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1. Introduction

2. AI/ML Research

3. Accelerate Workflow for Data 
Managers

4. Accelerate Workflow for Medical 
Monitors

5. Accelerate Workflow for Statistical 
Programmers

Agenda
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Deliver Tomorrow's Clinical Trials 
Today

Accelerating Workflows 
using AI/ML

Decentralized ClinicalTrials, 
RWE etc.

Better Standardizations, 
Interoperability etc.
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Graph Convolutional 
Networks Interpretability

An Attentive Sequence 
Model for Adverse Drug 

Event Extraction from 
Biomedical Text

BioBERT NLI

Parking Lot Detection

PHI Scrubber

Convolutional Neural 
Network in Classifying 
Cancer Through DNA 

Methylation

Differential Privacy

GCAGE: Graph Clustering 
with Attentive Graph Auto-

Encoders

Tabular Date GAN - TDGAN

Bayesian Optimization of 
Bose-Einstein 
Condensates 

Pay Attention to the 
cough: Early Diagnosis of 

COVID-19 using 
Interpretable Symptoms 
Embeddings with Cough 

Sound Signal Processing NLI

BioELECTRA:Pretrained 
Biomedical text Encoder 

using Discriminators

MedMCQA: A Large-
scale Multi-Subject Multi-

Choice Dataset for 
Medical domain 

Question Answering

Small-Bench NLP: 
Benchmark for small single 

GPU trained models in 
Natural Language 

Processing
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Biomedical Language Understanding and Reasoning Benchmark
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explainable

AIBayesian Deep 
Learning

Understanding
natural language

Reasoning

Quantum
Computing Simulation Active 

learning

Synthetic data 
generation

Knowledge 
Graphs

Research Focus for 2023
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Leveraging AI/ML research to accelerate 
workflows for:

1. Data Managers
2. Medical Monitors
3. Statistical Programmers
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Model for Auxiliary 
DCM and data points

Datasets (Clinical, 
Discrepancy, Data 
Dictionary)

Ground truth

Model(s) for Pre-
processing

Pre-processed data

Model for Data point 
prediction

User feedback with UI

Model Training/Re-
training/Deployment

1 2

3

4

5

6

7

8

S.No Component

1 Datasets (Clinical , Discrepancy and Data 
dictionary)

2 Ground truth dataset 

3 Pre-processing including Models that was 
used to propagate ground truth to all 
clinical datasets

4 Propagated datasets based on ground truth

5 Model # 1 – Prediction of auxiliary DCM to 
identify auxiliary data points

6 Model #2 – Prediction of 3 output variables 
based on auxiliary data points

7 UI for user feedback on Output prediction

8 Model Training, Re-training and 
Deployment

Data Managers - AI/ML
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Accelerate Data Managers Workflow using AI/ML (Video)
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Accelerate Medical Monitors Workflow using AI/ML (Video)
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Login SAM

Role
Permissions

Study Administration

Select 
Study

Select 
Layer

Automap

Automap
Inherit Map
Copy Map

Create Map

Select 
Dataset

Datasel Level Map

Rank 1
Rank 2

Column Level Map

Source Variable
Target Variable

Function
Function Logic

Confidence

Save 
New 
Map

Map Editing

Source Variable
Target Variable

Function
Function Logic

Send for 
Approval

Dry Run (XPTs)

View XPTs
Download XPTs

Pinnacle 21 Report

View Report

Download Report

Entry Point System Check User Decision

2

1
3 5

6

7

8

9

10

11

12

13

Send for 
Revision

14
Approve?

No

Yes

Statistical Programmers - AI/ML
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Login SAM

Role
Permissions

Global Administration

Entry Point System Check User Decision

Pre-Conformance
2

1

Select 
Layer

DEL Creation

Import
Edit

Conformance

Send for 
Approval

Approve?

NoYes

Standards Creation

Global
TA

Indication
Project

Approve?

NoYes

Ready for Use

DEL Creation

Import
Edit

Send for 
Approval

Approve?

NoYes

Standards Creation

Global
TA

Indication
Project

Approve?

NoYes

Ready for Use

3

4 5

6

7
8

9
10

11

12 13

Statistical Programmers - AI/ML
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Login SAM

Role
Permissions

Global Administration

Entry Point System Check User Decision

2

1

Global Custom Functions

Navigate to Global 
Custom Functions

Send for 
Approval

Approve?

NoYes

Study Administration

Custom Functions

Ready for Use by Studies

Navigate to 
Custom Functions

Layer

Create Custom Function

Function Name
Language

Description
Hierarchy Level

Get Custom Functions

Inherit from Global
Create

Send for 
Approval

Approve?

NoYes

Ready for Use by Study

Edit 
Function

Promote

14

15

16

17

18 19

20

Promote

Statistical Programmers - AI/ML
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Login SAM

Role
Permissions

Global Administration

2

1

View

SDTM CT

Import
Add/Edit Codelist 

View

Source Format

Import
Add/Edit Format

View

Reference Range

Import
Add/Edit

View

Unit Conversion

Import
Add/Edit

View

Other Reference Data (w/ 
Metadata)

Import
Add/Edit

Reference 
Data Mgmt.

Study Administration

Get Reference Data

Inherit from Global
Create

Ready for Use by Study

21

22

23

24

25

26

27

Statistical Programmers - AI/ML
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Accelerate Statistical Programmer’s Workflow using AI/ML (Video)


