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The challenges of regulation

Regulatory organizations across the globe are dealing with
a significant burden: maintaining and managing a vast

amount of information across many diverse sources.

From strategy to submission data, organizations have to
face the challenge of how to efficiently gather, analyze,
and disseminate regulatory information - information that
underpins crucial regulatory and business strategies.

At the same time, disparate systems and complex
processes increase the risk for error. What's more,
constant changes in global health authority requirements
and resource constraints make the task of putting
regulatory data to work even harder.
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Free your team from labor-intensive
maintenance to focus on optimizing
the availability of global healthcare
solutions. RIM Smart can help your
organization streamline the global
regulatory approval processes,
optimize resource utilization,

and guarantee the accuracy

of information that underpins

regulatory compliance activities.



How to take the hard work
out of compliance

RIM Smart enables organizations to remain focused on
what matters most: getting safe, effective products to
market and keeping them there.

RIM Smart puts seven key components to work,
addressing the most common and high-volume
regulatory activities, including product and registration
tracking, submission planning and publishing, health
authority correspondence logging, and administering
regulatory information.

These feature-rich components can be implemented
independently and users can add additional modules as
they grow. However, when used together, they deliver a
seamlessly integrated system that’s built for automating and
reusing regulatory data in the most efficient way possible.

Product and registration

Intuitive workflows provide visibility and accountability
across the organization while cloud services ensure

information is globally accessible and secure.

Managing the labeling process, such as handling
artwork and translation, has never been easier when

paired with RIM Smart Labeling.

RIM Smart has been designed by regulatory
professionals to make the regulatory process as simple
and as fast as possible, while helping organizations
achieve the highest levels of compliance.

RIM Smart is the modern solution for life sciences
organizations that want to effectively manage and
maintain their regulatory information.

Submission content planning

tracking ) [ Including task assignments

Detailed planning and tracking of and scheduling.

full product registration lifecycle

management capabilities including

XEVMPD. IDMP ready.

Publishing and validation Health authority interactions

of submissions ||=|a % Complete management of health

All formats for all regions Key authority interactions, including

available. capabilities correspondence and commitment
tracking.

Integrated dossier review @ ) L I@ Labeling and content management

and approval functionality A complete labeling solution with

Including peer comments dedicated content management.

and communications.
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Embedded regulatory information database

Information for drugs, biologics, medical devices and IVDs across

over 110 countries, regions, and international organizations.



A single solution, optimized for both pharmaceutical and MedTech

One product designed for life sciences is RIM Smart, which was built to deliver for all pharmaceutical and MedTech
organizations. For companies that operate in one or both markets, RIM Smart offers an integrated, automated and
intelligent way of managing the complete regulatory lifecycle of pharmaceutical, medical device and combination products.

Effective content and certificate management

RIM Smart smooths change control and resubmission processes
by recording submission content, and can also make MDSAP and
ISO 13485 audits and inspections easier to manage with approval

certificate storage and translation using a built-in tool

Streamlining Global registration

query processing visibility and

tracking
To ensure ease of

activity monitoring RIM Smart provides
and management, item country-
enquiries from level registration
healthcare visibility across
agencies, notified the globe, with
bodies, dealers and registration status
other third parties RIM activity tracking at a

can be linked

Smart country-submission
into registration b'|' | evel.
submissions. capabilities

for MedTech
Integrated Intelligent workflow

document handling _
Easily manage tasks

Global submission and commitments
builds can be handled
quickly and simply with

associated with global

registration activity
source documents that can within RIM Smart,
be dragged and dropped using a list or
from repositories into calendar format.
country-specific templates,
with the option to integrate Complete expirations oversight
directly into IQVIA's

SmartSolve eQMS.

RIM Smart helps maintain business

continuity with a complete view of

global registration and third-party
license expirations.



The benefits of RIM Smart The RIM Smart difference

RIM SMART ENABLES YOU TO: RIM SMART OFFERS:
% Safeguard data accuracy and compliance with @ Integration to IQVIA Reqgulatory Intelligence, providing
a single integrated system for structuring, global regulatory requirements and operational

managing, and reusing regulatory information insights across the product lifecycle.

across the product lifecycle. '

/@7‘ A complete end-to-end regulatory solution that

;é Access and disseminate critical global regulatory supports product growth for organizations
data in a way that creates better upstream and of all sizes.

downstream visibility across the organization.
Save time by automating the analysis and
submission process for any requirement changes.

Q Increase focus on your core competencies: RIM that enables rapid adoption across teams.

A single source of truth for all your regulatory
data and activities.

— Intuitive submission management and publishing

Smart can help reduce resource efforts and cut
@.,@ Smooth integration with quality systems including

maintenance activity spend.
IQVIA SmartSolve® eQMS.

Our vision

IQVIA's vision is to empower your organization to focus its resources on what'’s important: bringing valuable
products to market and keeping them there.

Our vision is built on three core foundations:

CONNECTED Immersing users within an environment to provide complete awareness
OISR (cI\(e B \vith actionable insights that are never more than one click away.

ROBOTIC With its intuitive automation, simplification and integration, RIM Smart streamlines
AUTOMATION processes, improves data accuracy, and delivers exponential increases in productivity.

REGULATORY Uncovering strategic, regulatory, and compliance updates in real time, actively monitoring
INSIGHT and alerting users to changes or emerging trends.

IQVIA's vision goes beyond just optimizing diverse quality, regulatory, and safety systems:
it pioneers the transformation of compliance from a burden to a competitive advantage.
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