\—

Organizing
Deliverables for
Clinical Trials

PRA

Hansjorg Frenzel The Concept of Analyses and Its
16-0ct-2013 Implementation in EXACT

ranstorming Clinical Trials



B
PRA @ Deliverables of the Study

Defined in Protocol and Contract
Interim Analysis
Final Analysis
Data Monitoring Committee Listings
Data Safety Udate Reports

Ad-hoc Requests
Data Monitoring Reports
TFLs supporing a publication
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PRA = The Study

% Autoexec.sas JKB .

Wl autoewec_AXC.sas IKE M 1 p l AU T O E X E C

@l Autoexec_AXC,sas.bak 2KB u tl e

W Autoexec_DMC . sas 3KB =

@l Autoexec_DMC . sas.bak 3KBE fll e S

Wl Autoexec_HF.zas 3KE

@l Autoexec_HF.sas.bak 2KB . . " .

o) sutoexec .55 21 Naming is inconsistent
W Autoexec_Publications.sas 3KB




D
PRA AUTOEXEC.SAS

EER |

EE***-Run-fnr-Interim-nr-Final-analyis-;i

27 3tlet-Interip-=+Interim-Lnalysish+;+/*-in-case-you-want-to'work-on-the-interim-analysis-=/ 9
Zg tlet-Intexip+=+; /% -default---if- yna-want-tn-Iun-the-final-analysis-*fi

Zaq

309

31 === -545-Likraries-*=*- ;9

32 fmacro-5&A5Lik-; 9
323 - -Fif-"ginterim"-eg-"Interim-Analysis"-%then-%do- ;9

34 - -+«-likbname-raw---"-* "gStudyvRoot.\Interim-Analysish\Raw'Study-Database"-access=readonly ;9
35 -« likbname-ECG- ==~ "gStudyvRoot.\Interim-Analyesish\ Import\ECG-Data" -access=readonlv- ;9

3¢ »-+-likbname-IVRS---- - "gStudyRoot.\Interim-Analysish\ImpoxrthIVRS"-access=readonly ;1

37 =« likbname-LAB- - -~ - "gStudyvRoot.\Interim-Analyesish Importh Lak-Data"-access=readonlv- ;9
38----libnamE-EDTH_DE--"’St"dv%cct.EZLtE:im-ALa;ysisﬂsDTH-Database"-;i

23 - ---likbname-ADaM DE--"&5tu dyEoot."Interim-Analysis \LDaM-Database" ;1

4z libname-raw:=-=----- "zStudyRoot.\Data\Raw \Study - Database" raccess=readonly-:9
43 libname -ECG- ==« - "gStudyRoot.\Data\ InmporthECG-Data" raccess=readonly ;1
44 - -+« -likbname-IVRS----- "gStudyRoot.\Data\ Impoxrth IVRES" raccesa=readonly ;1

45 «---likmame LRS-+« -+ "zitudvRoot.WDatah ImpoxrthLak-Data"access=readonly- ;g
48 ++++libname-S0TH DE--" z3tudyRoot. " Data \5DTM-Database™ ;4

47 « -+ -libname-&ZDaM DB "&3tudyvRoot.\ Data“hDaM-Database™ ;9

48 «.zende;q B

49 fmend- ;9

50 $345Lik- ;9

519

52 =®** .Cmtput-locations

Listings“Figuzres-:9
ot helnterim.Listingsh\Listings+ ;1
ot helnterim.Listingsh\Tables- ;9

53 ¥let-figures- -
54 ¥let-listings-
55 ¥let-takles- - -

A Clear Difference




D
PRA AUTOEXEC.SAS

FE=I
29 xlec-ListType-=-DMC-Li=tings-;9
30 2*let-ListType-=-DSUR-Reports- ;9

31 q

32 #=* . GAS-Likbraries-**%.;q

33 libname-raw:=-+--- "zStudyRoot.\Data'\Raw"raccess=readonly-; 1

34 libnameECGr o "zStudyRoot.\Data\ Import\ECG-Data"raccess=readonly- ;9
35 libnameIVRES r« o "eStudyRoot.\Data\ Import  IVRES" raccess=readonly ;1

