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Introduction of EXACT - a Tool
for AdaM Generation
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» Generating the ADaM Datasets within EXACT
» QC Process within EXACT

» Summary
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Introduction

»PRA acquired EXACT system in 2011

* System designed and implemented over
the last 8 years

* 2 years of focused enhancements
» Faster access to decision information
* CDISC Standard outputs
* TFL designs & deliverables
* eCTD submission capability
»Standards Library Management
* Industry & customer specific

»Reduced Programming effort
* Visual environment for development
* Validation checks
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EXACT Functional Architecture

Administration

Library Management

Extraction

SDT™M

Analysis

CSR \

& Coding

ADaM

Reporting

/ eCTDm5

Global Metadata Repository
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What can be done within EXACT? WuXiPRA

ADaM mapping interface

Program Infa | A [raormal

SDTM mapping interface

Fle Edt Vew SymemSsnp Sty Cofigwations Took  Reports  Windaw el

Ao a8 S0 0f 088 R %" 8 IDERT - E5564G000301

 Add SMDR Dataset == Add ADaM Domain | | Conditions

[N - Num. C - Char] [K - Kay Variable

CDISC Standards - SDTM File Edit View SystemSetup Study Configurations Tools Reports Window  Help 2 Data
H Loz gt L B PRSIl A O e
=) 1
ELIE=) ¥ X by 1
Slprom PR GS_AE_T_E_035 - GS_AE_T_E_038 MockUp Preview - x 1
o
ou Demogeaphics rmeciate s B 1
1.unemn (©) = [T) Tables ~ > 1
2@ 5 H AE(Adverse Events) )n: '
3. CEINVFIR () Xxxxx Pharmacenticals, o &
e ® @ cspETL 00t et
> 1
Tatle AZ 94 1
acidenceof Aivwse Bovats by Action T
Safey Subjacs rm)
aciive dose =rm
e — T T o T — 1
ic o) [RE) 1
Preforred T 1
Any adeverse event xRN N %X) SRR N %N ¥ x%) *{ x%) ®RW) %C%N) (%% X %% > 1
Pretered Tera | Pt I S R S R G B PN it B o B o) ey ¥
Prefered Term 2 B Qe e e R o i ot RG] PR G d o it o M i
Pratered Tom 3 M im Som xivm o oaim F S B S e e e R o erm)
Protared Tom & Pt B S N S BN SR S R WA o
Preferred Term 5 SE0 AE0 BEN (Y0 x(¥m) PIET IR Rt R S R ] erm)
Prefered Tarm 8 bt I SR S - S ] EEot I S B o S S R 1
o T 2 g 5 AT By 1
Sy 1
Propum Nume: G5_AZ T2 9% 0 adh, nd)
> i erm)
e — ) 1
y 1
presrl | H
| |18
L [ 11x8.5in
e s .
< i | > 14 4 1of1 o I N [4]
For Help Press F1 \Logged in as : johns. | Production NuM

Revolutionary TFL production

Global Excellence China Expertise



What can be done within EXACT?

ADaM mapping interface

add aDar Dormain Conditions

Add SMDR Dataset
unmapeed [l Mapeed [l o=rived [l Urmapeed Key variables

Interim Dataset : ADSL_DER
Interim ADSL

L STUDYID {C)

. DOPAIRM ()

L USUBIID ()

. SUBIID )

. IMWTIAR (O

L AR (T

. RESTDTC ()

. RFEMDTC ()
2. SITEID (i

10, BRTHDTC ()
11. AGE (M)

12, SEX {3

15, RACE (C)

14, ARMID ()
15, COUMNTRY (C)
16. AGEL (C)

17, DMDTC (O3
18. DMDY RO

19, RACESTH ()
Z0. basedr (r
Z21. brehdre (RO
22, brehdtF ()
23, HEDGHT (M)
Z4. WEIGHT (M)

