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Software Development Artificial Intelligence
(PhP, .NET, Python) (ML, Deep Learning)

Clinical Research Expertise @

Project Management
QA & Process initiatives

Presenting an automated tool based approach for the migration of legacy data to CDISC SDTM standards.
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SDTMIG

Migrating legacy data to SDTM standards

Mapping
with CDASH
standards

Process improvement & Automation Existing Approaches
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SDTM

SPECIFICATION DATASET
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Current Scenario

SAS Macros
— to generate
dataset

Pi21 tool to
automate
define.xml
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EDC DATA

SDTM
mad Standardization
of Domains

Mapping file Creation of Ready for

TRIAL DOMAINS

Generation Define. XML file Submission

CRF

Proposed Approach Complete Automation

«  Diversity in raw data across studies / sponsors

v/ System performance when dealing with complex datasets

+ Functional requirements considering standards set in the Clinical Domain

Key Challenges Regulatory Compliance !
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Functionalities of the tool
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Designated admin can add users and study details

Various user roles are incorporated to maintain quality and process
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Assign users with ! ' '

— '— Assign user to study
different privileges \ !

Add study details

Role based access and Security 6




Upload RAW files —
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SOTM Specification

& In built quality control module

# Communication between developer

and QC through a chat bot

Specification Document
Generation

«© COGNUB
¥ 50-80%ofautomated mapping
¥ Human interaction for editing and
re-assigning variables.
=
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DOMAIN

co

DM

CM

bv

LB

MH

PC

Specification Document

m‘ Primary User

SDTM Specification

VARIABLE NAME

DOMAIN

STUDYID

RDOMAIN

IDVAR

IDVARYAL

COREF

Domain Demagraphic

KEY FIELD

CO.PT

MEDSDTLS.PT

PROTDEV.PT

ECGASMTRT

IAGADOSE.PT

PROTDEV.PT

UNIQUE FIELD

CoPT

CO.PT

MEDSDTLS.PT

COPT

COPT

COPT

FUKCTION

COMNCAT

COMCAT

SEQUENCE_GEMERATION

COMCAT

CONCAT

CONCAT

LOGIC

VSDT.CPEV...

VEOT.CPEV...

VSDTVISDATE LEVEDTMVISDATE,

VSDOT.CPEV...

SEETCD =TE.ETCD

VSOT.CPEV...

SOURCE

o

TE.ELEMENT

.

-0~

SE.EPOCH

_ Admin

Download Mapping

COMMENTS

ASSIGHED FROM PROTOCOL

“NALOXOME-PHLA-002" a
ASSIGNED FROM PROTOCOL ()
“NALOXOME-PHLA-002"
Sequantial number uniquely identifying
the records within the domain by
USUBJID and generated using the key & ]
sequence from the domain level
metadata
ASSIGNED FROM PROTOCOL
“NALOXOME-PHLA-002" C’
ASSIGNED FROM PROTOCOL

»

“NALOXOME-PHL1A-002"

Please note that there should not be any

gap between the end date of the o
previous element and immediate start

date of the successive element.
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SDTM Specification

DOMAIN VARIABLE NAME
co DOMAIN
EX STUDYID
cM ROOMAIN
bV
LB IDVAR
MH IDVARVAL
PC COREF
PE COSEQ

Quality Control Module

KEY FIELD

CO.FT

MEDSDTLS.PT

PROTDEV.PT

ECGASMT.PT

|AGADOSE.PT

PROTDEV.PT

COPT

UMIQUE FIELD

CO.PT

COPT

MEDSDTLS.PT

COPT

COPT

COPT

PROTDEV.PT

FUNCTION

CONCAT

COMNCAT

SEQUENCE_GEMERATION

COMCAT

COMNCAT

CONCAT

COMNCAT

LOGIC

VIDT.CPEV..

VSDT.CPEV...

VSDTVISDATE &&VSDT.VISDATE,

VSDT.CPEV...

SE.ETCD =TE.ETCD

VSDT.CPEV...

VSDT.CPEV...

Andrew Coyle

Download Mapping

SOURCE COMMENTS

ASSIGNED FROM PROTOCOL

Co-
“NALOXOME-PH1A-002"
Comments
e Specification QA
Temporibus autem guibusdam et aut off rerum

necessitatibus saepe eveniet ut et voluptates 2 Lint et

malestiae non recusa

a Primary User

Escalated to PM for clarification

di tempora incidunt ut labore et dolore
m quaerat voluptatem,

Numguam eius m

magnam aliqua

o Project Manager

Negque parmo guisquam est, qui dolorem ipsum guia dolor sit

tetur, adipiscr velt

amet, con
0O escalate -

Numguam eius modi témpora incidunt wt labore et dolore ma gnam
aliguam guaerat voluptatem
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Prediction on each page An external script will be executed
Input blank CRF will run on model to annotated to each page