3¢ libnameIVRES +« o » "zStudyRoot.\Data\ Importi Lab-Data"access=readonly-: 9
37 libname-5DTM DBE- - "&StudyRoot.\Data\&ListType.\SDTH-Database":;

28 libname-ADaM DB- - "aStudyRoot.\Data\&listType.\ADaM-Database"-;q

29 q

41l £letc-figures--=

42 flet-listings-=-&figure=-;9
43 £let-tables- - -=-sfigure=-;9
|

A Clear Difference
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PRA AUTOEXEC.SAS

FE=I
29 xlec-ListType-=-DMC-Li=tings-;9
30 2*let-ListType-=-DSUR-Reports- ;9

31 q

32 #=* . GAS-Likbraries-**%.;q

33 libname-raw:=-+--- "zStudyRoot.\Data'\Raw"raccess=readonly-; 1

34 libnameECGr o "zStudyRoot.\Data\ Import\ECG-Data"raccess=readonly- ;9
35 libnameIVRES r« o "eStudyRoot.\Data\ Import  IVRES" raccess=readonly ;1

3¢ libnameIVRES +« o » "zStudyRoot.\Data\ Importi Lab-Data"access=readonly-: 9
37 libname-5DTM DBE- - "&StudyRoot.\Data\&ListType.\SDTH-Database":;

28 libname-ADaM DB- - "aStudyRoot.\Data\&listType.\ADaM-Database"-;q

R
40 *=** .Cmtput-locations- **%. ;9

41 3letfigures-=-z3tudyBoot.\Dataleli=tType.\Listing=+;9
42 ¥let-listings-=-| 24 q
43 letrtakbles. = 27 2letSniplame-=-Shnipment-3-; 7T
44 1 28 q
| 283 #=* . GAS-Likbraries-**%.;q
30 libname-5DTM DE- - "&aStudyRoot.\Data\5DTM-Database" ;q
31 libname&LDaM DE--"&StudyRoot.\Listings'Medical rReviewh &Shiplame. "Data™ ;9
32 q B
33 ***.Cmtput-locations-**%. 9
34 3letfigures- +=-s3tudyBoot.\Listings\HMedical -Review\s3hipllame. YOutput ;1
35 ¥lec-listings-= rez-;q
38 ¥lec-tablesg- - = gures-;q

A Clear Difference




D
PRA AUTOEXEC.SAS

= 1
29 xlec-ListType-=-DMC-Li=tings-;9
30 2*let-ListType-=-DSUR-Reports- ;9
319

32 #=*.GAS-Likbraries-**%.;

r
udyREoot.YWData\Raw"-acc

33 libname-raw:=-+--- "eStudy ezz=readonly- ;9

34 libnameECGr o "3tudyRoot.\Data Import ECE-Data - access=readonly- ;9
35 libnameIVRES r« o "eStudyRoot.\Data\ Import  IVRES" raccess=readonly ;1

3¢ libnameIVRES +« o » "zStudyRoot.\Data\ Importi Lab-Data"access=readonly-: 9
37 libname-5DTM DBE- - "&StudyRoot.\Data\&ListType.\SDTH-Database":;

28 libname-ADaM DB- - "aStudyRoot.\Data\&listType.\ADaM-Database"-;q

R
40 *=** .Cmtput-locations- **%. ;9

41 3letfigures-=-z3tudyBoot.\Dataleli=tType.\Listing=+;9
42 ¥let-listings-=-| 24 q =
43 letrtakbles. = 27 2letSniplame-=-Shnipment-3-; 7T
44 28 q
| 283 #=* . GAS-Likbraries-**%.;q
30 libname-5DTM DE- - "&aStudyRoot.\Data\5DTM-Database" ;q
21 libname-ADaM DBE--"&StudyRoot.\Listings\Medical-Review\&ShipName.\Data" ;T