LU B IS

Prograrn Info Y

ADaM Domain : ADSL
Analysis - Subject Lewel Dakta

IR

STUDYID () (Req)
USUEIID {C) {Reeql (K
SUBJID (<) (Real
SITEID () (Req)
BRTHDTC (C) (Perm)
BRTHDT (M) {Perm)
EBIRTHDTF () (Cond)

« BGE (M) (Rea)
- SGEDER (M) (Perml

L AGEL (T (Req)

L AGESRL (C) (Perm)

L AGEGR LM (MY (Perm)
. SEX () (Reql

+ SEXRM (MD (Perm)

. RACE (C) (Req)

. RACEM (M) (Perm)

L RACEOTH (C) (Permd
L RACEGR1 (C3 {Perm)
« RACEGRLMN (M) (Perm)
©ERP OCD (Ren)

L TRTO1P (C) (Req)

. TRTO1PM (M) (Perm)
L TRTO14 (O3 GCond)

. TRTO1AM (M) (Ferml
. SAFFL (<) (Zond)

+ SAFFM (M) (Permi

. BASEDT (M) (Perm)

[rucrrnal

[M - Mum. © - Charl [K - Key “ariable
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* PRA CDISC standards apply to the following:

* CRF modules

 Data entry screens

* CRF completion guidelines

* Data edit specifications

 Data review programs (consistency checks, listings, etc.)

* SAS Programming (i.e., data extraction, database conversion,
analysis programs)

* Converted datasets are provided to CDISC's SDTM specifications
and derived datasets are based on CDISC's ADaM specifications.
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Outline

» Generating the ADaM Datasets within EXACT
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Process Flow

3.Set up 4.Set up

Domain Variable
Level Level

Metadata Metadata

5.Variable
Derivation&

2.Set up
Study Level
Metadata

1.Create an

Analysis _
Mapping
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1. Create an Analysis

i Kinship EXACT - TRAINHIF2

File  Edit  Miew | Studv Manager Tools  Reports
s m &
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Study Setup

Help

5, DataExtraction

Study Metadata (SMOR)

User Sefup Program

fAnalysis

= Data Management

[Data Standards

fAnalysis & Reporting (TFLs)

TFLs Titles and Footnates

Fegulatory Affairs

Yo
WuXiPRA

1. From the Study
Manager menu, select
Analysis.

2. Click New. The Add
Analysis screen opens.



e
\VguXiPF%\

' R R

2. Set up Study Level Metadata

» Access Study Level Metadata
» Define CIDISC Versions
» Define Common Variables
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» Access Study Level Metadata

Flle  Edit ‘iew | StudyManager Tools Reports  Help
59 & s S 893S RAM D oscon s & TAS

Drata Extraction

Study Metadata (SMDR)

User Setup F"rugran'r

Analysis

Da_ta_ Manageme_nt

Analysis & Reporting (TFLs) s Shudy Level Metadata

TFLS Titles and Faotnotes 4 Domain Level Metadata

Requlatory Affairs 7] Variable Level Metadata
ﬂ Data Derivation

?Lﬁ Mapping
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» Define CIDISC Versions

Study Level Metadata

Study Level Metadata | Computation Methods | Code Lists | ¥alidation Rules | Common variables | Desired Case

€ finalysis  Finalanalysisa - & &
i B8 F a8 ] |
Protocol Mumber/STUDYID IHP'SUUU'US’UPDY i’ EI
CDISC version  [CDISC ADaM ¥ 2.1 =] [
o Sponsor ersion  [CDISC ADaM v 2,1 Training Yersion ;IIEI

Purpose

ODM Version | 1.2 ;|

Style Sheet File | Di\Program Files\EXACTVY 2, 11545 FilesyCDISC Static Files\CDISC ADaM ¥ 2, 11define2-0-0.xs|

Elank CRF File

Reference Document(s) £
Title: [ File [

File OID

HP-S000-U5-01-D =1 mI
Pricr File OID | ;l ;—I

Save Cance!
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» Define Common Variables

Common Yariables [ x]

Global Excellence China Expertise

XIPR4

B’

