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Digital Transformation

Process,
Analytics & Tool & System

Reporting Workflow Integration
Automation

e Business Intelligence e Automated workflows e Integration of
Software e Embedding technology workflows, processes,

e Power Point to improve processes core functions into

e Excel systems e.g. EQMS

e Collation of data

Al & Gen Al

Increasing Capability
by embedding Al
Gen Al to automate
tasks or to transform
documents, text etc.
into useable data
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A new chapter for SQO...
one platform, five service areas

Inspection

|
c - Readiness
= Monitor clinical study

quality (formerly SQO)

QA Oversight
e DD Manage audits, CAPAs, and

organisational quality metrics

Storyboard

Keep everyone on
the same page

Forecasting Tools

Anticipate inspections.
Audit smarter.

Advanced Quality
Intelligence

Framework for Organizational
Quality Signals (FoQus), and more
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Al Capabilities and Use Cases

Automation & Productivity

* Creating Meeting Minutes Automatically
* Summarizing Documents



Problem
Turning vast amounts of textual information into usable data

Quality Events
Reports

Regulatory and
Compliance
Documentation

Protocol Deviations

Adverse Event
Narratives

Investigator and Site
Communications

Study Participant
Feedback



Turning vast amounts of textual information into usable data

How do we turn this...

Lorem ipsum dolor sit amet, consetetur sadipscing  |orem ipsum dolor sit amet, consetetur sadipscing
elitr, sed diam nonumy eirmod tempor invidunt ut  glitr, sed diam nonumy eirmod tempor invidunt ut
labore et dolore magna aliquyam erat, sed diam  |abore et dolore magna aliquyam erat, sed diam
voluptua. At vero eos et accusam et justo duo voluptua. At vero eos et accusam et justo duo
dolores et ea rebum. Stet clita kasd gubergren, no  dolores et ea rebum. Stet clita kasd gubergren, no
sea takimata $anc | orem ipsum dolor sit amet, consetetur sadipscing >tus est Lorem ipsum dolor sit
amet. Lorem ipsur glitr, sed diam nonumy eirmod tempor invidunt ut M dolor sit amet, consetetur
sadipscing elitr, s¢|abore et dolore magna aliquyam erat, sed diam  2d diam nonumy eirmod tempor

invidunt ut labore yoluptua. At vero eos et accusam et justo duo et dolore magna aliquyam erat,
sed diam voluptuz golores et ea rebum. Stet clita kasd gubergren, no 1. At vero eos et accusam et justo
duo dolore_s et ea gga takimata sanctus est Lorem ipsum dolor sit rebum. Stet clita kasd gubergren,
no sea takimata s amet, Lorem ipsum dolor sit amet, consetetur :anctus est Lorem ipsum dolor sit

amet. Lorem ipsur sadipscing elitr, sed diam nonumy eirmod tempor  m dolor sit amet, consetetur
sadipscing elitr, s¢invidunt ut labore et dolore magna aliquyam erat,  2d diam nonumy eirmod tempor
invidu_nt utlabore sed diam voluptua. At vero eos et accusam et justo et dolore magna aliquyam erat,
sed diam voluptuz duo dolores et 1 | orem ipsum dolor sit amet, consetetur sadipscing accusam et justo
duo dolores et ea no sea takimat: elitr, sed diam nonumy eirmod tempor invidunt ut 2 kasd gubergren,
no sea takimata s amet. Lorem ip: |abore et dolore magna aliquyam erat, sed diam T ipsum dolor sit
amet. sadipscing elitr, yoluptua. At vero eos et accusam et justo duo
Lorem ipsum dolo invidunt ut1abo dolores et ea rebum. Stet clita kasd gubergren, no
elitr, sed diam nor Sed diam volup’ sea takimata sanctus est Lorem ipsum dolor sit
labore et dolore rr duo dolores et 1 amet, Lorem ipsum dolor sit amet, consetetur
voluptua. At vero | N0 sea takimat: sadipscing elitr, sed diam nonumy eirmod tempor
dolores et ea rebL.2Met. . ... ... invidunt ut labore et dolore magna aliquyam erat,
sea takimata sanctus est Lorem i sed diam voluptua. At vero eos et accusam et justo
amet. Lorem ipsum dolor sit amet duo dolores et ea rebum. Stet clita kasd gubergren,
sadipscing elitr, sed diam nonumy no sea takimata sanctus est Lorem ipsum dolor sit
invidunt ut labore et dolore magnz amet. Lorem ipsum dolor sit amet, consetetur