3z 9
33 ***.Cmtput-locations-**%. 9

34 flec-figures- -=-4<7 1
25 ¥let-listings-=-4 28 £let-Shipment-=-Shipment-2012-:9
3¢ 2letrtables =423 9

eS| 30 7% - S5A5-Libraries-***. 1 q
31 libname-50TM DB- - "&5tudyRoot. \Publications'\5DTM-Database\ &5hipment™-;q
3% libname-&4DaM DE--"&StudyRoot.‘\Publications\5DTM-Database\&Shipment™: ;q
33 q -

3¢ ***..0utput-locations-**%« »q
35 (lec-figures--=-&53 ]

'&5
'&5

ot.\Publications\Listing=\&3h

ipment\Figures-:q

3¢ ¥lec-listings-= ot.\Publications\Listing=s\:& menthListing=s-:1
37 zlet-takles---= oot,.\Publications\Listing=s\&3hipmenthTables- ;1
35 q

8-Nov-13
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PRA = Root Folder Structure

5 & study Simple Structure:

IC3) Data
I3 Interim Analysi Data

I Listings . s
I3 Publications LlStlngS
I3 5As F'.rDEIrams S AS Programs

Two additional
Folders destinated to
specific analyses

A Clear Difference _ D _ o 13
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PRA = Interim Analysis & Publications Subfolder

=[5 Interim Analysis = I3) Publications B O th fo l d e r S fo ll O W

ICh ADaM Database = [y ADaM Database

= 53 Impart | Shipment 2011 "
(D ECG Data [ shipment 2012 d 1 ffe I'e Ilt
I3 vRs = [C3) Listings
I3 Lab Data = L) Shipment 2011 ) .
- @ S organizational
E Figuras ISy Listings
Listings [T Tables
I Tables = IC5) shipment 2012 p atte rn S
=R E IS Figures
I Study Database IS Listings
£ s4S Programs I Tables

I 545 Programs
= [C3) SOTM Database
IC3) Shipment 2011
IC3) Shipment 2012

A Clear Difference ' TEme : _ novts



PRA = Data Folder

Iy SDTM Database

I A5 Programs
IC SOT™ Database

= ) Data =1 IC5) DSUR Reports = [C3) DMC Listings
I3 ADaM Database = D 2011 = ) ADaM Database
I DMC Listings I3 Listings IC7) Shipment 1
I DSUR Reparts I A5 Programs I shipment 2
I Export IC SOT™ Database I Shipment 2 resent
= ) Import = ) 2012 I shipment 3
I3 ECG Data IC3) Listings = I3 Listings
I VRS | 5AS Programs I3) Shipment 1
I Lab Data Iy SDTM Database IC5) Shipment 2
= @ Raw = &3 2013 E:] Shipment 2 resent
I Study Database I3 Listings IC7) Shipment 3

= sas Programs
= () SOTM Database

I Listings I Shipment 1

|53 545 Programs I shipment 2

I SDTM Database I shipment 2 resent
|5 shipment 3

Additional Folders in a sub-folder
Again inconsitencies in the folder patterns

8-Nov-13

A Clear Difference
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PRA @ Listings Folder

= 3 Listings edical Review 3 -
= Figgures . El [%dshi:jnent i M e d 1 C al ReVI eW
[C Listings I Data
[ Medical Review C3 Output

2 e @ oo information are

= [5) Shipment 2

S hidden in the

ﬁ,‘] Programs

-y Listings folder
I output
[ﬁ Programs

11 A Clear Difference

8-Nov-13
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PRA = Problems

Consistency of Folder Structure
DMC and DSUR sub-folders in the DATA folder
Both sub-folders have different organization patterns

Medical Review sub-folder is stored in the listing
folder

Folders for publication TFLs and Interim Analysis are
stored in the top folder layer of the study

There is no separate folder structure for the Final
Analysis
Multiple AUTOEXEC files with inconsistent
naming

A Clear Difference - Tee—— 8-Nov-13



P m A Clear Difference

The Solution

Analyses and Batches

8-Nov-13
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PRA &= Analysis

Covers different types of deliverables
Final Analysis
Interim Analysis
DMC Reports
Medical Review Reports
DSUR Reports
Publication
Client Request

Define your own

A Clear Difference - TT——— | B ow 13
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PRA = Batch

Covers periodical updates

Batches are different sets of output files of a
specific deliverable over time.

