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COntent ® RBQM Industry Evolution
® QMS: RBM and RBQM

® QMS Ecosystem and RBQM Integration
® Analytics: Quality Processes and Quality Events
® Continuous Improvement and Change Management

® Immersive experience for process re-design
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Quality Management System (QMS): RBM vs RBQM focus areas

RBM FOCUS:

Assess and monitor study and site level
risks

Routinely manage and analyze study
GCP risks

Use statistical algorithms to detect risks
and issues

Improve resource allocation by focusing
on the greatest risks

Examples:
Data Entry Delays
AE/SAE rates
Protocol Deviations Rate
Missed Assessment Rates

RBM

RBQM FOCUS:

Assess underlying GCP process risks

Provide actionable insight for the
enterprise level

Detect processes representing consistent

risks across protocols, regions and
portfolio

Identify potential deficiencies in the
preventive actions and control of the
quality events

Examples:

Process risks: IRT errors, Training
compliance, Pl oversight, monitoring
adherence

Performance risk factors: Avoidable
protocol amendments, clinical supply
delays etc.

Quality events indicative of the enterprise
level risks such as CAPA inefficiency,
Breaches, Significant Deviations

© 2021 ZS | Confidential 5



Integrating with the internal QMS ecosystem

Quality Oversight Strategy

QMS Principles
Document what to do
Processes
D t how to do it -
ocument now 10 do | EQ

Do what you write

Capabilities
Quality Events

ee

Change Management and Quality Culture

Prove it

Improve it
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o GCP processes across enterprise: Studies, Sites,
Regions and Portfolio level

_?fé\? 9 Customized thresholds reflecting company processes and
industry standards

Capabilities:
how to enable \
oversight of

> 9 Actionable insight and deeper understanding of the risks

° L ‘)
Quality Risks ) 6

Ability to control, evaluate and proactively monitor risks

9 Provide right level of oversight across different processes:
quality, data management, compliance, monitoring etc.

m 6 Collaborate to establish foundation for continuous
improvement and change management




Capabilities: analytics worktlow design considerations
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Key business questions

Key process risks

Variability of risks across
levels (portfolio, region, study)

Change of risks over time

Additional processes impacted
by risks

Executive Summary Process Vendor Study Risk
StudyView  Region/Country View Site View
Study View =
Studies: 305 Countries: 32 @ raed Target @ MetTarget O NoTarget Value <75% Underperformers
Data Biostatistical Medical
Clinical Site  Acquisition and Clinical Analysisand  Clinical Study ~ and Safety Informed Investigation Clinical Trial ~ Overall Process
Studies + Protocol Monitoring Data Quality Supply Reporting Report  Monitoring Consent eTMF Brochure  Transparency Health T
25000-003 3/6 9 5/5@ 3/6 9 3/40@
Executive Summary Process Vendor Study Risk
75000-009 176 9 1/5¢ 176 @ 1/4 0@ -
Study View » Study Deep Dive
Z5000-010 2/6 @ 2/5 @ 2/6 @ 2/4 0@
Mexico 750% i
25000-012 5/6 @ 1/5 @ 5/6 @ 3/40 =
USA 875%
25000-013 6/6 @ 5/5 @ 6/6 @ 4/4 0@ ’
> APAC 750% [
Z5000-015 5/6 @ 5/5 @ 5/6 @ 3/40 adlad
25000-020 5/6 @ 2/5 @ s/6Q 2/49Q
Site Performance: % Issues Closed on Time =
25000-220 4/6 @ 1/5 @ 416 @ 1/4 €
Target =70%
Z5000-030 5/6 @ 4/5 @ 5/6 @ 4/4 0 | I
. - = a i (( ) D _.i
0% 25% 50% 75% 100%
Detailed View = Sort By Type
O raiedTarget @ MetTarget O NoTarget Value <75% Underperformers
Site Monitor Visit
% Issues % Open Issues % Adherence to % Data Source Reports Submitted % Trainings
Country Closed Addressed Monitoring Document and Approved on Completed by Site Quality
Name Site onTime onTime Visits Verified Time Site Monitors Score
Spain Site A794 97% @ 9%6% @ 97% @ 94% O 98% @ 93% @ 87.5%
Argentina Site A794 28% @ 34% @ 10% €@ 68% O 40% O 40% @ 37.5%
Austeali Sita 4204, . 25006,

© 2021 ZS | Confidential




Metrics: How do you measure your processes?

