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Comparative Evaluation of Top Regulatory
Information Management (RIM) Systems

Regulatory Information Management (RIM) systems are specialized platforms that help life science organizations
manage the complex processes of regulatory submissions, dossier compilation, product registrations, and
health authority (HA) interactions throughout a product’s lifecycle. In an industry where timely regulatory
approval and ongoing compliance are critical, modern RIM solutions serve as a “command center” for
regulatory affairs, ensuring that all submission content, data, and correspondence are centralized, auditable,
and aligned with global requirements . This report provides an in-depth analysis of
the leading RIM systems, evaluating their capabilities for eCTD (Electronic Common Technical Document)
submissions, global regulatory intelligence, multi-jurisdiction compliance tracking, and integration with
enterprise systems such as Quality Management Systems (QMS), ERP, and clinical trial solutions.

Why RIM Systems Matter: As regulatory requirements evolve and product portfolios expand globally,
traditional manual methods (spreadsheets, shared drives, etc.) fall short. Modern RIM platforms enable
organizations to standardize and automate regulatory processes for greater efficiency and compliance.
Benefits include faster, more consistent submissions, real-time visibility into registration status, reduced risk of
missed deadlines, and easier preparation for audits . In short, a RIM system
transforms regulatory compliance from a reactive scramble into a proactive, strategic discipline

. Leading RIM solutions today are increasingly cloud-based (SaaS), reflecting a broader industry
shift to more flexible, scalable technology deployments: in 2024, cloud-based RIM systems dominated the

market due to their scalability, remote accessibility, and lower IT overhead

Scope of Evaluation: In this report, we profile the top RIM platforms used in the life sciences sector — including
Veeva Vault RIM, IQVIA RIM Smart, MasterControl Regulatory Excellence, ArisGlobal LifeSphere, Ennov
Regulatory Suite, Amplexor Life Sciences (Acolad), and EXTEDO's EXTEDOpulse, among others — and
compare their features, strengths, and ideal use cases. These vendors are widely recognized in the industry and
have been highlighted by analysts and market research as leading RIM solution providers

. We also touch on other notable solutions (e.g. specialized tools like Lorenz DocuBridge for eCTD
publishing and Rimsys for MedTech compliance) to provide a comprehensive landscape.

Key Functional Criteria for RIM Systems

When assessing RIM systems, regulatory professionals should consider several core capabilities essential for
managing submissions and regulatory information in a global context. Below are the key criteria used in our
evaluation, aligned with the typical functionality offered by modern RIM platforms:

e End-to-End Submission Management (eCTD and Beyond): The system should support authoring, compilation, publishing,
and archival of regulatory dossiers in electronic formats (e.g. eCTD, NeeS, PDF, etc.) across regions. This includes
template-based assembly of CTD sections, sequence management, validation against agency technical specs, and

electronic submission gateway readiness . Effective RIM solutions provide automated
workflows for submission planning and publishing, ensuring that filings meet the latest format requirements (such as

FDA's eCTD mandate) and enabling reuse of global dossiers for local submissions .
They often integrate a regulatory document management system (EDMS) with version control and hyperlink management to

streamline dossier preparation
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e Global Regulatory Intelligence & Requirements Tracking: A robust RIM system includes or integrates with regulatory
intelligence databases, allowing teams to monitor and incorporate country-specific regulatory requirements, submission
guidelines, and changes in regulations. This capability helps anticipate and plan for varying dossier content needs, formats,
and processes in different jurisdictions. For example, some platforms embed libraries of health authority requirements and

Al-driven insights to guide market-specific submission strategies 1161 \whatfix.com ['7] whatfix.com. The RIM system
should facilitate tracking of regulatory commitments, correspondence, and questions from authorities, and send alerts for

upcoming obligations (such as license renewals, annual reports, or responses to inquiries) (18] gartner.com (el

gartner.com.

e Product Registration & Lifecycle Management: At the heart of RIM is the ability to manage a central repository of
product data and registration status across all markets. This means tracking every product’s regulatory history — from

clinical trial applications to marketing authorizations to post-approval changes — in each country or region (el gartner.com

