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Disclaimer

This presentation is the property of Chiltern Clinical Research
India Pvt Ltd and is strictly confidential. The views expressed in
this presentation are those of the speaker and do not represent
guidance or policies of the organization.
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Challenges

Name for

Name for

- Study #2 — dmg.xpt
s never the o [omoer] ( demography
dataset is Study #3 — axd222.xpt
same Al Male .
Study #1 — demog.xpt [— - o variable?? USUBID SEX
() |suBip| sEx e Ew— O 00011 0
@ | 0001 M A4 Female |, O 00012 -
R i o
0003 i Study #4 —dmgph.xpt o o o 1
p 0004 M PTID GENDER @
® 0005 F 0001 .
Gender or
0002 ! Sex, what will
Is Sex Male or 0003 2 :
today's
Female, 0004 > 7
Mor E. 1 or 22 submission
’ : 0005 1

Adapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA
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D
What is TDS?
» 2016

= Client request for a SDTM and related Deliverables @ “First Patient First Visit”

* Thought process to address the end goal:
= Through sufficient Data

SDTM? Before
First Patient First

= Additional Bonus —
= Reduce Programming Time of SDTM
= Defensive Programming
= Downstream activities -

Customers Programmers
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Presenter
Presentation Notes
Today, the trend of having the “SDTM-READY” dataset before FPFV has become a industry norm 
In order to meet timelines, the mapping/programming starts using partial/unclean UAT data and often end up with more issues 




How 1t works?

=0

Upload to TDS

‘ ! ’ le. %
Download ALS Generate Data for all forms
from Rave in.csv file format
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Scenarios!!

Subject screened
but not randomized

ubject randomized,
but did not receive
tudy treatment

Screen Failures

Subjects being
randomized,
treated, completed

Subject randomized,
received study treatment,
but discontinued

Blinded studies,
ave define dummy

information for DM,
EX,SE&DS

ubject died
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TDS Homepage

-
E} http://cifdev2013:34826/sites/ TDG/5tePages/Home.aspx P~ E}Test Data Simulator - Home
7,5 aHnme-F{isk Portal - India... ¢3 FranklinCovey [} Linkedin & Google E}WFH-F‘mtaI E:JIF'L-Hnme sf SuccessFactors Leg in E}Testl]ata Simulator - Home
Bhaskar Subramanian ~
BROWSE  PAGE ) SHARE Y7 FOLLOW #

WO Test Data Simulator

TDS Home

Upload Rave Draft IC:\Users\bs’lm1&Desktop\TD Browse... | | Upload
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Number of Subjects

Study Start Date

Study End Date

Informed Consent Date

Date of Birth

Subject ID
File Type

Age

TDS Parameters

Mote -All fields are Mandatory.

E

01,/01/2017
12/31/2017
FormOID
CONSENT e
DEMOG e
PRIMARY V|
CSV hd
Min| G
Submit
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Cancel |

ﬂ MNote:-Select a Date field, If not select Birth Year

FieldOID
DSSTDATC ha
BRTHDAT
SUBJID v
Max |50




.

Sample Outputs
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Mame

AFE.csw
Ch.csw
DA csw

DS, csw

D5 1C.cew
DS 1AM, caw
D5 R.csw
EX.cow
Fi.csw
GM.csw
IE.csw
LEB_1.csw
LE_2.cow
LE_3.cow
LE_4.csw
LE_P.csw
LE_PE1.csw
LE_PEZ.csw
LB PE3.csw
LE_PE4d. csw
LE_PES.csw
LE_PEG.csw
MH. csw

Date modified

3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47
3/30/2017 11:47

A
A
A
A
A
A
A
A0
A
A
A
A
A
A
A
A
A
A
A
A
A
A

AmA

Type

Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...
Microsoft Excel C...

Size

21 KB
12 KB
11 KB
10 KB
10 KB
13 KB
10 KB
141 KB
10 KB
14 KB
12 KB
33 KB
34 KB
19 KB
14 KB
14 KB
155 KB
121 KB
T2 KB
153 KB
153 KB
153 KB
14 KB



Presenter
Presentation Notes
Output will be delivered to user’s mail box in a zipped format. The zip contains the data in csv or XLS format for each and every CRF Domains


