402 REUNIAO ANUAL DO
COLEGIO DE INDUSTRIA

(RE)SHAPING PHARMA FUTURE
IN CHALLENGING TIMES

The Ups and Downs of
going Virtual in a Digital
Era

Y Wal
Jessica Navarro h ﬁj_!" \“%".; |§,
]

Veeva Systems UMARAES 2022

)

[



A 4 A .
! ‘ %
L "A‘\%'*«»‘w !g
UIMARAES 2022

Jessica Navarro
Strategy Senior Manager, Vault Quality

Veevd



=y
5 2
ard

aAA Y

g
/)

¥ GUMARAES 2022

Industry Challenges

Data Integrity and

Unification and
Compliance

Use of Paper Harmonization
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Development of the introduction of Quality Systems
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21 CFR Part 11

Replacement of
manual processes
with homegrown

applications

Addressing specific
compliance
challenges

Fragmented quality
systems

Copyright © Veeva Systems 2022

Veevd




\/

Current fragmented quality system landscape
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| Global Health
o Authorities
External Internal Deviations / CAPA O
Quality Quality —> Investigation System System .
_ L T A - |. High cost of
|7 Supply Chain Manufacturing - | \l/ T $ $ $ integration
Document
H Repositories H} Affiliates ‘ - manual WOFk
—> _—
g s T $ $ $ 4 Il.  Many resources
s s N2 . . . .
A A T cotaberation”| H | invested in validation
S Regulatory Systems
Partners / Vendors |1 L Portals <« \ . 1. Longer training times
v | Email |
" codenciopment | 0 () for new employees
) p Change ]
CDMOs | ‘ Audit System ‘ } Management ‘ I\VV. Greater time
\l/ NA NP Systems .
= : required to manage
Excel Spreadsheets m ECM System ‘ qQmMms ‘% T eaCh System
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Key Challenges
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Lack of Coordination and
Collaboration

05

Disconnected Point Solutions

Data Completeness and
Quality

\

Silos Within Quality

Silos Across Development

Increased Outsourcing

v

Process Inefficiency

Redundant Information

IT Burden
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Usage Issues = Incompleteness

Redundancy = Poor Quality

Uninformed Decisions, Insights
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Moving to Cloud ;,f»" 5% { N

ON PREMISE

Licenses | Configuration | Customization |
Hardware | IT Personnel | Training

Ongoing burden on IT | Maintenance Fees C LO U D

Maintain and upgrade Hardware, network, Training | Implementation |
security, database | Downtime | Apply flxeg, Configuration and
patches and upgrades | Dependent application customization
upgrades | Rewrite Customizations and
Integrations | Performance Tuning
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Key Drivers for Continuous Improvement
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REACTIVE PROACTIVE

Intelligent

Targeted Mgturity State

Industry Current Maturity i
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Data-driven Data-driven and
Heavy use of Inconsistent Defined process processes, proactive
paper processes BUT limited external processes with
- some defined - multiple legacy leverage of data = collaboration and predictive
process systems for proactivity real-time metrics analytics
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Modern Systems Enable Unification and Simplification
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Standardization Unification External
Engagement
HEN
!
]
*  Modern consumer * Industry cloud * Unification of multiple | * Seamless
inspired user applications are disparate quality interconnection with
experience delivered with robust applications onto a contract services
«  Always current with best practices single platform partners
releases <> always in * Massive requirements | * Large business process | * Elimination of a risky
Compliance! definition and & efficiency disconnect point
* An appreciating asset conflgurathn IS NO Improvements + Easy to access <> Easy
over time longer required collaboration
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Y Vault Quality Suite

Unified quality management
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PROCESS CONTENT TRAINING LAB
QMs QualityDocs Training LIMS
Validation Management LearnGxP
Station Manager

Vault Platform
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Integrated Quality Management o

SVSte m Supplier

Deviations Quality

Management
Unification of multiple disparate quality <:> o
applications onto a single platform QMR

\'/Vaqlt

Seamless interconnections between processes m Quality S
Marketing

One harmonized quality data model <:> ey YVl RIN

Real-time reporting for deep insights and Quality

Change
Risk Management
H Management
oversight Lab
Investigations

Data-driven Quality Management

Unified & Connected
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Investigation/ RCA:
Proactivity and Automation

CAPAs by Category

@ Additional Monitoring @ Change Procedure @ Document Change

@ Equipment Maintenance

@ Change Policy

@ Facility Maintenance
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CAPA Action (115)

Name =

CAPFA-000138

CAPA-000139

CAFA-000140

CAPA-000142

CAPA-000143

CAPA-000144

CAPA-000148
CAPA-000149

CAPA-000151

CAPA-000152

CAPA-000156

CAPA-000159

CAPA-000161

CAPA-000162

CAPA-000166

CAPA-000168
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Title

Re-Train Kyle for the Code
of Conduct

Re-train thomas

Train our staff for right pac
kaging!

Re-train
Re-training
Re-training Sarah

Re-Train staff (e.g. Greet)
Re-Train Sarah!

Re-train our Staff
Re-train Sarah
Re-train Rachel

Anna needs to be retraine
dona SOP

Re-training
Re-Training of related staff

Train study personnel on t
he new updated SOP.

Re-train staff to test deliver
ed products correctly

!
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Type

Corrective Action
Corrective Action
Corrective Action

Preventative Action
Corrective Action
Corrective Action

Preventative Action
Preventative Action

Preventative Action
Corrective Action

Preventative Action

Corrective Action

Corrective Action

Corrective Action

Corrective Action

Preventative Action

Category
Re-frain
Re-frain
Re-frain

Re-train
Re-train
Re-train

Re-train
Re-train

Re-train
Re-train

Re-train
Re-train
Re-train
Re-train
Re-train

Re-train
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V Development Cloud

Provide the operating system for the full product lifecycle
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Trusted Source

Y

Simplify IT

One User Experience

A 4 v
Capture Reduce Eliminate
. . Increase user silos,
information . upgrade and .
once across productivity maintenance streamline &
th ) . and adoption burd harmonize
e enterprise urden N
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THEIR FUTURE - OUR FOCUS
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Select Veeva Customers

1,600+ customers with users in over 165 countries

MOLECULAR
partners

Muregen
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Josep Resina
Associate Account Partner, R&D and Quality

Bernat Rocarols |
Solution Consultant, Quality
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Thank you
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