Batch <Analysis> <consecutive number in Z3.
style>

Batch Interim Analysis 001

Batch DMC Report 002

A Clear Difference e S T— . 8-Nov-13
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PRA ' Implementation

) EE‘H " Standard folder
D 20a Do structure remains
A fo simple
IC) SOT™ Database
o For each analysis a sub-
Ei‘éﬁf folder is created in
= SAS Programs
5 o o every standard folder
[ﬁ SOTM Conversion
For each batch a sub-
= I Study2 . .
5 £ Dtz folder is created in the
= ) ADaM Database . .
= (£ DMC Reports respective analysis-
\.0) Batch DMC Reports 001
) Batch DMC Reparts 002 fOlder
\.3) Batch DMC Reports 003
IC) DSUR Reports
I Final Analysis

A Clear Difference

8-Nov-13




S
PRA = Some Examples

= ) Data = ) SAS Programs
= I3 ADaM Database = I3 ADaM Conversion
= |[) DMC Reports IC3) DMC Reports
IC3) Batch DMC Reports 001 IC) DSUR Reports
IC0) Batch DMC Reports 002 I Final Analysis
I Batch DMC Reports 003 I3 Interim Analysis
2 DSUR Reports D Medical Review
I3 Final Analysis I Publication
I Interim Analysis N
I Medical Review = I3 Listings
IC) Publication IC3) Figures
= I3 Listings

IC) DMC Reports

IC) DSUR Reports

= I3 Final Analysis
IC3) Batch Final Analysis 001
I Batch Final Analysis 002
I Batch Final Analysis 003

I Interim Analysis

I Medical Review

i) Publication

A Clear Difference — 8-Nov-13
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PRA = AUTOEXEC.SAS

1 .Jf**‘****‘***********‘****‘***********‘****‘***********‘****‘****************************q
i g —— DO.}]OT.EDIT.THE.}]EXT.&.LI}IES. ....................... _g
3 PROGRLM-MAME: - 2RCSfile: -autoexec.sas, v 59

4 REV/REV-AUTH: -$Revision:-1.02-%-/-Shuthor: -FrenzelH SAS-$9

5 REV-DRTE----:-%Date-2013/10/13-08:12:55-5- - -GHMTY

[ I T N e —— DO.I\]OT.EDIT.THE..&.LID]ES.AEO\?‘E ....................... _g
7 CLIENT/PROJ : -www.Phuse.eu-/-Presentationg

& PURFOSE = -« - - I LUTCEXEC---Frovide-global-settings-and-access-to-file-sytenmyg

9 INPUT-FILES-:---9

10 OUTPUT-FILES: ---9

11 MACROS-USED-: -9

12 MOTES- === - - H

18 s e s nnna s anar q

14 Copyright- (C) -2013--PRA-Tnternational---Al11-Rights-Re=served.q

LG R R R R R R R R R R R R R R R R R R R R R R R R R R R R R A R R R R R AR R R R AR AR R E R AR R R R AR R R R R A R

le ¢

17 #=* . gtnudy-location-on-the-file-servers -=%*%.:q
18 ¥glokal -Servier-Client-Project-StudyRoot:q

1% 2lec-Server-=-FILESERVER-;q

20 ¥let-client-=-PhUSE-Brussels-2013-:9

2l flec-study--=-S5tudy-2-;9

zz 9

23 $let-S5tudyvRoot-=-\\&c3erver.\&Client.\&3tudyv. ;9
za q

25 #**.Anglysis-and-Batch-*%*%.:q

28 fglokal-Analysis-Batch-BatchID-: 4

27 ¥let-Analysis-=-Interim-Analysi=-;q

28 ¥let-Batch-=-001-:9

2% ¥let-BatchIbD-=-Batch-sAnalv=i=z-£Batch- 9

30 q

31 #%*.SA5.Librarieg-***%. 0

3Z likbname-raw==+---- "zS5tudyRoot.\Data\Raw"-access=readonly-;:q

33 libname-ECG------ "gStudyRoot . \Data\Inport\ECG-Data™-access=readonly- ;1
34 libname-IVRS. - "gStudyRoot.\Data\ Import\IVRS" -access=
351ibname-5DTH_D3--"sSt:dyRcct.RDataﬂSDIH-Database"-:q