(20] gartner.com. Key functionality includes registration dossier tracking, recording regulatory events (approvals, variations,

withdrawals), and maintaining structured data like indications, manufacturing sites, and formulation details per market. RIM
systems often support IDMP and XEVMPD data management (for structured product data submissions) and ensure

compliance with emerging standards for medicinal product identification (21] arisglobal.com 1221 en ennov.com. Built-in
support for regional nuances (like FDA's SPL for labeling, EMA's requirements, EU IDMP, etc.) is essential for multi-

jurisdiction compliance.

e Health Authority Interaction Management: Comprehensive RIM platforms log all interactions with regulators — meeting
schedules, contact reports, submission feedback, commitment tracking, and correspondence. For instance, a RIM system
will capture questions from authorities and the company’s responses, commitments made (with due dates), and outcomes of

meetings (18]

gartner.com. This ensures nothing falls through the cracks in lengthy approval processes and that regulatory
project teams can easily retrieve the history of communications with each authority. It also aids in planning for meetings and

briefing documents by providing quick access to past dialogues.

e Workflow Automation & Collaboration: To handle the cross-functional nature of regulatory processes, RIM tools offer
configurable workflows for authoring, reviewing, and approving documents and data. This often extends to integrating input

[23] 241 \whatfix.com.

from clinical, quality, manufacturing, and other departments into regulatory submissions whatfix.com |
Automated notifications and task assignments help regulatory teams meet deadlines (for example, prompting users when a
submission due date is approaching or when a document is ready for QA). Many platforms provide role-based access and

real-time dashboards to give stakeholders visibility into submission status and upcoming activities (28] arisglobal.com (26]

arisglobal.com. Collaboration features (like simultaneous document editing, comment threads, or even sandbox
environments for training) further enhance efficiency and user adoption.

e Integration with Enterprise Systems: RIM does not operate in isolation - it should connect with other enterprise systems
to ensure a seamless flow of data. Key integrations include Quality Management Systems (to link regulatory changes with
change control/CAPA processes), ERP or manufacturing systems (for product data, batch info, or supply chain changes that
need regulatory notification), PLM (product lifecycle management for design history and tech files), clinical trial systems (for
investigational product info and regulatory documents like INDs/IMPDs), and pharmacovigilance databases (for safety
variations and report submissions). Modern RIM platforms expose APIs for integration or come with pre-built connectors

(27] en.ennov.com (28]

for common tools whatfix.com. The goal is to establish RIM as the authoritative source of regulatory
truth, while minimizing duplicate data entry across systems. For example, a change in a product’s formulation in an ERP
could trigger an update in the RIM system for variation filing. Integration also extends to content authoring tools (e.g.,

Microsoft Word templates or structured authoring systems) and publishing engines.

e Deployment, Scalability, and Compliance: Lastly, organizations must consider the deployment model (cloud vs on-
premises) and scalability of a RIM solution. Many vendors now offer multi-tenant SaaS deployments that are validated to
meet 21 CFR Part 11 and other regulations, reducing IT burden on companies (8] gminsights.com (29] gartner.com. Some
platforms still support on-premise installations or private cloud for companies with specific data residency or validation
requirements [30] en.ennov.com. Scalability is crucial - the system should support both small biotechs (perhaps with a few
products and regions) and large pharmas (with hundreds of products worldwide) by handling high volumes of data and
users. The user interface and configurability determine how well the system can be tailored to an organization’s complexity
without custom coding. All RIM systems must provide robust security, audit trails, e-signatures, and validation to comply

[31]

with regulatory expectations for electronic records en.ennov.com,
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In summary, the best RIM systems excel across these dimensions, providing a full suite of capabilities from
submission assembly and publishing to global registration tracking and integration with the broader IT

ecosystem. Table 1 below summarizes how the leading RIM platforms cover these critical features:

Feature Coverage Comparison of Leading RIM Platforms

The table below compares key features and focus areas of several top RIM systems side-by-side. All of these

platforms address core RIM needs, but there are differences in emphasis — for example, some have stronger

out-of-the-box support for eCTD publishing, while others differentiate with built-in regulatory intelligence or

particular strength in integration.