sed diam voluptua. At vero eos et sadipscing elitr, sed diam nonumy eirmod tempor
duo dolores et ea rebum. Stet clit: invidunt ut labore et dolore magna aliquyam erat,
no sea takimata sanctus est Lorer sed diam voluptua. At vero eos et accusam et justo
amet. Lorem ipsum dolor sit amet duo dolores et ea rebum. Stet clita kasd gubergren,
sadipscing elitr, sed diam nonumy no sea takimata sanctus est Lorem ipsum dolor sit
invidunt ut labore et dolore magnz amet.

sed diam voluptua. At vero eos et accusam et justo
duo dolores et ea rebum. Stet clita kasd gubergren,
no sea takimata sanctus est Lorem ipsum dolor sit
amet.

stetur sadipscing
por invidunt ut
erat, sed diam

et justo duo

sd gubergren, no
ysum dolor sit

, consetetur
"eirmod tempor

1 aliquyam erat,
accusam et justo
a1 kasd gubergren,
n ipsum dolor sit

, consetetur

' eirmod tempor
INVIUUIIL UL IdpVle gL uoivle maygna aliquyam erat,
sed diam voluptua. At vero eos et accusam et justo
duo dolores et ea rebum. Stet clita kasd gubergren,
no sea takimata sanctus est Lorem ipsum dolor sit
amet.



Turning vast amounts of textual information into usable data

How do we turn this... into this?

Lorem ipsum dolor sit amet, consetetur sadipscing  |orem ipsum dolor sit amet, consetetur sadipscing

elitr, sed diam nonumy eirmod tempor invidunt ut  elitr, sed diam nonumy eirmod tempor invidunt ut STATSTIC GRAPH
labore et dolore magna aliquyam erat, sed diam  |abore et dolore magna aliquyam erat, sed diam 02
voluptua. At vero eos et accusam et justo duo voluptua. At vero eos et accusam et justo duo o

dolores et ea rebum. Stet clita kasd gubergren, no  dolores et ea rebum. Stet clita kasd gubergren, no
sea takimata $anc | orem ipsum dolor sit amet, consetetur sadipscing >tus est Lorem ipsum dolor sit
amet. Lorem ipsut glitr, sed diam nonumy eirmod tempor invidunt ut  m dolor sit amet, consetetur
sadipscing elitr, s¢|abore et dolore magna aliquyam erat, sed diam  2d diam nonumy eirmod tempor

invidunt ut labore yoluptua. At vero eos et accusam et justo duo et dolore magna aliquyam erat,
sed diam voluptuz golores et ea rebum. Stet clita kasd gubergren, no 1. At vero eos et accusam et justo
duo dolores et ea gea takimata sanctus est Lorem ipsum dolor sit rebum. Stet clita kasd gubergren,
no sea takimata s amet, Lorem ipsum dolor sit amet, consetetur anctus est Lorem ipsum dolor sit

amet. Lorem ipsur sadipscing elitr, sed diam nonumy eirmod tempor  m dolor sit amet, consetetur
sadipscing elitr, s¢invidunt ut labore et dolore magna aliquyam erat, 2d diam nonumy eirmod tempor
invidunt ut labore seq diam voluptua. At vero eos et accusam et justo et dolore magna aliquyam erat,
sed diam voluptuz 4o dolores et  Lorem ipsum dolor sit amet, consetetur sadipscing accusam et justo
duo dolores et €a ng sea takimat: elitr, sed diam nonumy eirmad tempor invidunt ut 2 kasd gubergren,
no sea takimata s amet. Lorem ip: |abore et dolore magna aliquyam erat, sed diam T ipsum dolor sit W T
amet. sadipscing elitr, yoluptua. At vero eos et accusam et justo duo
Lorem ipsum dolo invidunt ut1abo dolores et ea rebum. Stet clita kasd gubergren, no