Sample Dataset - DM

H ©- s DMl.csv - Excel ? H - 8 %
HOME INSERT CoSign PAGE LAYOUT FORMULAS DATA REVIEW VIEW DEVELOPER ADD-INS Senthilanand Sithan -
AD21 - fl
A E C D E F G H | ] K L Il M Q P Q R 5 T
project studyid Subject Site SiteMumb SiteGroup InstanceM InstanceR Folder  FolderMar DataPagel DataPagel PageRepe RecordPo: MaxUpdaiSaveTS  BRTHDY BRTHDY_SBRTHMO BRTHMO_BR
2 |AA-HPP-208 1839 1000 SITE1 2799 World Screening ) 0 Screening 10214 Demograg 0 0 29Aug201 29Aug201 1 1 Jan 1
3 |AA-HPP-208 1839 1001 SITE1 2799 World Screening i} 0 Screening 10230 Demograg 0 0 29Aug201 29Aug201 2 2 Feb 2
4 |AA-HPP-208 1839 1002 SITE1 2793 World Screening 0 0 Screening 10944 Demograg 0 0 29Aug201 29Aug201 3 3 Mar 3
5 |AA-HPP-208 1539 10032 SITE1 2799 Wworld Screening ] 0 Screening 10063 Demograg ] 0 25Aug201 25Aug201 4 4 Apr 4
& |AA-HPP-208 1839 1004 SITE1 2793 World Screening ] 0 Screening 10244 Demograg ] 0 29Aug201 29Aug201 5 5 May 5
7 |AA-HPP-208 1839 10035 SITE2 9972 World Screening ) 0 Screening 10005 Demograg 0 0 29Aug201 29Aug201 & & Jun 5]
8 |AA-HPP-208 1839 1006 SITE2 9972 World Screening i} 0 Screening 10096 Demograg 0 0 29Aug201 29Aug201 7 7 Jul 7
8 |AA-HPP-208 1839 1007 SITE2 9972 World Screening 0 0 Screening 10273 Demograg 0 0 29Aug201 29Aug201 8 8 Aug 8
10 | AA-HPP-208 1839 1008 SITE2 9972 World Screening 0 0 Screening 10844 Demograg 0 0 29Aug201 29Aug201 9 9 Sep 9
1 |AA-HPP-208 1539 1009 SITE2 9972 World Screening ] 0 Screening 10421 Demograg ] 0 29Aug201 25Aug201 10 10 Oct 10
AD AE AF AG AH Al AK AM AN AO AP AQ AR AS AT AU
EAGE_RAW AGEU AGEU_STD SEX SEX_STD RAIAN RAIAN_RAW RASIAN RASIAN_RAW RBLACK RBLACK _RAW RWHITE RWHITE_RAW ROTHER ROTHER_RAW JAPANDSC JAPAMNDSC _STD
2 47 47 Days DAYS Male M o o o o o o o o 0 0 Yes ¥
3 36 36 Hours HOURS Female F 1 1 1 1 1 1 1 1 1 1 Mo M
4 29 29 Months MONTHS Undifferentiate UN ] 0] ] ] o o o o 0 0 Yes ¥
5 29 29 Weeks WEEKS Unknown u 1 1 1 1 1 1 1 1 1 1 No M
B 13 13 Years YEARS Male Ml ] o o o o o o o 0 0 Yes ¥
7 43 43 Days DAYS Female F 1 1 1 1 1 1 1 1 1 1 Mo M
8 10 10 Howrs HOURS Undifferentiate UN ] ] o o o ] o o ] 0 Yes Y
g 38 38 Months MONTHS Unknown U 1 1 1 1 1 1 1 1 1 1 Mo M
10 29 29 Weeks WEEKS Male M o ] o o o o o o 0 0 Yes ¥
1 28 28 Years YEARS Female F 1 1 1 1 1 1 1 1 1 1 Mo M
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'S
Generate Once

#PhUSE

Validate
eCRF

Edit Check
Programs

SDTM
Programming

TLF
Spotfire Reporting

Programming

ADaM
Programming
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Benefits

Y O

SDTM Ready Fnables .
: Reduce TAT/Development Time
Betore FPFV Standard Macro P \ l /

il

\
o= a L
Increase Data Facilitates Helps in Defensi
: ps in Defensive
Quality Fast DB Lock Programming Programming
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Presenter
Presentation Notes
Test Data Simulator can save significant time and cost, especially when implemented in the early stages of the study 

Have additional impact on Programming: 
Increase data quality
45% effort savings through increased automation, That is enable to develop Standard macros
Reduces Programming time of Study Specific domains, since the tool is protocol generic 
70-80 % improvement in data mapping/Programming efficiency , to comply with Standards
Improved testing coverage by as much as 30% 
Our goal is – “Program a task once and Reuse the code for every transfer” 


12
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Presenter
Presentation Notes
1. Who is this Cricketer ? Clue – Famous for his defensive techniques ? Wall of Indian Cricket – And it is Rahul Dravid 


Sample - Defensive Programming

Hdata dn;

@, Shudpd @ Subjechid @, Bithat @ ender -
1 [a17s NI 12140008 ! 1f strip(gender] eg " then put "M 1asue ¢ Gender 13 wissing for Subject ;' subpectad;
else 11 wpease(strap(gender))="I" then s’
. 412345 [N 203 F else 1f upcase(strap (nender))="" then se='F;
else put "DM 1ssue ¢ Please note for subject ¢ ' aubpectad " then Gender 18 ¢ ' gender;
3| 412345 INOD3 f »
4§ 425 N0 1?5,3;,13?}" DM 1zsue : Gender iz missing for Aubject : INDD4
DM 1ssue : Please note for subject : INOOS the Gender 13 : n
3 412345 INDUS f NOTE: There were 7 observations read from the data set WORK,DM.
B 41735 NG 'ﬂlugznm F NOTE: The data set WORK.DM1 has 7 observations and 5 variables,
NOTE: DATA statement used (Total process time):
! 412345 N7 1Mol 978 M real time 0.00 zeconds
cpu time 0.00 seconds
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Questions?
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Bhaskar Subramanian

Senior Director, Clinical Programming
Chiltern International Ltd.

Ph : +91 9902017512
Email:Bhaskar.Subramanian@chiltern.com
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