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Industry Challenges

Unification and 
HarmonizationUse of Paper Data Integrity and 

Compliance
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Development of the introduction of Quality Systems

21 CFR Part 11

Replacement of 
manual processes 
with homegrown 

applications

Addressing specific 
compliance 
challenges

Fragmented quality 
systems

1990 Now
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Current fragmented quality system landscape

I. High cost of
integration
- manual work

II. Many resources
invested in validation

III. Longer training times 
for new employees

IV. Greater time
required to manage
each system
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Key Challenges



Silos Within Quality

Silos Across Development

Increased Outsourcing

Process Inefficiency

Redundant Information

IT Burden

Usage Issues = Incompleteness

Redundancy = Poor Quality

Uninformed Decisions, Insights

Lack of Coordination and 
Collaboration

Data Completeness and 
Quality

Disconnected Point Solutions
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Moving to Cloud

© Copyright 2016 Veeva Systems Inc., all rights reserved veeva.com  |

Licenses | Configuration | Customization | 

Hardware | IT Personnel | Training

Ongoing burden on IT | Maintenance Fees

Maintain and upgrade Hardware, network, 

security, database | Downtime | Apply fixes, 

patches and upgrades | Dependent application 

upgrades | Rewrite Customizations and 

Integrations | Performance Tuning

ON PREMISE

One Monthly Fee

Training | Implementation | 

Configuration and 

customization

CLOUD

VS.

Lower start up investment

Shorter time to deploy

Externally accessibleAlways the latest version

Faster innovation

Lower, predictable TCO

Scalable for actual needMore secure

© Copyright Veeva Systems Inc. All rights reserved. qualityone.veeva.com
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1
Initial

Heavy use of 

paper

- some defined 

process

2
Managed

Inconsistent 

processes 

- multiple legacy 

systems

3
Defined

Defined process

BUT limited 

leverage of data 

for proactivity

4
Data Driven

Data-driven 

processes, 

external 

collaboration and 

real-time metrics

5
Intelligent     

Data-driven and 

proactive 

processes with 

predictive 

analytics

REACTIVE PROACTIVE

Industry Current Maturity

Targeted Maturity State

Key Drivers for Continuous Improvement
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Modern Systems Enable Unification and Simplification

• Seamless 
interconnection with 
contract services 
partners

• Elimination of a risky 
disconnect point

• Easy to access <> Easy 
collaboration

• Industry cloud 
applications are 
delivered with robust 
best practices

• Massive requirements 
definition and 
configuration is no 
longer required

• Unification of multiple 
disparate quality 
applications onto a 
single platform

• Large business process 
& efficiency 
improvements

Standardization Unification External 
Engagement

• Modern consumer 
inspired user 
experience

• Always current with 
releases <> always in 
Compliance!

• An appreciating asset 
over time

Cloud
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PROCESS

QMS

CONTENT

QualityDocs

Validation Management

Station Manager

TRAINING

Training

LearnGxP

LAB

LIMS

Unified quality management
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• Unification of multiple disparate quality 
applications onto a single platform

• Seamless interconnections between processes 

• One harmonized quality data model

• Real-time reporting for deep insights and 
oversight

• Data-driven Quality Management

Integrated Quality Management 
System

Post approval 
Marketing 

Authorizations

APQR & 
QMRCAPAs

Complaints

Deviations

Controlled 
Documents

Unified & Connected

Quality 
Risk 

Management

Change 
Management

Training

Supplier 
Quality 

Management

Lab 
Investigations

Audits & 
Inspections
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Investigation/ RCA: 
Proactivity and Automation
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Select Veeva Customers
1,600+ customers with users in over 165 countries
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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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