Marme | | abel | Type | Role | :I
STARTDTF Origin D ate Imputation Flag Character Trial D ates
STARTDTM Time ta Event Origin D ate/Time Murneric Trial D ates
AR F igin Tirme Imputation Flag Character i tes
SUBJID Subject |dentifier for the Study Character Topic
TOXGGERY Paaled Taxicity Grade Graoup p Character Trial D ates
TOXGGRN Podled Towsicity Grade y [M] o Study Level Matadata S
TRTA Actual Treatment C
TRTAGY Actual Pooled Treatment » E Study Level Metadata | Computation Methads | Cade Lists | validation Rules Common Variables | Desired Case |
TRTAGYN Actual Pooled Treatment v [M)] Analysis [FinolAnalysiss |
TRTAMN Actual Treatment [M) e
TRTEDT Date of Last Exposure to Treat Variable Name. [ Vaniable Label [ Variable Core [ Variable Data Type | ODM Data Type
THTEDTF Date Df LaSt EHDDSU[E ImpUtFI e EST\JDY\D Study Identifier Req Character text
TRTEDTH Datetime of Last Exposure to Triga
TRTEMFL Treatment Emergent Analysis
Variable Name  [STUDYID
variable Label [Study 1dentifier
variable Core [Rea I=|
Variable Data Type [Character = |
Varisble Length [0
ODM Data Type [text = |
warisble Origin |1 Protocol | Origin, Other |—DM STUDYID] ﬂl
] Predecessor
E_j
Computation 01D [Seiect =&
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3&4. Set up Domain&Variable Level Metadata
» Upload from an EXCEL Workbook

» Retrieve from Sponsor Library
» Reuse from Other Study
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3&4. Set up Domain&Variable Level Metadata

» Upload from an EXCEL Workbook
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» Upload from an EXCEL Workbook

4+ .

5 CDISC ADaM | Open

W

Lok i I =3 Import

uXiPRA

' R R

EH O F > E

Shows All

Freeze | ¥ | Remove Sorting | Search

.

) Archive

1 Export Domain

Export Yalue Lists

Irnport § Relmpaort Darnain

Import | Relmport Yalue Lists

ariable ‘ariable
rder Mame

-

variable Data
i

] sPD422404_TEST _PK
-"—.-;'{ training

S Training fv3.1.1
Training_ACWS

1 Variable Display Form: Sign
2 Study Identifier Character

3 Unigue Subject Idt Character

4 SUBJID Subject Identifier f{ Character 20

5 SITEID Study Site Identifig Character 20

6 |BRTHDTC Date/Time of Birth |Perm Character 20

7 |BRTHDT Date of Birth Perm Numeric 8

8 BRTHDTF Date of Birth Impuj Cond Character 8

9 AGE Age Req Numeric 8 1

10 AGEDER Derived Age Perm Numeric 8

11 AGEU Age units. Regq Character 1

12 AGEGR1 Pooled Age Perm Character 20

13 SEX Sex Req Character 1

14 SEXN Sex (N) Perm Numeric 8

15 RACE Race Regq Character 40

16 RACEN Race (N) Perm Numeric 8

17 RACEOTH Race Other Perm Character 200

18 ARM Description of PlarjReq Character 40 j
19 TRTO1P Planned Treatment Req Character 200

20 TRTO1PN Planned TreatmeniPerm Numeric 8 j
21 SAFFL Safety Population | Cond Character 1

22 SAFFN Safety Population 'Perm Numeric 8

23 BASEDT Study Start (Baseli Perm Numeric 8

24 TRTSDTC Date of First ExpogPerm Character 20

25 TRTSDT Date of First Expod Cond Numeric 8

26 TRTEDTC Date of Last Expoi Perm Character 20

27 TRTEDT Date of Last Expoj Cond Numeric

‘ Instructions ‘ Change History ‘

8
‘StudyDomains ADSL ValueLis(De(ails‘

®

Global Excellence China Expertise

Open |
Cancel
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» Upload from an EXCEL Workbook