RIM Platform

Veeva Vault
RIM

IQVIA RIM
Smart

MasterControl
Regulatory
Excellence

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved.

eCTD & Submission
Publishing

Yes - end-to-end
eSubmission
management
(authoring to eCTD
publishing) with real-
time collaboration

[32] whatfix.com [33!

whatfix.com.
Leverages Vault
platform’s robust
document control.

Yes - integrated
submission planning,
content
management, and
publishing (supports
eCTD and non-
eCTD). Emphasizes
automation to
accelerate
compilation [35]
igvia.com [36]

igvia.com.

Yes — provides
digital dossier
compilation and
eCTD publishing

capabilities [39]

mastercontrol.com
[40]

mastercontrol.com.

Global Reg.
Intelligence

Moderate -
Focuses on
unified data; relies
on Vault's network
and customer
community for
intelligence.
Strong
registration
tracking and
correspondence
management for
global markets
[32] \yhatfix.com
[34] \hatfix.com.
High — Embedded
intelligence from
IQVIA's regulatory
domain expertise.
Offers tracking of
HA requirements
and forecasting.
Separate modules
for content vs
submission

management (371

igvia.com.
Targeted solutions
for Pharma and

MedTech (tailored
workflows) [38]

igvia.com.

Moderate -
Emphasizes
compliance and
quality. Less
about built-in intel
database, more
about ensuring
submissions meet

Multi-
Jurisdiction
Compliance

Comprehensive
global support
(ICH regions, EU
MDR/IVDR for
MedTech, etc.).
Used by large
pharma/biotech
across Americas,
EMEA, APAC.
Configurable to
handle country-
specific
variations.

Comprehensive —
supports pharma
(FDA, EMA, PMDA,
etc.) and med
device
regulations.
Global product
registration
database for all
jurisdictions (351
igvia.com.
Capable of IDMP
data handling.

Strong for pharma
and also used in
MedTech.
Supports global
submissions (FDA,
EMA, Health
Canada, etc.) and
regional

Integration &
Extension

Pre-built integrations
with other Veeva Vault
suites (QMS, Clinical,
etc.) [28] \yhatfix.com.
Open APIs for external
systems. Highly
configurable
workflows. Ecosystem
of partners and add-
ons.

Good integration
options; part of IQVIA's
Compliance suite (can
connect to IQVIA
safety, quality
solutions). API
available. Also
services available
from IQVIA for
implementation.

Native integration with
MasterControl QMS
and other suites
(training, change
control) [42]
mastercontrol.com.
APl and connectors for
ERP, LIMS, etc. Built on

Deployment
Model

Cloud-only
(multi-tenant
SaaS) - validated
environment
managed by
Veeva. Scales to
large
enterprises.

Cloud (SaaS) -
delivered
securely via

cloud [36]

igvia.com.
Scales from mid-
size to large
companies. No
on-prem offering
(IQVIA hosts and
validates).

Available as
Cloud (SaaS) or
private cloud;
historically on-
premises for
some clients, but
new deployments
favor cloud.
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ArisGlobal
LifeSphere
Regulatory

Ennov
Regulatory
Suite
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eCTD & Submission
Publishing

Automates PDF
rendering,
hyperlinking, and
sequences. Tight
integration with
document control to
ensure submission-
ready content.

Yes — includes
LifeSphere
Publishing for
eCTD/NeeS/PDF

compilation and

validation "/

arisglobal.com [43]
arisglobal.com.
Allows building
global submissions
and automated
assembly of local
dossiers. Full support
for major eCTD
formats and
submission archives.

Yes — offers Ennov
Dossier for
submission
publishing (eCTD,
vNeeS for vet, eCopy
for devices) and
validation with built-
in templates [10!
[53

en.ennov.com
en.ennov.com.
Manages sequence
lifecycles and

Global Reg.
Intelligence

regulations
through process

controls [41]

gminsights.com.
Keeps current with
eCTD specs (ICH,
FDA) via updates.

