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Expanding the borders of clinical data
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EDC with built-in ePRO
Direct SDTM export, reporting tools
Dynamic Monitoring

Autoencoder data dictionaries

* Market Intelligence
* KOL identification

* Feasibility reports

* Payment information

TrialMaster®

Randomization and supplies
management

* Support for adaptive trials

* Study build through Ul

 Data analytics & visualizations

* Study risk management and
monitoring

* Cross-study reporting

Anju’s
Secure Data
Center

* Closed loop risk management
* Study risk management and monitoring
* Integrated reports and insights
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AGENDA

. Case Introduction
. Programming of SDTM data within EDC system - Benefits
. Programming of SDTM data within EDC system - Challenges
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#DataStrategy #Datalntegration
#DataViz #DataStandards
#DataScience #Datagovernance
#HealthCare #DataAnalysis
#ClinicalTrials
#Artificiallntelligence
#AdvancedAnalytics
#MachineLearning #Digital
#Chatbot #Biometrics #CRO
#ClinicalData
#LifeSciencesExperts
#Whodrug #MedDRA
#Pharmacovigilance
#ClinicalResearchLifeCycle
#MedicalWriting
#Medicallnformation
#MedicalReview #SDTM
#ADaM #CDISC #Innovation
#RegulatorySubmissions
#Protocol #Coding

. Conclusion
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CASE INTRODUCTION

e Biometrics Study = from database build to statistical analysis

 SDTM data required for:
o Data Monitoring - Visualization dashboards

o SDTM Data available as quick as possible for different DSMB, SRC, and all other
meetings

o SDTM data available as quick as possible for statistical team for statistical analysis

“

SDTM build module available in Anju TrialMaster EDC
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM

* Training from Anju team + Certificate

* Programming done within a specific SDTM Module, using export template available
e Standard templates are available for all SDTM domains for programming

* The latest available mapping template is following the SDTMIG V3.2

* There is also the possibility to import standards library (if available) in ODM format

e SDTM Programming is done in parallel with study set-up, so SDTM Data can be available
from the FPFV.

EDC e
,__,....--—— ——--.....___.\ L —
Source Mapping SDTM >
‘ ' PE
Data DeIDL B

e . o0
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM

* Create a new Export Template:

File IEE Protocal  Reports  Wir

TR Trial Dictionaries... Export Templates
uj Import Temnplates... -
- Import Visit Codes.. MName | Mapping
» DOSING
Export Templates... > PATIENTS
G gt \ SDTM Export SDTM 2.2
Grid Templates... 3
Redaction Templates... \ All Forms EXpOI"t
Codelist Mapping... I GFOUPE EXpOI"t
- N E2 EZB R3
Unique Mumbering...
Unit Families... N 5 N R N
e | puplicate |(_ mew |D Edit | ccee [ Edit Mapping | | Rebuid Al
Stop Words... \
Selected Domains

Domain Name Alias Type Items

l Add All Forms

| | Add user Defined Domain {|__Add Standard Domains

[ Add All Groups Il Delete J| Save ]

Cancel | [ Next> |[ mep |
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< ISDTM 3.2

Alias
AE
APRELSUB
CE
™
co
DA
oD
DE
DI
oM
Do
DR
oS
oT
DU
oV
DX
EC
EG

Description

--Check All--

Adverse Events
Relationships between
Clinical Events
Concomitant Medication
Comments

ssociated Persons and Subjects

Drug Accountability
Death Details
Device Events
Device Identifiers
Demographics
Device Properties

Device-Subject Relationships

Disposition

Device Tracking and Dispodition

Device In-Use
Protocol Deviations
Device Exposure
Exposure and Collected
ECG Test Results

|

oo

Calculate variable ( oK
lengths automatically =

Dt [t




PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
EXPORT TEMPLATE MODULE

@ Domain columns: SDTM.Laboratory Test Results-LB O X
DataSources Columns
e EI Columns
_ - Alias Expression Property Type Length Format Label -~
Object Hierarchy: [STUDYID] ... |Expression ~ | char ~ Study Identifier
'LB' ... |Expression ~ | char ~ Domain Abbreviation
[USTUBJID] ... | Expression ~ char d Unigue Subject Identifier
SEQ_NWUMBER (PARTITI... | ... Expression ~ | num ~|8 8 Sequence Number
[LETESTCD] ... | Expression ~char d Lab Test or Examination Short Name
[LETEST] ... | Expression ~ char w Lab Test or Examination Name
@ |LBCAT [LBCAT] ... |Expression ~ char 3 Category for Lab Test
LBORRES [LBORRES] ... | Expression ~ char ~ Result or Finding in Original Units
LBORRESU [LBORRESU] ... | Expression ~ char ~ Original Units
LBORNRLO case when [LBSTAT]... | ... |Expression ~ char ~ Reference Range Lower Limit in Orig Unit
LBORMRHI case when [LB5TAT]... | ... |Expression ~ | char ~ Reference Range Upper Limit in Orig Unit
LBSTRESC case when [LBCAT]=... | ... |Expression ~ | char ~ Character Result/Finding in Std Format
LBSTRESN case when [LBCAT]=... | ... |Expression | num ~|8 8 Numeric Result/Finding in Standard Units
LBSTRESU [LBSTRESU] ... | Expression ~ char d Standard Units
LBSTHRLO case when [LBCAT]=... | ... |Expression ~ | num ~|8 8 Reference Range Lower Limit-Std Units
LBSTHRHI case when [LBCAT]=... | ... |Expression ~ | num ~|8 8 Reference Range Upper Limit-Std Units )
Add - | Delete | | Add Union | | Up | |Down | [ Required Expected
Data Source Alias
[Template][SDTM 3.2 Export Template][datalB][LBSTMNRLO] LESTHNRLO
[Template][SDTM 3.2 Export Template][datalB][LBCAT] LBCAT
[Template][SDTM 3.2 Export Template][datalB][USUBIID] USUBIID
[Template][SDTM 3.2 Export Template][datalB][VISIT] VISIT
[Template][SDTM 3.2 Export Templatel[datalLB][LBORNRLO] LBORMNRLO
[Template][SDTM 3.2 Export Templatel[datalB][LBTESTCD] LBTESTCD
[Template][SDTM 3.2 Export Template][datalLB][LBORRESU] LEBORRESU