¥ cpISC ADaM

Yo
WuXiPRA

wl| Variable Level Metadata
%_ 1 & &~ f.- | showal | Freeze | ¥ | Remove Sorting | Search
variab oDM

= =8 e TR e e e R N L =B - - R -
1 1 = Req z0 text

= 2 z ~ Req 20 text
3 HP-S000-U... |Finalanalysisa ADSL 3 SUBIID Character Subject Tdentifie ~ Req 20 text

4T 4 HP-so00-U... |Finalanalysisa ADSL 4 SITEID Character Study Site Identi... 1 Reg 20 text
S HP-S000-U... |Finalanalysisa ADSL s BRTHBTC Character Date/Time of Birth [ Perm 20 text
©  HP-S000-U... |Finalanalysisa ADSL 6 ERTHDT Numeric Date of Birth [ Perm 8 integer
7 HP-SO00-U... |Finalanalysisa ADSL 7 BRTHDTF Character Date of Birth I, .. [ Cond ] text
8 HP-S000-U... |Finalanalysisa ADSL ] AGE Numeric Ags — Req ] Floiat 1
®  HP-S000-U... |Finalanalysisa ADSL E AGEDER Humeric Derived Age [ Ferm & integer
10 HP-5000-U... |Finalanalysiss ADSL 10 AGEL Character Age units [ Req 1 [
11 pp-s000-U... |Finalanalysisa ADSL 11 AGEGR1 Character Pooled Age [ Ferm z0 bext
12 HP-5000-U... |Finalanalysiss ADSL 12 SEX Character Sex [ Req 1 [
13 pHp-5000-U... |Finalanalysisa ADSL 13 SERN Humeric Sex () [ Ferm & integer
14 Hp-SOOO-U... |Finalanalysisa ADSL 14 RACE Character Race [ Req 40 text
15 HP-5000-U... |Finalanalysisa ADSL 15 RACEN Numeric Race (M) [ Perm 8 integer
16 Hp-SOO0-U... |Finalanalysisa ADSL 16 RACEOTH Character Race Other [l Perm 200 text
17 HP-5000-U... |Finalanalysisa ADSL 17 ARM Character Description of Fl... 1 Reg 40 text
18 Hp-So00-U... |Finalanalysisa ADSL 18 TRTO1P Character Plarined Treatm. I~ Req 200 text
12 HP-5000-U... |Finalanalysisa ADSL 13 TRTOLPN Mumeric Planned Treatm. .. 1 Perm El integer
20 Hp-SD00-U... |Finaldnalysisa ADSL 20 SAFFL Character Safety Populatio [l Cond 1 text
21 HP-5000-U... |Finalanalysiss ADSL 21 SAFFMN Numeric Safety Papulatio. .. [ Parm El integer
22 Hp-5000-U... |Finalanalvsisa ADSL z2 BASEDT Humeric Studhe Start (Bas [l Perm & inteasr

The Variable Level Metadata screen now shows the variable configurations for ADSL
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» Define Key Variables

e
WuXiPRA

B’

Y ariables - Fey Warniablex |
STUDYID
SITEID USUBJID
BRTHDTC
BRTHDT
BRTHDTF Select STUDYID and

AGE =
AGEDER |_|
AGEL -
SEx Ll
SEXN -
RACE

RACEN

RACEOTH

ARM
TRTOP

USUBIJID as Key Variables
for this domain(ADSL).

Selecting the key variable will clear already available key vanables

Ok Cancel

Global Excellence China Expertise



e
\VguXiPF%\

' R R

5. Variable Derivation&Mapping

» Generate SAS Code for Derivation

» Generate Study Metadata for Derivation
» Graphic Mapping

» List View Mapping
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» Generate SAS Code for Derivation

w[E 5B

Interactive Mode

| Add Derivation

Drerivation Mame IADSL_DEF!