3¢ libname-ADaM DB--"&StudvRoot.\Data \ADaM-Datakase\ chnalysis aBatchID" ;94
37 q N

38 *#**.0utput-locations-%%%.:q

39 glet-figures:-=-z3tudyRoot.\Listings\Figures\zanaly

40 ¥let-listings-=
41 ¥let-tables---=-%&3
47 @

t.\Listings\Listings\&ana
t.\Listings\Tableshzanal




P m A Clear Difference

Implementation

Of the Solution in EXACT
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I IIIN———
PRA = EXACT

IDE for SAS Programming
One SDTM database for each study

One analysis for each deliverable type
One ADaM database for every analysis

One set of TFLs for every analysis

A Clear Difference R D — — | 8-Nov-13




PRA = Analysis Interface

ii® Kinship EXACT - TRAINHIF H=]
File  Edit View  Study Manager Tools  Reports  Help

3B E R Qv oscon BR A ESREN D oo DS ESAWEE EE O s
| /L_i_jnnalysis - X

Analysis List F (View Ao
118 a8 =
—— | Analysis Group ICIientRequest j Humbsr (n) 1=] Branchia) Ia_

| ClientRequestla
i Finalanalysisa

Analysis Code

Final.ﬂnalys?sﬁ Analysis Descripkion | A request from the client that fits none of the categories CodingTransfer, DatashipmentTestDatabase, DatabaseFresze, Databaseloc
FinalanalysisC DataShipment, APDatashipment, DraftTEL, IDMC, DMC, IND, Finaldnalysis, Interimanalysis, Safetylpdate, ShellTFL, Specifications, P
FinalAnalysisz

IND1a

D2 Analysis Dukput Location I'I,'I,KciFiIe'I,TRP.IN'l,TRP.INHJF'l,EXP.CT'I,Training'l,Bin—Statistics'l,CIientRequestla

InterimAnalysis0a
InterimAnalysis2a
QC_Analysisla
QC_Analysisib

Analysis Status IDraFt j

|Categnries B

[ata Source

Analysis Template . B Fortrait & Land :
Common Analysis Titles Crientation ‘ orkrail P |Landscape ™| Turm an User &udit Change Reasons

Camman Analysis Fooknokes

— Defaulk Settings

s|ie3aq sisijeuy

545 Log Debug Mode INormaI j

Output Repart Types | ¥ e I poe W 157 T HIML

SAS Proc output Types | T rTF T roE W st T HimL

Sponsar Metadata Version For TFLs ISelect j

; -
1| | 3

For Help Press F1 |L0gged in as: frenzelh_sas |Envirnnment: Training |Wnrkflnw: ECL -> S0TM - = ADaM - = Analvsis & Reporting (TFLs) | | ] | | Yersion: v3.0.1

A Clear Difference Il — 8-Nov-13



PRA @' Configure Conversion Programs

inship EXACT - TRAINHIF =] 3
File  Edit  ‘iew  Study Manager Tools  Reporks  Help

B e B0 v oo BB I DA RAR D oscom DB ADFRBEREREOS s T D& E| S 0

£ CpIsc Apam ﬂ Analysis & Reporting (TFLs) v X

Mapping

analysis [Finalanalysis: = L-:_ Add SMOR Diakaset J,.- Add ADaM Domain | | Conditions Program Info Mormal ﬂ
REE ERN . | Graphical Mapping |List Yigw Mappingl

SOTM/Anterm Data... I ADak Dom . Unmapped- Mapped. Deliued. Unmapped Key Yariables . Sequence Mo . Derived without Code [M - Mum, C - Char] [k - Key Yarables] [ ---> Auto Map, -
aDaE_DER ADAE
ADSL_DER ADSL Interim Dataset : ADSL_DER ADaM Domain : ADSL
ADVS_DER ADNS Inkerim A0SL

"