A A A

TEXT EXTRACTION LOAD CRF MODEL PREDICT RESPONSE

Model specific to the Result will be generated
SDTMIG will be loaded as annotation objects

API to perform CRF Annotation 1o
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XPT XML
s >
§ Generation of datasets at a click i xpt file generated
¥ Guidelines, Specification document, # Is the input to define.xml generation

controlled terminologies and raw data

11

Dataset Generation




Study

DOMAIN

co

EX

cM

v

LB

MH

PC

PE

Dataset View

View Dataset

STUDYID

RO14 IFRS PIQC-002

RO14IFRS PIQC-002

RO14 IFRS PIQC-002

RO141FRS PIQC-002

RO14IFRS PIQC-002

RO14IFRS PIQC-002

RO14FRS PIQC-002

RO14IFRS PIQC-002

RO14IFRS PIQC-002

ROI4IFRS PIQC-002

RO14IFRS PIQC-002

RO14IFRS PIQC-002

ROI14IFRS PIQC-002

ROL141FRS PIQC-D02

RO14 IFRS PIQC002

RO1&IFRS PIQC-002

ROL41IFRS PIQC-002

DOMAIN

Dt

DM

D+

DM

oM

oM

oM

oM

oM

(v

DM

oM

DM

DM

DM

DM

DM

USUBNID

RO14 IFRS PIQC-002-VACR-(:201%

RO14 IFRS PIQC-002-VACR-(2020

RO14 IFRS PIQC-002-VACR-02021

RO14 IFRS PIQC-002-VACR-02022

RO14 IFRS PIQC-002-VACR-02023

RO14 IFRS PIQC-002-VACR-02024

RO14 IFRS PIQC-002-VACR-02025

RO14 IFRS PIQC-002-VACR-02026

RO14 IFRS PIQC-002-VACR-02027

RO14 IFRS PIQC-002-VACR-02028

RO14 IFRS PIQC-002-VACR-02029

RO14 IFRS PIQC-002-VACR-02030

RO14 IFRS PIQC-002-YACR-02031

RO14 IFRS PIQC-002-VACR- 02032

RO 14 IFRS FIQC-002-VACR-02033

RO14 IFRS PIQC-002-VACR-02034

RO14 IFRS PIQC-002-VACR-02035

SUBJID

018

2019

2019

2019

2019

2019

2019

2019

2019

2019

019

019

2013

019

019

019

2019

RFSTOTC

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

2014-12-02

1014-12-02

2014-12-02

RFENDTC

2014-12-1%

2014-12-1%

2014-12-19

2014-12-19

2014-12-19

2014-12-19

2014-12-19

2014-12-19

2014-12-19

2014-12-1%

2014-12-1%

2014-12-1%

2014-12-13

A014-12-19

2014-12-19

2014-12-19

2014-12-19

RFXSTDTC

2014-12-02T0OB:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02T08:00:00

2014-12-02708:00.00

2014-12-02708:00.00

2014-12-02T08:00:00

2014-12-02708:00:00

2014-12-02T08:00:00

2018-12-02T08:00:00

1014-12-02T08:00:00

2014-12-02T08:00:00

RFXENDTC

2014-12-18T08:00.00

2014-12-18708.00:00

2014-12-18T08:00.00

2014-12-18T03:00:00

2014-12-18T08:00:00

2014-12-18708:00.:00

2014-12-18T08:00.00

2014-12-18T08:00:00

2014-12-18708:00:00

2014-12-18T08.00:00

2014-12-18T08.00:00

1014-12-18T08:00:00

2014-12-18T08.00:00

2014-12-18T08:00:00

2014-12-18T08:00:00

2014-12-18708:00:00

2014-12-18T08:00:00

RFICDTC

2014-11-1TT08:28:00

2014-11-1TT08:28:00

2014-11-1TT08:28:00

2014-11-17T08:25:00

2014-11-1TT08:28:00

2014-11-17T08:25:00

2014-11-1TT08:25:00

2014-11-1TT08:25:00

2014-11-17T08:25:00

2014-11-1TT08:28:00

2014-11-1TT08:28:00

2014-11-17T08:28:00

2014-11-1TT08:28:00

2014-11-17T08:28:00

2014-11-17708:28:00

2014-11-177T08:28:00

2014-11-17T08:28:00

RFPENDTC

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

2014-12-22

ﬂj!: Admin

DTHDTC DTHFL SITEID

VACR
VACR
VACR
VACR
VACR
YACR
VACR
VACR
VACR
VACR
VACR

VACR

VACR
VACR
VACR
VACR

VACR
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v, Adherence technical controls as per 21 CFRPart 11
compliance mandates

v Process oriented

v Audit ready outputs and documents

Audit Readiness 13
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v/ Integrating technology into standardization process

@ v Handling timeline challenges

v/  Optimal utilization of resources

«  Effective adherence to standards and regulations

Final Thoughts 14
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