Derivation Description — To create the ADSL interim dataset

[atazet Label IInterim P

SAS Log Debug Mode INormaI

SagawF « 1

=

Derivation | Program Infol D ata Definition Tablel Diata Transposel D ata Transformation

TH®QTE AE

[T Generate Excel Olutput

Global Excellence China Expertise

1[ *** fetch DM ~*%

zClproec sort

3 data = libadmrw.cm

a4 out = dm ;

s by studyid usubiid

6 | run

- F

8| *+% fecch SUFPFDM =+% ;
SLproec sort

] data = libadmrw.suppdm
11 cut = suppdm ;

1z by studyid usubjid gnam ;
13 | run :

14 [

iSElproc transpose

16 data = suppdm

17 out = tsuppdm (keep=studyid usubjid raceoth):
is by studyid usubjid ;
FE=] id gnam

zo idlabel glabel ;

R wrmr emral

' R W
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» Generate Study Metadata for Derivation(SMDR

Check all | &« Uncheck all

t to Generate SMDR

Dataset

SDTH Datasets

O oM
O suPrDM

Interim D atasets

o _|

/@ study Metadata (SMDR)

Study Metadata Repasitory |SMDF\ Mapping| -]

CoIst

 SDTM & ADaM

Analysis FinalAnalysisa N

L7 Generate SMDR (4 Apply cOM () B2

MDA Datasst [

Interim Datasets

Global Excellence China Expertise

Library Member Name
Enaine Name

Last Modiied Dale
Generation Humber
Dataset Label

Humber | Yariable Name

Jibadme

[va

Observations in Dataset |69

Created Date |2014-11-11T1:

IZUN—TT—TTTTS.EM ]

HNext Generation Number

aximum Number of Generations

[interim detaset

Wariabls Typs

Vatiable | abel

STUDYID
DOMAIN
USUBID
SUBJID
RFSTDTC
RFENDTC
SITEID
INVHAM
BRTHDTC
AGE

is

Character
Character
Character
Character
Character
Character
Character
Character
Character
Numeiic:

Study deniier
Damain Abkrevistion

Urique Subject Idsrifer

Subject dentifie or the Study
Subieet Rieference Start DateTime
Subject Reference End Date/Tine
Study Site |denier

Investigator Name

Date/Time of Bith

Age

[ ikl st | it maraie |
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» Graphic Mapping