High — Embedded
regulatory
knowledgebase
for country

requirements [44]

arisglobal.com
and automation
(leverages nearly
40 years of
ArisGlobal domain
experience). The
platform’s
cognitive
computing engine
helps automate
tasks in drug
development and
may extend to
regulatory

intelligence [45]

gartner.com.
Tracks HA
correspondence
and commitments
natively (46

arisglobal.com.

Moderate/High —
strong in
supporting
regional
compliance (e.g.,
EU IDMP,
XEVMPD, FDA
spL) 7]
en.ennov.com.
While not known
for a separate
intel database

Evaluating Regulatory Information Management (RIM) Systems

Multi-
Jurisdiction
Compliance

requirements.
Integrates IDMP
workflow (via
master data in
system) and
covers labeling
submissions
(especially if tied
to quality events).

Comprehensive —
supports
investigational
and marketed
products, devices,
and substances

globally (471

arisglobal.com
(48]

arisglobal.com.
Features
localized support
for regional
specifics (e.g., EU
variations, FDA

specifics) [49]

arisglobal.com
and ensures IDMP
compliance (ready
for target
operating model)
[21]

arisglobal.com.
Used by global
pharma
(customers
include Astellas,
Roche,
AstrazZeneca [°7

arisglobal.com
[51]

arisglobal.com).

Very
comprehensive
multi-industry
coverage
(Pharma, Biotech,
Medical Device,
Animal Health,
Cosmetics, etc.)

[55]

capterra.com.
Handles product
registration

Integration &
Extension

a unified platform for
quality & regulatory.
Configurable
workflows, forms, and
reports.

Pre-integrated with
ArisGlobal's
pharmacovigilance
and clinical suites.
Offers modules for
Regulatory Planning,
Tracking, Submission,
and HA interactions
that work together.
Provides APIs for third-
party tools. Designed
as an end-to-end drug
development platform
(LifeSphere).

Highly integratable:
offers a REST API for
connecting to ERP,
PLM, master data
systems [27]
en.ennov.com. Ennov's
unified platform also
covers Quality, Clinical,
and Pharmacovigilance,
enabling a single-
vendor solution if

desired (%7

Deployment
Model

Validated
environment
provided.
Scalable to mid-
large enterprises
(MasterControl’s
base spans many
company sizes).

Cloud (multi-
tenant SaaS) -
delivered as a
validated SaaS
with frequent

updates (52]

gartner.com.
Scalable for
large enterprises
(many Tier-1
pharmas).
ArisGlobal
handles
infrastructure;
on-prem not
typical for new
clients.

Flexible:
available as on-
premises or
cloud SaaSs, per

client needs 0]

en.ennov.com.
Many mid-sized
companies
deploy Ennov on-
premise for
control, while
others use Ennov
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RIM Platform

Amplexor
(Acolad) Life
Sciences RIM

EXTEDO
EXTEDOpulse
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eCTD & Submission
Publishing

variation tracking.
Integrated EDMS
ensures all
submission content
is managed in one
place.

Yes - a holistic RIM
platform with
integrated
submission
management: its
SubmissionExpert
module covers
content planning,
dossier compilation,
pre-publishing
validation, and
electronic
submission output
(eCTD, NeeS, EU

formats) [59]

pharmaceutical-
networking.com.
Archival and eCTD
lifecycle
management
included.

Yes — strong eCTD
and submission
focus (EXTEDO is
known for

Global Reg.
Intelligence

service, Ennov
RIM allows custom
tracking of
regulatory
requirements and
has analytics for
monitoring
changes. They
continually update
for new standards
(Ennov has
completed eCTD
4.0 test
submissions with

EMA (9%

en.ennov.com).

High - includes
built-in
regulatory
intelligence
features: e.g., a
common
structured data
model
(ProductExpert for
IDMP) and rules
for different
regions. The
platform
emphasizes a
single source of
truth and
reusability of
data/content
across processes
[60]

pharmaceutical-

networking.com
[61]

pharmaceutical-
networking.com.
Tracks HA
interactions and
commitments.
Known for strong
IDMP readiness
and global
labeling
management
(LabelExpert
module).