ICH Major Areas:

e Design and Conduct

¢ Reporting and Records
e Subject Protection

e Compliance

Metrics design:

Process: Global Level Summary =  oOncology  Phase3

Studies: 305 Countries: 32 0 Failed Target 0 Met Target O No Target Value

Dec 2020-May 2021

<75% Underperformers

® Processes are mapped to ICH
area

e Metrics represent processes

e Balance of leading and lagging
metrics within the process

¢ Quality events as multi-
dimensional assessment of the
processes

e Historical trends and outliers

Significant
Process Protocol Serious Audit HA Inspection
ICH Major Areas Process Control KPI Training Deviation Breaches Findings Findings CAPA
Design & Conduct Clinical Protocol Lt 3/40 2/2Q 171 17118 (X v] 0® N/A O
Site Monitoring Ll 1/5¢ 1129 17110 1711¢ 20 29 1769
Data Acquisition and Data Quality sl 2/28 N/A O N/A O N/A @& 10 1@ 5/6@
Process » Deep Dive
| |
Summary Deep Dive by Study Deep Dive by Process Control KPIs Deep Dive by Verticals | |

Deep Dive Summary =  Oncology  Phase3  Dec2020-May2021  Site Monitd

Process Performance =

Process

Metric 4 Performance 11 Expand
% Issues Closed on Time /'\/_/ 78% @ 5z
% Open Issues Addressed on Time /\/_/ 3% @ ; :
% Adherence to Monitoring Visit v\/\ 80% O 3 :
% Data Source Document Verified \/\ 70% O : :
Site Monitor Visit Reports Submitted /—N 97% @ o

and Approved on Time




Example of process risk review (1): Is 1t really study level?

Q Multiple process risks in
the study

€©) Isitreally study level
risks?

Study View Region / Country View Site View
Study View = [N
Studies: 305 Countries: 32 0 Failed Target 0 Met Target O no Target Value <75% Underperformers
Data Biostatistical Medical
Clinical Site  Acquisition and Clinical  Analysisand  Clinical Study  and Safety Informed Investigation Clinical Trial ~ Overall Process
Studies + Protocol Monitoring Data Quality Supply Reporting Report  Monitoring Consent eTMF Brochure  Transparency Health T.
Z5000-003 3/6 ¢ 5/5 @ 3/6 9 3/4@ 3/6 © 3/6 ©@ 3/6 9 3/40 3/6 ©® 3/6 © 3/6 ¢ 37.5%
ZS000-009 176 © 1/5 © 176 @ 1/4 @ 176 @ 176 @ 176 @ 174 @ 1/6 @ 176 @ 176 @ 75.0%
Z5000-010 2/6 © 2/5 @ 2/6 @ 2/4 0 2/6 @ 2/6 @ 2/6 @ 2/4@ 2/6 @ 2/6 @ 2/6 @ 87.5%
Z5000-012 5/6 @ 1/5@ 5/6 @ 3/40 5/6 @ 5/6@ 5/6@ 3/40@ 5/60 5/6 @ 5/6 @ 87.5%
Study Deep Dive =  2Z5000-003 Site Monitoring
ybeep Overall Health Score [l =75% <75% 9
Geography Overview =
Overall
Geography + Health Score T1
g
v Americas 875%
Brazi 375% |- ’S
x|
Canada 125% [ i
Mexico 75.0% I
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Example of process risk review (2): quality events perspective

) ) Process: Global Level Summary =  Oncology Phase3  Dec2020-May 2021
© Quality Events risks:
Studies: 305 Countries: 32 0 Failed Target o Met Target O No Target Value <75% Underperformers
¢ Important Protocol
Deviations Significant

Process Protocol Serious Audit HA Inspection Overall Process
e Serious Breaches ICH Major Areas Process Control KPI Training Deviation Breaches Findings Findings CAPA Health
e Audits Design & Conduct  Clinical Protocol L 3/4Q 2120 1/1Q 1710 00 00 N/A O 87.5%
® Inspections Site Monitoring L 1154 120 1110 1714 20 20 1764 25.0%
e CAPA Data Acquisition and Data Quality |« 2/2@ NAO N/AO N/A @ 10 10 5/6@ 75.0%
Record / Report Clinical Supply Ld 1 /30 1/20 3/60 0/10 10 50 3/60 25.0%
Bio statistical Analysis and Reporting Ll 3/130 2120 1/1@ 1@ 10 20 6/6® 100.0%
Clinical Study Report k! 110 120 1110 1110 20 00 3/640 25.0%
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Quality Events Story and Advanced analytics (AI/ML,NLP)

