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IQVIA RIM Smart for MedTech
An integrated, automated registration management system

The requlatory landscape is undergoing significant transformation

Medical device and in vitro diagnostics (IVD) companies face rising global
regulatory complexity and associated costs, directly impacting market access and
regulatory compliance activities.
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Companies face numerous challenges within the rapidly evolving and
innovative medical device and IVD industry.

Knowledge bottlenecks
created by siloed information,
decentralized systems,
inefficient technology and
resistance to change

Complex and varied regulatory
requirements that often differ
by country and region

Finding and retaining skilled
regulatory professionals

Significant risk exposure due to
using shared drives and spread
sheets to manage activities

Manual and labor-intensive
regulatory intelligence tasks

By adopting strategies and technology to address these challenges, you can
better manage requlatory risks and ensure product safety and effectiveness.

The solution: IQVIA RIM Smart for MedTech

RIM Smart delivers a complete submission and registration solution, inclusive of
variation activities, and brings transparency to global regulatory market access
activities that drive commercial growth.
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Reduce resource
efforts, save time and
decrease maintenance

activity spend

Access and
disseminate critical
global regulatory data
in a transparent way
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Streamline audit
inquiry responses and
easily provide product
registration evidence

Safeguard data accuracy
and compliance with an
integrated system

Establish a single

source of truth, and N
increase collaboration EI E

Manage MedTech
and pharmaceutical
activities in one
system

RIM Smart consolidates global submission and registration activities and data
management into a single application, and offers an integrated, automated and
intelligent way of managing the complete regulatory lifecycle.
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Simplify content and Streamline query processing
certification management Link inquiries from regulatory
Ease change control and resubmission agencies, notified bodies and
processes, and simplify access to other third parties into registration
evidence needed in MDSAP and ISO submissions and post submission
13485 inspections updates
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Integrate document handling

Quickly address global submission
builds by dragging and dropping
source documents from repositories
into country-specific templates
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Intelligent workflow

Easily manage tasks and commitments
associated with global submission and
registration activity
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Global registration visibility
and tracking

View item country-level registration
across the globe, and track
registration status activity at country,
manufacturing site and local levels

Complete expirations
oversight

Maintain business continuity with a
complete view of global registration
and third-party license

RIM Smart’s seamless integration with IQVIA Regulatory Intelligence
database enables you to efficiently map regulatory tasks and dependencies
across countries, simplifies impact assessment and helps ensure timely execution
of remediation activities. When combined with IQVIA SmartSolve eQMS, the
result is an end-to-end change management solution that allows you to
evaluate potential outcomes of global registration changes and determine the
impact before finalizing plans.

Drive commercial growth, increase productivity and improve registration data

and content accuracy with IQVIA.

CONTACT US
iqvia.com/rimsmart
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https://www.iqvia.com/solutions/safety-regulatory-compliance/regulatory-compliance/iqvia-rim-smart