fild SMDR. Dataset == Add ADaM Domain || Conditions | Program Info | |& Mormal
= #Add SMDR. Dataset == Add A0ak Domain | | Conditions | Program Info | [A [ruarmal
I verepes [ ioppc [ Do [ Urmcpned ey aisbics [N Num, &- Char] [<-Key Ve urmapped [l Mepred [l Derived Il Urmapped ey vaiiables [M - Num, C - Char] [K - Key Variable
Interim Dataset : ADSL_DER ADaIDomainADSL - =
" P bt Lavel Dats Interim Dataset : ADSL_DER ADaM Domain : ADSL
Inkerim ADSL analysis - Subject Level Data
L ST () Aubo-Map Source Var Name D (€7 (Ree)
ey © 0/24 Source Variables get mapped 1D () (Reg) (K) 1. STUDYID () 1. STUDYID () (Reg) 1
- e Pt 3 SUBIT () (Re) 2. DOMAIN (C) 2, USUBJID () (Re) (K 1
4' SUBID (C) 4, SITEID (C) (Req) 3. USUBJID {C) 3. SUBJID {C) (Req) 1
: 5 BRTHOTC {C) (Permr) 4. SUBIID (C) 4. SITEID (C) (Req) 1
5. RFSTDTC {C) 5. INVMAM (C) 5. BRTHOTC (C) (Perm) 1
6. RFENDTC (C) & BRTHDT (1) (Perm) 6. BRM () &. BRTHDT (M) {Parm) 1
7. SITED (C) ; :ELH[;ITFR(O {Conch 7. RESTDTE (C) 7. BIRTHDTF (C) (Cand)
8. INYNAM (C) - AGE (M) {Req) 5. RFENDTC () . AGE (M) {Req)
5, BRTHOTC (C) % AGEDER (1) (Perm) 9. SITEID (€ 5, AGEDER (M3 (Perm) 1
10, AGE () 10, AGEL () (Req) 10, BRTHDTC (<) 10, AGEL (<) (Req) 1
11, AGEU(C) 1. 5K (C) (Rea) 11, AGE (M) 11. AGEGR1 (C) (Perm)
12, SER{C) 12 SEAL () (Perr) 12, SEX (C) 12. AGEGRIN (M) (Perm)
13 RACE(C) 13, RACE (C) (Rea) 13, RACE (C) 13, SEX (C) {Req) 1
14, ARMCD () 14. RACEN (1) (Perm) 14, ARMCD (C) 14, SERM (M) (Perm) 1
15, ARM (C) 15. RACEQTH () (Perm) 15, COUNTRY {C) 15, RACE (C) (Req) 1
16, COUNTRY (C) 16, £RM(C) (Re) 16, AGEL (C) 16, RACEN (M) (Perm) 1
17, DMDTC (C) 17 TRIOLE (C) (Reg) 17. DMDTEC () 17. RACEOQTH () (Perm) 1
18, DMDY (M) 18 TRTOLPH (N) (Perm) 18, DMDY (M) 18. RACEGR1 (C) (Perm)
19, RACEOTH (C) 19. SAFFL (€) (Cond) 19, RACEQTH [C) 19, RACEGR LM (M) (Perm)
20, basedt () 20, SAFFH (N) (Perm) 201, hasedt (M) 20, ARM (C) (Req) 1
21, brthdt (M) 21. BASEDT (W) (Perm) 21, brehdk () 21. TRTAOLP (C) (Req) 1
22, brthatf () 22, TRTSDTC () (Perm) 22, brehdtf (C) 22. TRTOLPN (M) (Perm) 1
23, HEIGHT {M) 23. TRTSDT (1) (Cond) 23, HEIGHT (M) 23. TRTOLA (2) (Cand)
24, WETGHT (H) 24, TRIEDTC (C) (Perm] 24, WETGHT (M) 24, TRTOLAM (M) (Perm)
25. TRTEDT (W) (Cond) 25. SAFFL (C) {Condl) 1
26, BASEWT (M) (Perm) 26, SAFFN () (Perm) 1
27, BASEHT (M) (Perm) 7. BASEDT () (Ferm) 1
26, BASEBMI (V) (Perm) Y n
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» List View Mapping

L Add SMDR Datsset == add 4DaM Domsin | | Conditions | Program Info | L& [Mermal =] =

araphical Mapping  List View Mapping
4 | Search | | = Search Columns - | Remove Sorting | & | ADSL

(svpry [ source Format Type | UserDefined | SAS Format Datevariable | Timevariable | sAs Format... |
B0 Select Select
ko Select Select

Bl Select Select

o Select Select

a Selert SAlert
L1 |

Derivation Code 1 =& ADSL.AGEDER

ADSL. STUDYID (C)

[STUDYID = 'HP-5000-U5-01-D%';

ADSL. USUBJID (€Y | [ e onbjidiusubid, Seubileny;

Derivation Code "{‘[“\ ¥ ADSL AGEDER
I

ADSL. AGE ()

PDSL. AGEDER (N} | e lintck("mont”, brehdt, basedt)-(day(basedt) <day (brthd)i12)

IADSL. AGELI (C)
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» Removing Variables Not Needed

Analysis Domain ariable Yariable
Mame Mame Crder Mame

=

ADAMTRAL.. |Finalanalysisa ADSL

2
E
4
)
[}
7
g
9

—_
=

Copy

Paste

Insert Row
Delete Row(s)
Auto Re-Order
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3.Set up 4.Set up

Domain Variable
Level Level

Metadata Metadata

5.Variable
Derivation&

2.Set up
Study Level
Metadata

1.Create an

Analysis _
Mapping
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Outline

» QC Process within EXACT
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QC Process within EXACT

» Create a New QC Analysis

» QC Reports

» Schedule a Report Group

» View Outputs and Validation Reports

Global Excellence China Expertise



» Create a New QC Analysis

~" Mew Table

Study Maockup Mame IT_QC_F\DSL

Description I i af aDsL|

Sponsor Mockup ]Select

Categories :