‘ -
elitr, sed diam nor Sed diam volup sea takimata sanctus est Lorem ipsum dolor sit

labore et dolore r duo d°|?fl'(3_5 ett' amet. Lorem ipsum dolor sit amet, consetetur ;F:gtr '2:5’2?;;‘
no sea takimat: i i i i i 4
voluptua. At vero 1 sadipscing elitr, sed diam nonumy eirmod tempor 1%y l l /_

stetur sadipscing

dolores et ea rebL.2Met. . ... ... invidunt ut labore et dolore magna aliquyam erat, «d guberaren. no
sea takimata sanctus est Lorem i sed diam voluptua. At vero eos et accusam et justo ;sugm dolc-c')r si‘t
amet. Lorem ipsum dolor sit amet duo dolores et ea rebum. Stet clita kasd gubergren, consetetur
sadipscing elitr, sed diam nonumy no sea takimata sanctus est Lorem ipsum dolor sit :ein'nod tempor
invidunt ut labore et dolore magnz amet. Lorem ipsum dolor sit amet, consetetur  aliquyam erat
sed diam voluptua. At vero eos et sadipscing elitr, sed diam nonumy eirmod tempor acc?;s);m ot 'us;to
duo dolores et ea rebum. Stet clit: invidunt ut labore et dolore magna aliquyam erat, 1 kasd guberjgren
no sea takimata sanctus est Lorer sed diam voluptua. At vero eos et accusam et justo 1 ipsum dolor sit ’
amet. Lorem ipsum dolor sit amet duo dolores et ea rebum. Stet clita kasd gubergren, consetetur
sadipscing elitr, sed diam nonumy no sea takimata sanctus est Lorem ipsum dolor sit :eirmod tempor l l l '
invidunt ut labore et dolore magnz amet. . |

sed diam voluptua. At vero eos et accusam et 'uéto INVILUIIL UL IdDUTE eLUUILVTE Ay aliquyam erat,
ptua. - ! sed diam voluptua. At vero eos et accusam et justo
duo dolores et ea rebum. Stet clita kasd gubergren,

. : ..’ duo dolores et ea rebum. Stet clita kasd gubergren,
no sea takimata sanctus est Lorem ipsum dolor sit f ) .
amet no sea takimata sanctus est Lorem ipsum dolor sit
’ amet.




NATURAL LANGUAGE
PROCESSING
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1. Topic Modelling

Topic Modelling is a technique
in NLP which enables it to
understand the context and
meaning of words in
sentences, consequently

grouping them into topics.

Uncovering hidden

Creating categories
themes

Intertopic Distance Map
D2
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1. Topic Modelling

e Study Quality Cversight

QEs specific category
This Power Bl report allows us to delve deeper into the Quality Event (QE) categories, providing 2 more specific view of these events. \We can now analyse detailed descriptions of each —

category, examine their distribution across different countnes, and compare associated risks over the years, The report also highlights QEs that are similar in nature and groups them waithin (@ Select ar drao Saids to populste this

relevant topics, enabling a more precise understanding of each individual QE. .

risa_clasmfcation

HumanReadableName country quality_issue_type depariment . 71

A A rizica Major Minor

SAP F3| Amendment A

Ne. of OEs in this cateaory

#Topics across countries

“Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do
eiusmod tempor incididunt ut labore et dolore magna aliqua. Ut
enim ad minim veniam, quis nostrud exercitation ullamco laboris
nisi ut aliquip ex ea commodo consequat. Duis aute irure dolor in
reprehenderit in voluptate velit esse cillum dolore eu fugiat nulla
pariatur. Excepteur sint occaecat cupidatat non proident, sunt in
culpa qui officia deserunt mollit anim id est laborum.”

GRITmany Uinitsd Stanes.

isk_classification @ Crivical @ Major @Minor @ Count of guality_svant_reference QES Within thiS topic

Sl |\ Jl

i

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do
riusmod tempor incididunt ut labore et dolore magna aliqua. Ut

QE-363810

"Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do
eiusmod tempor incididunt ut labore et dolore magna aliqua. Ut
enim ad minim veniam, quis nostrud exercitation ullamco laboris
nisi ut aliquip ex ea commodo consequat. Duis aute irure dolor in
reprehenderit in voluptate velit esse cillum dolore eu fugiat nulla
pariatur. Excepteur sint occaecat cupidatat non proident, sunt in

o culna aui officia deserunt mollit animuid est labooum ™.

