REGULATORY INFORMATION MANAGEMENT (RIM)
Optimizing Regulatory Submission Processes for Effective Information Management

Regulatory affairs organizations experience significant challenges in managing all the information and
correspondence associated with global submissions and product registrations. In many instances, laborintensive, manual processes are in place, and information is organized in spreadsheets or costly, custom
systems. In addition to these inefficiencies and costs, outsourcing partners need to be managed and the
appropriate regulatory filings need to be updated and approved by health authorities prior to implementation
of manufacturing change controls to ensure compliance. Partnering with regulatory optimization experts that
know the latest leading industry standards, technologies, and process efficiencies at the start of the initiative can
help ensure that the best procedures for planning submissions, authoring, review/approval, managing health
authority correspondence/commitments, integrating with change control processes, etc. are implemented.

Achieving Your RIM Vision: Paragon’s RIM Framework
Paragon, an advisory consulting and systems integration firm, has extensive experience working with clinical
trial sponsors and CROs to understand their regulatory information management challenges and help them
successfully achieve an optimized RIM vision. Paragon has developed a comprehensive, leading practice RIM
framework to facilitate the development of a future state RIM strategy and roadmap for managing regulatory
information across the organization. Our framework addresses the people, process, information, and technology
aspects of the RIM vision, and ensures alignment among executive and business leaders. Our strategy
practitioners leverage this framework to provide a comprehensive view of the current environment, a vision for
the future based on leading practices tailored to your needs, and a roadmap for getting there. The roadmap
provides a path forward to more efficiently and effectively:
• Manage global product registrations and manufacturing changes throughout the product life cycle
• Manage health authority correspondence and commitments
• Plan and manage regulatory submissions, labeling, and promotional materials
• Manage pharmacovigilance and adverse events
• Stay abreast of the latest regulatory intelligence

Addressing the Full Spectrum of Regulatory Information Management

Paragon’s RIM framework enables life sciences organizations to automate and streamline processes and
establish best practices in:
• Registration Management - Efficiently track which
submissions have been approved, in what countries, etc.

• Correspondence Management - Effectively manage
regulatory correspondence and notifications.

• Regulatory Intelligence - Keep your finger on the pulse
of new regulations, what they mean, and what others are
doing to address them.

• Commitment Management - Receive notifications to
keep track of regulatory commitments and ensure they
are met.

• Labeling Management - Manage XML labeling content
creation and revisions across versions and countries.

• Promotional Materials Management - Effectively
manage the entire lifecycle of promotional materials
from creation through dissemination and retirement.

• Pharmacovigilance Management - Proactively manage
adverse events and report to appropriate stakeholders.
•S
 ubmission Planning & Management - Integrate submission
plans with product development plans to reduce time-tomarket and improve collaboration and process integration of
document authoring, review, and approval.
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• Chemistry Manufacturing & Control (CMC) Management
- Understand the impact manufacturing changes have
on regulatory filings and ensure appropriate approval
by health authorities before implementation.
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Benefits of an Optimized RIM Strategy

Paragon Solution’s Capabilities

Below are just some of the benefits that can be
achieved by implementing RIM capabilities and
optimizing submissions processes.

What sets Paragon apart is our investment in
specialized industry practices, our commitment to
our client partnerships, and a willingness to apply
our industry knowledge and integration expertise
to every solution we deliver. Whether it’s a global
deployment of a solution or a focused strategic
engagement, Paragon can address your needs.
Our delivery model features solution frameworks,
reusable accelerators, and methodologies that not
only ensure fast and efficient delivery, but through
repeatability, help manage costs.

• Faster time to market via more efficient and
effective submission and correspondence
management
• Greater business productivity resulting from
having more time to focus on other activities
and simplified business process interactions with
external service providers
• Increased visibility into regulatory activities
globally (e.g., what submission was filed in
what countries, what commitments were
made and when are they due, health authority
correspondence, changes in regulations or
interpretations, etc.)
• Enhanced compliance with product registrations
and more consistent health authority interactions

Some of the areas where the Paragon team can
help include:
• Promotional Materials Management
• eSubmissions/eCTD
• Electronic Trial Master File Optimization
• GxP Quality Systems
• Enterprise Content Management Strategy
and Implementation
• Big Data Analytics
• Information Governance
• Content Migration / Cloud Readiness
• Content Imaging / Scanning Solution
Implementation

About Paragon Solutions
Paragon is a consulting firm that helps health and life sciences companies
become high-performing, compliant, and digitally connected. Paragon powers
business transformation and delivers better business outcomes by providing
valuable consulting services as a trusted partner to our clients. We do this by
building long-term client relationships based on our domain expertise, creative
ideas, pragmatic consulting services, and quality delivery of solutions.

For more information, visit us online at www.consultparagon.com, or
call 1.800.462.5582.
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Paragon Client Roster

Our client roster includes life science industry leaders such as:
• AbbVie

• MedImmune

• AstraZeneca

• Merck

• Bausch & Lomb

• Novo Nordisk

• Bayer

• Otsuka

• Bristol-Myers Squibb

• Roche

• Celgene

• Shire

• CSL Behring

• Chiltern

• Daiichi-Sankyo

• inVentiv Health

• GSK

• Worldwide Clinical Trials

• Lilly

• Regeneron
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