Analysis - Subject Level Data

. STUDYID ()
. DOMATN ()
. USUBJID (C)
. SUBJID {C)

. RFSTDTC ()
. RFENDTC ()
. SITEID i)

o IMWRAM ()

. BRTHDTC ()
. BGE (M)

L BGELC)

L SEX(C)
RACE {C)

L ARMCD (O
. ARM ()

L COUNTRY (C)
. DMDTC {C)
. DMDY (M)
RACEDTH ()
. basedt (M)

. brehdt (M)

L STUDYID () (Req)

L USUBJID (C) (Rea) (K)
. SUBJID (C) (Req)

. SITEID (3 {Req)

. BRTHDTC (C) (Perm)
. BRTHDT (M) (Perm)

. BRTHDTF {C) {Cond)
. AGE (M) (Redq)

. AGEDER (M) (Perm)

L BGEU(C) (Req)

L SEX () (Req)

. SEXM (M) (Perm)

. RACE (C) (Req)

. RACEM {M) {Perm})

. RACEQTH (C) (Perm)
L ARM(C) (Red)

. TRTOIP (C) (Req)

. TRTOLPM (M) (Perm)
. SAFFL {C) (Cond)

. SAFFM (M) (Perm)

. BASEDT (M) (Perm)

L R T T B
L R R T I

,_.

—_
e
L1 = O

—
T

I T
[ R A - T

| Source Yariable Mame | ADak Variable Mame | g8
Ll I

For Help Press Fi |L0gged in as: frenzelh_sas Environment: Training Workflow: ECL - > SDTM -2 ADaM - = Analysis & Reporting (TFLs) | | M | | Version: 3.1

8-Nov-13




PRA = Tables, Figures, Listings

inship EXACT - TRAINHIF M=l E3
File  Edit  View  Study Manager Tools  Reports  Help
LBy s B0 v oI BB ITFRAM S oo DB IBSRBEEEOS s ¥ kB S
_}ﬁ Analysis & Reporting (TFLs) ] - X
S TM_DS_T_X_001 - X
Mockup Type | Table <
! r Study Mackup Mame: [TM_D5_T__001 Sponsor Mackup | TH_DS_T__001 & T customTable
fAnalysis IFinaIAnaIysisa j - - T—— |
Description | Subject disposition by treatment =l m
Data Domain |E_DS (E_Disposition) j v
Fetch | E Categoaries !
Preview
Mockup Type  Table £ Wariable Marne | warizble Label | Data Type | variable Type -
Analysis  Finalanalysisa : Layouk Configuration USUBJID Unique Subject Identifier Character Cateqorical
Data Domain  E_DS (E_Dispesition) % Page Settings ] TRTGRP Treatment Grqup Chara;ter Categor?cal
& Statistical Configuration SCREEMN Screened Subjects Mumeric Categorical
— TIT g 3 j _ﬂ- . = |Column Headers_ RAND Randaomized Murnetic Cateqgarical
] = i & || & |PrefPost Processing STOCCMP Study Completed Mumeric Cakeqgorical —
Mockup Mame BEEE i g E:Dz:tﬁtitlfgu;ﬁ; Fontnotes EXTFRD Subjects entered Extensi...  Mumeric Categarical
P i P ; COMPEXT Completed Extension Phase  Mumeric Cakegorical
GS_DS_TX_DDS Murmber of 5... Pragram Infa DISCERT Discontinued Before com...  Mumeric Cateaorical LI
G5_D5_T_¥_004 Subject disp... Warigble Details I.C\nalvsis Yariable Details I Missing Data Information I Comparator
TH_DS_T_¥_001a Subject disp...
TM_DS_T_¥_001b Subgect disp... GMDR. Damain IE_DS (E_Disposition]
TM_DS_T_¥_001c Subject disp...
THM_DS_T_x_0O01d Subject disp... Wariable Name IUSUBJID
TM_DS_T_»_001e Subject disp...
Yariable Label IUnique Subject Identifier
Daka Tvpe |Character
Wariable Tyvpe ICategoricaI
Farmat ISeIect j
Report Display Label | Subjects Enrolled ﬂ uy! |
Mockup Yalue I ﬂ m |
Case ISeIect ﬂ ™| Desired|Case
E Report Display Yariable l Analysis Wariable
Report Configurations I
Far Help Press F1 |Logged in as: frenzelh_sas |Environment: Training wWarkflow: ECL -2 SDTM - > ADalM -= Analysis & Reporting (TFLs) | | UM | | Version: ¥3,1