Lount of quanty _event_rererence

4 Qe G

Quarier

TUDY QUALITY OVERSIGHT | Clinical Operations Last Refresh Date
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1. Topic Modelling

QE categories across Ql, Audits, Inspections and Supplier Findings % p‘f:‘.’: sy

These vesuals show ooly those categones that are present across all Quality Event Types Quality issues. Audts, inspection Findings and Suppber Findings

0 ZeMcs o a0 Selan 45 Dopuee
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Cemd dxy

»

22000 wiks B
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ety _event_type @S.opier Fndng BOualty tue Birgpecton Frang 8 Aust Fngrg

Late Reported SAE

Temperature Excursion

ICF Template

<

v |

Missed Test

Phone visit

HumanReatabieName

0 150
Count of quatity_cvent reference
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2. Text classification

s

Quality Event

B

Minor

™

Major

Critical

upervised machine learning task using
rical labeled training data

lves categorizing new text data into
efined classes

s from examples and predicts the
gory a text belongs to based on its content
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2. Text classification

example. Protocol Deviations

Protocol Deviations

Y A

Important Protocol
Deviations

Classification Algorithm

o Class A

Class B
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2. Text classification

example. Adverse Events

Y A

Classification Algorithm

o Class A

Class B
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Al Capabilities and Use Cases

Decision Support & Analytics

* Risk scoring
* Country/site selection based on factors
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11 o mtem ahes B oty

InSite TOO' 1 p Sty Chanbty Oversight

inSite tood is used to predict likelihood of inspection at the site. | serves as a comprehensive repository for site-related information. Currently, our data is primarily sourced clinical operations data mart,

which undergoes weeidy refreshes. Audit and Inspections data also originate from VQV. The tool encompasses a wide range of information, including details on studies, site enroliment and adverse event,
protocol deviations, and quaity-related data. Indusion/Exclusion Criteria: **Study Type:** Interventional internal and Interventional Outsourced, **InSite Score** Ondy available for BioPharma and @ C ACTION CARD )
Oncoiogy studies.
Study Code Study Acreeym Country TA Code Study Status Study Site Status Investigator Study Site Number Inspection
All Al Al Al v Al A3 Al Al

Table 1: Study Related Information
Study Type Study Sponsor Study Code Study Acromymn Study Phase Busaness Uit Indication(s) 1 ]

732

Patcaty Kandomuzed

Table 2: Site Data » InSite Score ®
Study Code Study Site Country Screened Randomized Non IPDs IPDs Quality index Rag Status Inspection Reason  Inspection Likelihood InSite Score ) 1 003
Number ’
= Fatigats Screened
Foave 2 n 43 " 5404
Unitec St3tes of America Pt " N I Grwen Pre Agprosal "
Seoen 23 s 103 1 Geeen P Approwal 59
South Koma . | M n 0 Pre-Agprowal vald
nsby i3 15 " 1 Geeen Pre Approwal 14 75
Solare " " 1% 1 PO g
Table 3: Site. Country and Investigators Table & Sites with Audits and/or Inspections
Stwdy Code  Study Site Number Country Study Site Status  Principal Investigator ) Study Code  Study Site Number  Study Status Regulatory Authority  Inspection Date 2 9" 5
- o > Country 2
Carada Cancediad . . . NS S— S Non W0z
Carads Cancelied Chma ~OITON NM2A - China 2024-08-20
Carada Cancetied Chea Audit
Carada Canceliad U Audit
Carada Carceliag o 1A -E M 15 N 84 g
Cina Cancafied Honary AUt « Inspection  EMA - Turcpaen Medicmas  2024-07-13 4 ativo

Agency
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Al Capabilities and Use Cases

Planning

* Predictive analytics — demand planning
e Patient enrollment prediction by month



Al Capabilities and Use Cases

= Study CQuality Cwersight
Pre-Approval Inspection Forecast ————
Sluﬂ!_,l F'I'n|t|!'l MHarme Pl'ﬂlt{! Code Regian Prajecl: T-.rp-e Flanned SubmmEsion Date
Al All All Al I 170272025 & 1410200 &

O O

Forecast
Thavagstic Asea  RETR
-
e 1 N Ol M35 hov 125 Dec MOS Jon BOE  Fab HO6 A . . - - =
.Y
£ I :
* [ :
s i
EU _-
CN _
= : .|
ws i
= I
EU
o ——
- ]
E -
’ [
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Al Capabilities and Use Cases

Volume
of
Patients

Volume of Qls

20
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