Program Info

dnyaol a|qe | Apmis

Global Excellence China Expertise

Detivation Code s [

=

DW=l @k W

ods
ods

Fa

*

L

odz=
odz=

listing olose
rtf f£ile="&TLF_Cutput.h sgbhfolder.) sgroutfnm. .rcf™

FLEASE place wyour 22 code here

rtf clo=ze

listing

H

=

,/ o
\VgquP
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E
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» QC Reports

T T_QC_ADSL.rtf (Preview) - Microsoft Word

/ .
WuXiPRA

© Ele

=1

Edic

@) oo -

View Insert Format  Tooks Table window Help

\@\gusgl

Adobe PDF

Acrabat Comments

L]

The COMPARE Pro cedurs
Conparison of WCRK. A DS
(Wetnoa-gaacTy

bata et summry
Dataset

variarles summry

Listing or common waris

BRTHOT  woak,
woR

BRTHOTF  woK,

woRk.
woR
woRk.
woR

Createa

apes with Difraring atm

L witn WORK. DCADSL

tn pifrering attrivutes

Type Lengtn rormat

Wairisa

nes Lana

70 mnmysis - Sunject Lews

of Birtn
Birtn (gerivey
of Eirtn Impur. Flag

Rase ()

bescription of Planned arm

174 REC TRE

Global Excellence China Expertise
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» Schedule a Report Group

@ Scheduler

AR | searthIn Date + Look For |2014-11-11 v[ B oy | | N [

3 Schedule Name | Stakus | Lask Run Time | Mexk Run Time | Created B | Lask Run B
Randornization extract - DY Finished 2014-10-21722:40:02 DuY_345
O Extrack - DY Finished 2014-10-22T00:43:32 Cu¥_SAS
PK Extract (excel) - DY Finished 2014-10-22701:07:20 DuY_345
SDTM-only Finished 2014-10-22T721:59:18 Du¥_3AS

S P AL schedule - DY Scheduled DuY_5AS

Schedule Mame  [AD3L Schedule - DY ¥ fdhoc  Status IScheduIed vl I™ Waintain Data Sources

Global Excellence China Expertise



» View Outputs and Validation Reports

Schedules [ ADSL Schedule - DY
™" Fiter by Date

Fiom [20141112

Til [zor41z

[ Start Date Time End Date Time

Domain Na... | Conversion ... | Status

Schedules  ADSL Schedule - DY
From N2 Til N

B ] Schedule - Tree
=[] Schedule - ADSL Schedule - DY (3393)
5-&§ BalchID -57235

Global Excellence China Expertise

Analysis - 50 ADSL creati Successfully Completed 201411127 00:06: 62 2014-11-12T00:05 55

[ Stat Date Time [ End Date Time

[ Program Status

Program Name | E zecution Status
Successtuly Campleted  2014-11127100.05:55 201411121 00.05.55

B-57235-12N0W14_ADSL creation group - Variabl.. nf

ADSL Successfull Completed

W 3 show all @ Hide Al S ~ fd log rtf sas7bdat xpt dtd xsd css xml xsl pdf gif xsx xls sas (e
File [ Tvpe [ Date [_File Size I

EalchG7236 log Iog T1/12/2014 120913 4M 317 KB

ADSL log log 11/12/2014 1205555 10KE

B-57235-12N0V14_ADSL creation group - SAS L. df 1A12/2014 120912 A 32KE

define.log log 11/12/2014 120650 AM B4 KB

WariableDerivation_ADSL.log log 11/12/2014 1205535 1KB

adsl sasl sasPhdat 11/12/2014 1206556 AM S KB

11/412/2014 120555 M 16KE

=

e
\WuXiPRA



Ve

\WuXiPI%

B B R R

Summary

» Efficacy:

»Programming time and cost
» Quality: Standard definitions

»Safety:

» Sufficient QC: double programming
»Validation Reports
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Q&,q?
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Thank You
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