Challenges with quality events
analytics

Lengthy and wordy

v Subjectivity of classification
and categorization

Inconsistent approach to
categorization

Need for AI/ML to build
analytics

OVerview Areas of Findings Classifications

Findings Across Regions

®) Findings / Report

Total Findings
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Countries Auditors

Sentiment Score Over Time Classification: Al

Proportions of Findings Across Regions

pand @) Areas of Findings Classifications Region: Top 5 Regions
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Insight from the
quality events
analytics: trends

and patterns

. > 1,500 Findings

[l 1.000-1,500

[ 500-1,000 <500

Proportions of Classifications Across Country

Proportion of Findings (%)

Countries

USA China Columbia

UK




Advanced
analytics:

Sentiment Score

Sentiment analysis of Audits, Inspections and other
quality events records can help to reduce subjectivity,

identify isolated critical issues requiring immediate
action and improve consistency of the classification

Countries Auditors

Sentiment Score Over Time Auditor:  Combined All Classification:  All Area of Finding:  All View: Average Trend Individual
(X o
° PPN @ ®e o ® - [
°® 00 _c,00%0 $ 00 ,0.° 0. C0.0.%0 ¢ . 00.% o .®
o0 o e _© % o o o o® %® o )
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High risk processes: collaboration and change management

Quality process risks require
investigation and collaboration

Organization should demonstrate
consistency in their approach and
continuous improvement efforts

Continuous improvement require
change management and
establishing Quality culture

Significant
Process Protocol Serious Audit HA Inspection Ovi
ICH Major Areas Process Control KPI Training Deviation Breaches Findings Findings CAPA
Design & Conduct Clinical Protocol Lt 3/4@ 2/2@ 1710 1710 0Q 00 N/A O
Site Monitoring Ll 1/5¢ 172¢ 1710 1711€ 20 N 20 1764
Data Acquisition and Data Quality |s! 2/2@ N/AO N/AO N/A @ 19 10 5/6@
Record / Report Clinical Supply L 1/3¢ 1729 0/1¢ 0/10 10 N/A O 3/6Q
Heperrody is placeholder text for a comment left by another user. This is
placeholder text for a comment left by another user.
Signit
Pro
Dev
Janice Jane 21 Jun, 11:01am
17 This is placeholder text for a comment left by another user.[This
il is placeholder text for a comment left by another user. This is
10 placeholder text for a comment left by another user.
N/ This is placeholder text
o/
1/ 9:21am ’”
i This is placeholder text for a comment left by another user. This
17 is placeholder text for a comment left by another user. This is
placeholder text for a comment left by another user.
o/
14 Post a Comment
Add a comment. @mention to notify someone
14
N/
14

— Close ;E!
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ENABLING CHANGE MANGEMENT

Investment into new processes and technology need to be balanced with
investment into people. Change management is essential in driving continuous

improvement requiring new behaviours
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Can you follow your processes?

A process is thus a specific ordering of work activities across time and space, with a beginning and
an end, and clearly defined inputs and outputs: a structure for action

- Davenport




Process redesign require collaboration and behaviour change

Uncover understanding

Define the why

Communicate the
value of initiative to
organization
— from leadership to
department heads

Drive understanding

Establish clarity and
understanding around
new way of working and
role of individual

Encourage change

Enable action

Encourage trial and
application through
interactive experiences
and gamification

Empower habit

Recognize and reward
successes and create
advocates
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Immersive experience helps to envision end-to-end process
journey and to collaborate

Facilitated virtual plenary presentation
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®
1. Introduction

A quick reiteration of the vision
and journey that to advance
engagement. Customized for
each organisation.

)0}
RE

l

2. Explanation

Open the ‘black box’ to clarify
the workings of the tool and
the transparency and support
it creates between you and
other functions.

Welcome to
the Road Trip

Virtual team game

)

l

3. Game Simulation

Build knowledge and habits to
operate in a new workflow
using immersive, game-like
environment and suggestions
in interactive mode.

#:

Welcame to
PharmaCo

Virtual plenary discussion

Q
(%)
oo}

l

4. Reflection

Reflect on the game, discuss
best strategies and recap on
the documentation points,
consequences of actions,
roles and impact over time.
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Contact

Vera Pomerantseva

vera.pomerantseva@zs.com
+1 (609) 216-3877
+1 (609) 865-8227

Questions @?

LinkedIn: https://www.linkedin.com/in/vera-pomerantseva-7568145/
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