| Rebuild | View SQL OK | save | Help
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -

BENEFITS

e Easy to use for end-users

* How to extract your data in SDTM:
o Request an export

— OmniComm  Trial:SOTM_Training_1/ SDTM_DEMO
- TrialMaster ®

#GoTo »

sRoe wait for ....

Import
Search pattern applied to column [Sites] using filter function "is empty”

M Request Export Schedule Export

Reports
Export v

Template Name v Status v

Tasks

few minutes -

409 KB 91%
14 KB 92%
942 KB 94%

_SOTM_3.2_Export_Template_CDISC_SDTM_2021_04_07_14_41.zip
MName Type Compressed size Password protected Size Ratio
Errors File folder
L] aexpt XPT File 38KB Yes
|1 cexpt XPT File 10KB Yes
L] emxpt XPT File 65 KB Yes
SiBusiness & Decision
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Export Request

Export Template
Target Locatien
Export Type

Compression

SDTM 3.2 Export Template

Demo study

CDISC: SDTM

Regular

S Name v Status
Template
SDTM Export Run once at 7/6/... Completed

download a zip file (in .xpt format)




PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -
BENEFITS

 SDTM Data can also be exported on demand by the end user or by scheduling tasks to
run on the server at a predetermined time and frequency

OmniComm Trial:SDTM_Training_1 / SDTM_DEMO Scheduled Export Request o

TrialMaster ®
Schedule Mame Daily Export
e Schedule i
| Description Study Daily SDMT export

=Run
7 ERE ,
— S 51072021 i
d » Search pattern i Sites] usi . N

applied to column [Sites] using filter function "is empty”

. Export End Date [] No End Date 511012021
4 T EXport Aoy O ——Reresrexport=30)  Schedule Export 110120
Reports Frequency Daily

Run Once
Weekly

Scheduled Exports € Monthly
Every

1 MName * ~  Owner ~

[0  Daily Export pyouinou

[J  Run once at 8192020 7-23:48 AM RT sjonas

Delete
a 0 o 1
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -
BENEFITS (1)

e Real time SDTM extraction allows building Data Visualization dashboards enabling data monitoring in real
time. NOTE: Visualization Dashboards are created outside EDC system by BDLS team using Tableau

SAFETY DASHBOARD
Q s Site Subject
Filters | T Y —— T Te———") 5]
K oxicity Grad
-y
System Ory
Characteristics = ENROLLMENT DASHBOARD
s Serious acdinc diver L = .
12,00 Genersian [ ] — =
s 1 =
nmuUne SaX ] ( T Evolution Addition sl Parameters by Planted Arm
'8 | SA1CT Month 6F Coraant or AN B Ay 25 444 THE Bueitich ¥ Subjocts by Month of Consent
5 : . . . 4 Fabauwy 016 . JE _mE
15 Life Threatening Uetebolam e ! = o . ” o
] 2
il -
202% Neozrasms ] = Y 8 4
g Hariasss |=——="] n - 2 -
G = L AonTaken ‘ L l .
A = ¢ it
— wrrea i
Results in Death pmmdi
s
0% 3 L
29 . ToudtyGrade DOSE NOT CHANG ol B - N
q Caunality 1 Total of £ avolad Subjacts W Toral of Manned Ersctmars / N
ey seesese- e 2 / N,
somsy  sscesse- seessse- y e £ N
SR GORRRRLT SRRUINRE 0 emeseel  weevies: l- i 5 W II | ” I l
N E - o =
97,07 . Ol e 11111 (MRS
Norasar ONSE088- S088080- TINIINI- SESE00S- S0E0N88-
| B o c ”
(—
2]z
| —]

i
§8t
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
BENEFITS (II) = PATIENT PROFILE