A Clear Difference B — 8-Nov-13



PRA @' Configure Batch runs

Kinship EXACT - TRAINHIF

File  Edit “ew  StudyManager Tools  Feports  Help
I T s rEra

@ Schedule Manager

Mt D|cosconan D H FEHAWIBE MHEHOS & W

CDISC Conversion Group

" SpTM [CFYE

CDISC Conversion Group Mame I.D.DaM Creation Graup Conversion Type ICDISC A0t W21 j El Export ko Esxeel
Analysis IFinaIAnaIvsisa

118 &
CDISC Conversion Group Mame |
ADaM

Corrversion Outpuk | Yalidation Compliance I

€ define, xml ™| Export oM file

(" Dataset and XPT ¥ Include printable POF generation {(define, xml)

% define xml, Dataset and PT I™| Set Iength mum vars ba mas allowable lenath in defie.sml
ADAE Creation Group
ADakd Creation Group ™| Delete missing observations reguired variables
ADSL Creation Group
ADNWS Creation Group

Available Domaing | [ ezcription | Status Selected Daomaing | Description | Status

ADSL Analpsis - Subject Le...  Partially
ADAE Analpziz - Adverse E.. Partially
A0S Analpsiz - Vital Signs Partially

For Help Press F1 Logged in as: Frenzelh_sas Environment: Training Workflow: ECL -= SDTM -= ADaM - > Analysis & Reporting (TFLs) | | MM | | Wersion: ¥3.0.1

A Clear Difference
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PRA ' Schedule Batch-Runs

Kinship EXACT - TRAINHIF
File  Edit ‘iew  Studw Manager Tools  Reports  Help

DS E S RO v oscom BB BN D |oscian 2B A EHFREE

@ Schedule Manager - X

Scheduler

1A 8 | searchIn Date - LookFor|2013-09-24 vl 2, Lo | | B [

Schedule Mame | Status | Last Run Time | Mext Run Time | Created B | Last Run B
frenzelhansioerg-LabDataEsxtraction Finished 2012-04-11T10:10:26 frenzelh_sas
frenzelhansjoerg-PK_Data_Extraction Finished 2012-04-11T10:20:29 frenzelh_sas
frenzelhansjoerg-CLINZSAS Finished 2012-04-11T10:30:54 frenzelh_sas

frenzelhansjoerg - DM - SUPPDM Dataset cr..,  Finished 2012-04-12T07:03:54 frenzelh_sas

frenzelhansjoerg - AE dataset creation Finishied 2012-04-12T08:14:45 frenzelh_sas

frenzelhansjoerg - ADSL Schedule Finishied 2012-04-13T05:43:54 frenzelh_sas

frenzelhansjoerg - AEAE Schedule Finished 2012-04-13T07:31:59 frenzelh_sas

frenzelhansioera - ADYS Scheduls Finished 2012-04-13T08:26:05 frenzelh sas frenzelh sas

nﬁ

Schedule Mame  |frenzelhansjoerg-LabDataExtraction ¥ adhoc Stakus IFinished vl I Maintain Data Sources
I Erepare Batch for External 565 Execution

Schedule Type
r & Single Event € Multiple Event | I” Enable 545 Log Debug Mode INormaI

— Single Event

— Period
Event Type [Data Extraction Start Date [013-09-24 =l

Extraction Group |S.QS Dataset Extrackion

EndDats [2013-09-24 =l

(kb ss)

Skart Time IDD 10000 =5
Rerun Every I i} 3: day(s)

Error Handling
Error Handling Iskjp vl
Error Inkerval Type ISecond(s) 'l Error Interval I

Run Time:

Last Run Date I2012—D4-11 Mesxt Run Date I
Last Run Time IID:ID:26 Mext Run Time I
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