tells you derive “endpoint” measurement as the “Average” of “all
available post baseline measurements” for HGB and to impute missing values using
LOCF Method for HCT and BLOCF for HCT

@e Missing Value Imputation and EndPoint Rule >
Do you want to define Same Imputaion & End Point Rule for entire data? Ye;@;gg v;:ru:;?flfi’kesutgsdeetgne C@:}

b USUBID [ PR o | e L
COISC01.200001 :HCT \CREEN
..... . . Impute Missing? —Select-- = Method —Select-- - . .
oS KT L - I
CDISCO1.200001 'HCT End point ? oo 3] Foncton ol B EKB
oS || W
CDISC01200001 ) HGB ) i : I Add | Modify VEEP% _— R
CDISC012m1 HGB #  Subset Imp Missing Method EndPoint Function Endpt Subset NEEK 28
COSCOL01 HGB S el e S i
COBCOLA001 HGB ||« | 2|

24



Cytel

Scope and Limitations

» ADSL - Suitable ideally for common forms of study designs that has Exposure

» BDS ADaMs that are derived out of “General Observation Class Findings” SDTM Domains are
covered so far

» Cannot handle complicated BDS ADaM in a straight forward way. (ADaM BDS sourced from
multiple SDTM Datasets e.g. ADTTE or complex efficacy)

Work in Progress

v More flexible options evaluated, cater to wider range of Analysis Requirements

v’ Cater to More Complex requirements
— the challenge: Too Many possibilities and variations across Analysis Requirements!!

v’ Simpler “Other ADaMs” like the ADAE will be covered shortly, based on Developer’s
availability

25



Cytel




