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" The materials provided in this presentation or any comments or information provided by the
presenter are for scientific knowledge exchange purpose ONLY.

" Nothing conveyed or provided in this presentation should be considered medical advice.

" It may contain information of approved or unapproved medical products. Information provided is
NOT for promoting prescriptions.

"  Allrights reserved.
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Overview

- NEST project history from 0.1 to 2.0

« Documents creation
« Docx
- Autoslider

- Al integration
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NEST v0.1 to v1.0 workflow

A: Drug X B: Placebo C: Combination All Patients
(N=134) (N=134) (N=132) (N=400)
Age (yr) - - - -
n XX. XX. XX. XX.
Mean (SD) xX.X (xx.x)  xx.x (xx.x) Xx.X (xx.x) XXX (%xX.%)
Median XX . X XXX XX. X XXX
Min - Max XXX - XX.X  XX.X - XX.X XX.X - XX.X XX.X - XX.X
Continous Level Biomarker 1 - - - -
n XX. XX. XX. XX.
Mean (SD) XX.X (XX.X)  XX.X (xx.xz[ XX.X (xx.%) XX.X (XX.X)
Median XX. X XX.X XX. X XX. X
Min - Max XX.X - XX.X  XX.X - XX.X XX.X - XX.X XX.X - XX.X

A: Drug X B: Placebo C: Combination  All Patients
(N=134) (N=134) (N=132) (N=400)
Age (yr)
n 134 134 132 400
Mean (SD) 33.8 (6.6) 35.4 (7.9) 35.4 (7.7) 34.9 (7.4)
Median 33.0 35.0 35.0 34.0
Min - Max 21.0 - 50.0 21.0 - 62.0 20.0 - 69.0 20.0 - 69.0
Continous Level Biomarker 1
n 134 134 132 400
Mean (SD) 6.0 (3.6) 5.7 (3.3) 5.6 (3.5) 5.8 (3.4)
Median 5.4 4.8 4.6 4.8
Min - Max 0.4 - 17.7 0.6 - 14.2 0.2 - 21.4 0.2 - 21.4



Benchmark Comparison: gtsummary vs. tfrmt vs. rtables

Feature

Primary Philosophy

Syntax Style

Learning Curve

gtsummary

Analysis + Formatting:
Performs the math and
styles the output
simultaneously.

Tidyverse-friendly, pipe-
based (5%>%S).

Low: Very intuitive for
standard summaries.

tfrmt

Metadata-Driven
Formatting: Decouples
the analysis from the
display logic.

Declarative metadata
objects.

Medium: Requires
understanding the ARD
format.

rtables

Layout-First Structure:
Defines a rigid
hierarchical "tree" before
applying data.

Structural "Layout"
functions (e.g.,
split_rows_by).

High: Steep curve to
master the layout/tree
logic.



NEST 2.0

A B BsourceonSave ® - T E B ESouce -
(gtsummary)

(tidyverse)

L trial %>%
select(trt, age, grade, response)|

5:37 (Top Level) -




Pharmaverse examples

https://pharmaverse.github.io/examples/

pharmaverse examples

-

pharmaverse

> xampl]as

Introduction

SDTM

ADaM

TLG

Documents
Slides

Documents

Interactive
Logs

pharmaverse examples

The true beauty of pharmaverse (and open source in general) is when efforts from various different develc
whole greater than the sum of the individual parts. By design in R, no single package will ever completely c
we can make complex tasks increasingly simple.

s

This book contains end-to-end examples of using pharmaverse packages together to achieve common clin
Tables/Listings/Graphs. The examples use consistent source test raw datasets from {pharmaverseraw}, SD
{pharmaverseadam} respectively.

We'll endeavour to include a selection of examples here over time, e.g. to help users when trying out the p:
(such as Oncology or Vaccines) analyses.

Note that this examples book should only be used to show how collections of packages can be used in conj
package usages would always be covered in the package site vignettes and no need to repeat here.

