Transformation of the Statistical Analysis
and Reporting Process Through Intelligent
Automation

Dong Fang
Pfizer, Inc.
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Al Opportunities
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\Whernenerare applying Al at Pfizer

< Pfizer is establishing Al-based services and capabilities that are
categorized under one or more of the following pillars |

Insights Engage Automate

Detect key patterns and Use mass personalization and Automate repetitive, knowledge
relationships from data in real-time influence desired actions to & natural language-rich, human-
to derive deep improve customer, patient and intensive
actionable insights employee engagement decision processes
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Examples:
Identification of Precision  Digital assistants to improve Automating document
Medicine Opportunities patient adherence and processing & quality control

maximize positive outcomes to streamline submissions




BigrDatatisitheNew: il

< IDC forecasted that by 2025 the global datasphere will grow to
163 zettabytes (that is a trillion gigabytes). That’s ten times
the 16.1ZB of data generated in 2016. > >80 T

used today;

> >90% of all data i
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Dataniaggingiis; Catcal

< Data Tagging, especially automated tagging, is an important
aspect of using Al.

< IDC estimated that by the end of 2025, only 15% of the data
in the global datasphere will be tagged and only one-fifth of
that will actually be analyzed.
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Source: IDC's Data Age 2025 study, sponsored by Seagate, April 2017

. Useful if Tagged
Tagged
Analyzed

. Touched by Cognitive
Analytics
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Digitization, Digitalization and
Digital Transformation
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New Business

Model » Digital Products
» Digital Business
» Business Models
Save Costs

 Business Process
» Digitalized Applications

Digitize ’\ e [nformation
 Data

Digitization « Accessibility
» Connectivity

Source: API Product Management




DIGIHZatL 6N

< The process of converting information into a digital (i.e.,
computer-readable) format, in which the information is

organized into bits.

Digitized data
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DIgialiZzatioen

< The process of considering how best to apply digitized
iInformation to simplify specific operations.

Digitized Data ; Extracting Text . Processing Text
Excel Document [ Reg EX] *
\/— i . i
ffice XML
| Open | P e
Word Document i i 1O\Len 3 00@
- i : NLTK M_gi processmg Natural
! i x..,miDNli_EP“!ﬁE_ language
' ' Elaggugge‘“;:;% processing
! Sitopwords
PDF Document . PDFminer & JSON R~
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<Digitalized Applications (Bot)>




DigialSlansformation

< The process of devising new business applications that
iIntegrate all the digitized data and digitalized applications.

Digitalize Protocol, SAP, ..., CSR End-to-End Document Automation
@y Design 1 \
+ Endpoint1 (AE, Vitals, efficacy)
— Visits
— Population

—  Statistical Method
Endpoint2

— Visits

— Population

—  Statistical Method

Study Design 2
Endpoint1 (AE, Vitals, efficacy)
— Visits
— Population
— Statistical Method

Endpoint2

* LoT
- Visits +  Mock Shells Modularized information stored in a central database
- ozl + SDTM Specs could be used to assemble and maintain documents
_ Statistical Method + ADaM Specs for all the functional line and eventually reduce cycle
. Qc time and ensure quality (consistency).
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SPecUMmIoifAutomation

 Highest Value

e Learns and makes
decision based on

insights Intelligent Automation

» Self-learning based
on previous

decisions .
Autonomic Platforms

 Minimal Coding We are here!

—Tl

e Rule-Based

* Repetitive Tasks Robotic Process Automation

 Limited to a few
applications

* Needs constant _ _
maintenance Script / Macro- Based Automation




Useraserinnovatuyve liools at Pfizer
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< A website has been built with embedded eight automated toolél,l &
across medical writing and statistical programming processes

Pﬁzel‘ CRDC CPW CI

Clinical Programming & Writing Continuous Improvement

Search this site... el (7]
feakiiitais Medical Writing Tools
Click on icon to choose different tool

About CPW

u G’_; =
About CPWCI ° i
Full User Guide

-
-
Provide Feedback
CSR Abbreviation and TLF CSR Table Generator v1.0 Prose Safety Narrative Generator SAR Generator vi.0
Reference QC Tool v1.1 (NarGen) v1.0

Get Support

Clinical Programming Tools

Click on icon to choose different tool
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Mock Shells Generator Programming Master CDARS Table Search Tool One-Click QC Toolkit v1.0
(MSGen) vi.0 Handbook v1.0
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UsereaseTAULe Q6 ol CSR

<+ Macro-based Automation

AAL

@ )

=) Structured
Templates

@ )

Protocol

‘v?

Other Docs |::> [ Workaround ]

o

Print hints on the interface
prompting users to manually
adjust documents’ key structures
based on predefined template.




Userease AuteoNarnrrative \Writing

“* Rule-based Automation (based on structured data)

Rule-based Data
Extraction

.

Data Exchange

Data in
DS;’::lfgty Pfizer Global ?::’;f’“’**’i‘::“‘mf;“f:_“‘*“““:::
LIRSS Style Rule Book sEE RS s LEE
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I e cgision of fe vesigatos, Gece was oot a ceasosebls prasibiliy et e eveat of K was
celated to the smadly drug, or Con o mediason of 3 ikl wial procedusr. Based on e
information provided, the swdy spomsor agreed = e ivesigyior Gt

Safety Narrative O —————
Template o
(MS Word)
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Useroaser AutoMockeShells Generation

Mockups Library Functionalities:

= Generate study-specific

List of Tables mock tables

= Allocate mock tables to
Graphic User correct sections

Interface (GUI)

a-| [wlegeir= niElpegl
" =

= |dentify sequence of = ===
mock tables from the List - i;‘_ S
of Tables

Meta Files

Buge ol B4 | o 186 | ) Bty | 5 ;_ga;;“;_;. T

Mock Shells = Bookmark mock tables

Doc Template

Automated generation of Mock shells document based on GUI
and metadata

MSGen_demo.wmv




USserease AULe SARNGIGING

>90% from CSR(S)
SAR Content
<10% from the SAP and protocol

SAR Generator — A content generation tool that can be used to create a draft SAR
by one click. The tool mimics following manual process for SAR draft 1 writing.

Delete instructional text in each section of the SAR
template

Copy and paste content from sources section by section

Update TOC, cross-reference, references, etc
Fix up formatting issues

SAR: Statistical Analysis Report
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Working together to win the
digital race!
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