Select a subject to view the Patient Profile

Search for Subjects

D000V VDOLOOVOVOVOOVOOVDVO00D000G000D ©0000000OO 125-01 Treatment A
i g P Bl Bt B IR BN R B Bl b T e el B B St Riaee 2RV oo d
53558555355555553558588588888383808038858% PEIESBIEEEE
S2-U2T22RRP2RRNRIR2SRABS5883885882 LR 2R]INR]S v Subject 1D Filter Current Selection : 125-01 }
ste Age Race Sex Am (hhen te spply Mter)
n 2] ] n B > #andomisaton date 260329 | onoten Crovocteisscs ]
VERTRY 1102 s WHITE d ACTIVE DRUG p2s01 Jomary Yion o
SCREENNG RANDOMIZED COMPLETED 131l e 1wl 0 o Mo im0 Dcenteuaton date
DISPOSITION v * Baseine Charactenstics Despostion Deccrtruaton reawn -
y "
ieight 73.0 K . i ~ Comgioton s 20160205 Bodtw Mass index
-4 2 rode3
i iened s FerConeioNon dote 2016:02:01 JCPEBONG DAY-1470-1 DAY} DAY & o
TR oy Sutace s
e Disconfinuation date
STANDARD OF CARE L Dcontiruation reason [
ECOG
Adverse Events encountered Toicity Grade Ml 2 3 Completion ddte 20160222 Prophylactic Treatment X | smsoncevse |
Prophylactic Trestment ¥ ALCOMOR
TOSACCO
HYPERTHERMIA Im Treatment A
NEUTROPENIA Actanicebla Advene Events encountered Mool Metory
STOMATITIS
i ATRUL UTTER =
ouasres =
Substance use
Chemotherapy Medication GGT INCREASTO
ALCOHOL OCCASIONALLY HTPOCALCAEMIA =
CISPLATIN TOBACCO DAY HYPOKAMAIMIA
VINORELBINE TARTRATE . EYPOKALEARA B = Cancer Hstry
Other Medicaton HTPONATREMIA =
Time since: MPAIRED FENAL FXCTION =
e s e N i
LUNG AND RESPIRATORY TRACT - ADENOCARCINOMA G3 09:2 132 Doys LEXOCYTOPENA
FLUCONAZOL g -
MAGNESIUM SULFATE EXTENT AT STUDY ENTRY PRIMARY ’::::«V’.\D;(:
MANNITOL THROMBOCYTOPENA = |

POTASSIUM CHLORIDE
TROPISETRON . Medical History
Coor dengend for Rowesty grixde of adverse event {F Gry Ceey
Ongoing at g " Nz 3 =
treatment start

ECG test resuts Label view :  Short code > Medical Condition

HRM!
o vt o v ey
i Coronary srtery disease Car v asuann
PRAG DOCETAXEL
PRSB. . Duodenitis J FLUOROURACL
QRSAG
Qrsse s Hypertension Vascular v
QTAG
QICBAG = Myocardial ischaemia V

lood Urea Nit S
Blood Urea Nitrogen Musculoskeletal

8 February 2016

=)
Calcium B
Chioride 2
Creatine Kinase =)
Creatinine . Blood Urea Nitrogen (20N
Creatinine Clearance Normal values range i
Eosinophils
Eosinophils/Total Cells
Erythrocytes o o

d avalue of 9.5 mmol/L
2n 3.2 mmol/L and 8.2 mmol/L

9.500
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
BENEFITS (I11)

 SDTM data available for STAT immediately (or at any moment in time) and for data review
meetings (IDMC, DSMB, SRC, etc.)

* Possibility to program external data that are integrated and/or uploaded data in
TrialMaster (Questionnaires, IWRS, Lab Ranges, etc.) to be converted into SDTM
automatically = part of the vendor issues are solved

 No additional time needed for data conversion for Submission, shorten the time for final
analysis
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
CHALLENGES =

Mostly from programming point of view:
* Good knowledge of the system and good programming skills

are required

* Very good knowledge of SDTM is required as SDTM template contains issues (missing
variables, sorting, etc.). In case SDTM template is to be corrected, it is managed by Anju

team via scripts = time consuming
Example: Domain SV is missing EPOCH variable

* Only one Clinical Database Administrator / Programmer can work on the export template
module at the time = time consuming

= . o0
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
CHALLENGES

e After the study GO LIVE, any update in SDTM domains implies a Mid Study Change which
require deployment by Anju team (in UAT and production environments).

* Anju SDTM Module experts are based in US only = time-zone difference to be taken into
account when you have a question or issue

3

Time consuming

e . o0
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CONCLUSION

* Beneficial and useful solution to help in review / monitoring of your data in real time. It
allows to have your data in SDTM at any moment in time during the course of your study.

* |t's quite challenging to set-up, so it needs careful consideration before the start of the
project:
o Need careful understanding at the beginning of the project of all analyses to be
performed during the course of your study.

o All planned meetings (e.g. DSMB, SRC, IDMC, etc.) where your SDTM & ADaM outputs
are required quickly and within short timelines should be taken into account as well.

* In case only a mid-project/interim analysis & DBL is planned, a standard conversion
process outside the EDC system can be sufficient.
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