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The situation

Managing the rising cost, volume and complexity of regulatory compliance
is an increasing burden with no end in sight.
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The challenges

Key to your success is bringing together critical data, processes, technology and regulatory
expertise in a comprehensive, sustainable approach to regulatory information management.

Keeping up with
new and changing
regulations

High administrative
burden of
maintenance work

Breaking down silos
for timely access
to information

Disparate systems,
complex processes

Manual, high-touch,
repetitive work

Regulatory demands
in more countries

The solution
IQVIA RIM Smart.

Correspondence and commitments
Quickly, efficiently e-archive, track
and respond to health authority

communications

™ Product and registration tracking

Universal, portfolio-wide multi-level
tracking, reporting capabilities

Submission planning

Preparation, workflow, management
tools for dossier planning and
resource, time management

IQVIA RIM Smart

Viewer / archive Publishing and validation

—

Create, edit and validate eCTD,
NeeS and Paper submissions

Read, navigate eCTD, NeeS, other

e-submissions in varying views \/ \/ %
Content management \ Embedded RID
Create compliant, submission-ready content (eCTD); Up-to-date, country level

synchronized with MDM; automated reporting requirements

IQVIA RIM Smart delivers fully integrated, technology-led, intelligent management of the complete regulatory lifecycle
so you can focus on what you do best - getting safe, effective products to market and keeping them there. It automates
high-volume tasks, boosting speed, accuracy and efficiency, lowering costs, improving data quality and enabling global
visibility across the portfolio. RIM Smart is the only solution with an embedded regulatory information database (RID).

Key benefits

Inter-connected

* Regulatory intelligence
database embedded
in the software

« Will seamlessly integrate
with IQVIA's safety
and quality systems

+ Compatible with multiple
CMSs and virtually every
IT environment

Fast and accurate
Automates high-volume,
routine tasks
Dramatically reduces
cycle times
Improves data quality and
compliance performance
Consumer-grade Ul enables
rapid adoption, higher ROI Intelligent
* Al and ML enhance

proactive functionality,

Cost-effective
* Reduces maintenance
activity spend by >50%

Fully integrated module
array allows need-based
configuration
Cloud-based to deploy
rapidly without capital
expenditure or update
disruptions

enabling better, more
integrated management
across entire regulatory
process

In future, will automate
process of changing
new regulations

into workflows

The difference
IQVIA RIM Smart.

Based on industry needs, RIM Smart is a true end-to-end solution, with more functionality, integration, and planned
enhancements than competitive solutions. We offer both pre-integration and open integration choices, allowing the
flexibility to leverage existing investments. Over 1,900 strong across 100+ countries, our highly experienced in-house
GRA services organization interacts with customers daily. Many have provided input into the development of IQVIA RIM
Smart: we consider them Client 0.

Built by regulatory
professionals for
regulatory professionals

More advanced capabilities
than competitors

Greater integration
flexibility and cross-
platform compatibility

Contact us to discuss your regulatory needs.
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2400 Ellis Road | Durham | NC 27703 | United States
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