Riinnine the examnlec



https://pharmaverse.github.io/examples/
https://pharmaverse.github.io/examples/

Pharmaverse examples (FA3)

https://pharmaverse.github.io/examples/
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https://pharmaverse.github.io/examples/
https://pharmaverse.github.io/examples/

Rtables word document output

* export_as_docx N
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AutoslideR Workflow

ITT:
title: Intent to Treat Population - program: t—?m—Sllde . _ o
diti o titles: Patient Demographics and Baseline Characteristics
condition: ITTFL ==¥ footnotes: 't _dm slide footnote"
target: adsl - paper: L6
type: slref filters.yml spec.yml cuffix: ITT
SER: args:
title: Serious Adverse Events arm: "TRT@1A"
condition: AESER —= 'y vars: ["SEX", "AGE", "RACE", "ETHNIC", "COUNTRY"]
target: adae
type: anl

TLG objects

Patient Demographics and Baseline Characteristics, Full <
Ooptional Analysis Set
comprehensive templates for users to start
with

c: "
B: Placebo Combination All Patients

79 (69%) 82 (61.2%) 70 (63%) 231 (57.8%)

F
M 55 (41%) 52 (38.8%) 62 (47%) 169 (42.2%)
Age
Median 33.00 35.00 35.00 34.00
21.0-50.0 21.0-620 20.0-69.0 20.0-69.0

Min - Max

t_dm_slide footnote
Confidential and for internal use only;



Why Al Excels at Understanding DOCX Tables

Explicit Hierarchy and Relationships
Rich Metadata and Properties
Standardization and Predictability
Separation of Content and Presentation



Focus on the use case, not Al

Al

TAYLOR
SWIFET
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use Case



The Structural Skills Gap

The Statistical Programmer

 Extensive clinical domain expertise

* €.9., deep understanding of study
protocols, therapeutic areas, and
patient data nuances

» Deep understanding of CDISC, SDTM,
and ADaM standards

» Mastery of legacy workflows and
end-to-end clinical reporting

The R Package Developer

92

» Deep software engineering principles
» Advanced R development capabilities

 Creating robust, efficient, and solid R
packages

The Aviary catalog requires both. Crossing this gap

traditionally requires years of specialized study.

A NotebookLM



Bypassing the Learning Curve

Depth of

Understanding ||

& Programming
Skill

DEPTH OF UNDERSTANDING &
& PROGRAMMING SKILL

‘ \
LIMITED TIME \  /HOW TO EXCEL |
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The Long Path:

High effort,
years of study

CODE GENERATION '.l

Q- 588  The NEST 2.0 Catalyst Drop: (0l
) @‘0". (WXLl Zero installation. Zero configuration.
.- SUGGES

Immediate access to solid R
PACKAGE package development.

 TEMPLATE

e AITOOLSTO
BRIDGE THE GAP FROM
SURFACE TO DEEP END

EXPLAINABILITY

Y T
BASIC N
| PROGRAMMING \ \
E \
Sl DATA
2| MANIPULATION
8 { o A\
e
2| ADVANCED
8| R DEVELOPMENT |
0 I . Il
2| SOFTWARE ENGINEERING
PRINCIPLES
SOLID R PACKAGES

v (e.g., NEST PROJECT)

~SOLID R PACKAGE DEVELOPMENT
(NEST PROJECT)

Breadth of
Clinical
Reporting
Knowledge




The Al Catalyst Toolkit

—-| Template Creator Catalog Reviewer
/<k (Gemini) B‘; (NotebookLM)

P fiMmary 1 code Generation & Scaffolding | Automated Sanity Checks & QC
Function

Required | TLG Catalog programming Output documents (.docx) paired
Input notes and prompts with source scripts (.R)
Expected | Core template files (R/, inst/, Diagnostic validation notes and

Output tests/) bug reports

A NotebookLM



Summary

NEST team contributes 11 R packages towards pharmaverse
initiative, and continuously working closely with other project teams
shaping the future of clinical reporting using R

NEST 2.0 workflow streamlines the work process without creating a
table shells, and use analysis result data

We extend the TLG creation process downstream to document
generations in docx and pptx

The documents can interact with Al for insights generation
We use Al to accelerate our output creation and checks
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