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SmartSolve® RIM Submission Management

Intelligence. Automation. Integration.

As global regulations continue to advance and drive complexity, medical device, in-vitro

diagnostic, and pharmaceutical companies require digitized solutions that are fit for

purpose for their industry and drive transparency and acceleration of global product

approvals and timely market registrations.

Situation

Rising cost pressures, evolving and divergent regulations,
and elevated internal and external pressures drive
organizations to leverage technology to accelerate
market access activities whilst improving commercial
performance. These innovations enable teams to author
source content and prepare submission dossiers more
efficiently while ensuring full compliance with the
applicable requirements of regional health authorities.

Our solution

SmartSolve RIM Submission Management provides

the industry’s most advanced solution for managing
medical device, in-vitro diagnostic, and pharmaceutical
regulatory product registration activities globally.

SmartSolve RIM delivers a single, fully integrated, Al
enabled solution developed on cloud architecture to ensure
scalable, effective and compliant management of regulatory
applications, positioning organizations to complete
regulatory activities more efficiently and cost-effectively.

With SmartSolve RIM Submission Management,
organizations can efficiently assess, plan, forecast

and coordinate the end-to-end processes involved

in assembling, publishing and dispatching regulatory
dossiers to international health authorities within a single
integrated platform to drive timely market access of global
healthcare solutions.

SmartSolve® RIM Submission Management

Built with IQVIA's deep industry
knowledge and experience, led by
a large team of professionals

with practical business and
technology competence
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Supports the entire regulatory
submission management
lifecycle, from early investigational
stages to marketing and post-
approval activities

Enables full transparency of
actions, data in use and project

timelines across all involved
regulatory groups
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Supports all mandatory pharma
(eCTD, NeeS) and MedTech
(IMDRF, eSTAR and ASEAN CSDT
formats) submission formats

Intuitive and easy to use,
enabling efficient tasks completion
with familiar tools and functions
throughout the system

Drives operational efficiency
enabling re-use of integrated PDF
tools across workstreams, countries
and regions




SmartSolve RIM Submission Management improves submission process efficiency,
requlatory professional productivity and accelerates global market approvals.
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SmartSolve RIM Submission Management streamlines global regulatory submissions with end-to-end planning,

seamless system integration, and efficient dispatch. It supports Pharma and MedTech with ready-to-use templates,
centralized oversight, and real-time visibility — helping teams accelerate approvals and stay compliant worldwide.

About SmartSolve®: SmartSolve is an Al-enabled, Microsoft Azure-based platform that helps Life Sciences organizations
streamline and automate global quality management and regulatory compliance. SmartSolve® eQMS centralizes
enterprise-wide quality processes, from design and manufacturing to post-market surveillance, while SmartSolve® RIM
manages regulatory submissions, product registrations, and health authority interactions. Built on industry best practices,
SmartSolve connects teams, data, and workflows in a single platform to drive an optimized focus on patient safety, product

quality and commercial performance.
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