Moderate -
EXTEDOpulse has
a central master

data management

Evaluating Regulatory Information Management (RIM) Systems

Multi-
Jurisdiction
Compliance

tracking across
multiple
authorities,
including
automatic
renewal alerts
and PSUR

schedulingmz]

en.ennov.com.
Support for local
languages and
multi-site
deployments is
built-in 2%

en.ennov.com.

Comprehensive -
designed to
support end-to-
end regulatory
processes for
pharma and
biotech, with
growing usage in
MedTech. Covers
product lifecycle
from development
to post-approval
in all markets.
Particularly strong
support for EU
processes (was
early in IDMP, EMA
XEVMPD
compliance) and
managing global

labeling changes
[62]

pharmaceutical-
networking.com
[63]

pharmaceutical-

networking.com.

Strong for
regulated
industries
globally: EXTEDO

Integration &
Extension
gartner.com (58]
en.ennov.com. No-
code configuration for
forms and workflows.

Offers a full suite of
modules (Product, RIM
tracking, Submission,
Labeling, Analytics)
that are well-integrated

(64] pharmaceutical-

networking.com [65]

pharmaceutical-
networking.com.
Provides connectors
for other systems and
data import/export.
Acolad’s background in
content and translation
means it can connect
RIM with
translation/localization
workflows as well.

Offers modular "hubs”

— Registration (product
data), Document Mgmt,
Submission, Safety,

Deployment
Model

cloud. Scalable
architecture
(used by both
regional firms
and global
enterprises).

Available on
cloud or on-
premise. Many
clients
historically
deployed on-
prem (especially
in EU) but cloud
offerings exist.
Scalable to large
enterprises;
Acolad
(Amplexor)
serves many top
pharma
companies.
Clients benefit
from vendor's
consulting and
support for
configuration.

Primarily cloud
(subscription),
but EXTEDO

historically also
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RIM Platform

eCTD & Submission
Publishing

eCTDmanager used
by regulators
worldwide).
EXTEDOpulse's
Submission
Management Hub
lets users build,
validate, publish, and
review submissions
(CTD, eCTD, NeeS,
eCopy, VNeeS, DMF,
etc.) with parallel
publishing and in-

progress reviews [66]

extedo.com [67]

extedo.com. Uses
the same validation
engine used by 35+
HAs, ensuring high

compliance [68]

extedo.com.

Global Reg.
Intelligence

layer and provides
regulatory
planning &
tracking tools,
but it relies on
users to update
changing
requirements. The
platform does
integrate Generis
CARA for content
management (691
extedo.com,
which adds
flexibility. Focus is
on "effortless
compliance” via
automation rather
than an
intelligence
database.

Evaluating Regulatory Information Management (RIM) Systems

Multi-
Jurisdiction
Compliance

supports pharma,
biotech, and is
widely used for
submission prep
in many regions
(their tools are
used by FDA,
EMA, etc.).
Handles IDMP,
XEVMPD data in
its Registration
Hub 7

extedo.com and
can manage both
global and local
submission
sequences with
links back to
product
registration data

[71] extedo.com

[72] extedo.com.

Integration &
Extension

Quality — on a unified
platform (73]

extedo.com [66]

extedo.com. Can
integrate with other
enterprise systems via
its API; also supports
data migration from
legacy tools (many
companies move from
stand-alone eCTD tools
to EXTEDOpulse).

Deployment
Model

supports on-
prem
installations for
certain modules.
Many small to
mid-sized firms
use EXTEDO's
software on-
prem.
EXTEDOpulse is
scalable and can
cater to smaller
biotechs up to
regulators
themselves.

Table 1: Feature and deployment comparison of leading RIM systems. (“Yes" indicates native support; see text

for details and nuances per vendor.) Each platform is evaluated on its support for eCTD/submission publishing,
inclusion of regulatory intelligence capabilities, handling of global compliance across jurisdictions, integration
options, and deployment model.

In-Depth Vendor Profiles and Analysis

Below we provide detailed profiles of each leading RIM solution, highlighting their key features, strengths,
weaknesses, and ideal use cases. These profiles synthesize information from product documentation, analyst

and user feedback, and real-world industry use.

Veeva Vault RIM Suite

Overview: Veeva Vault RIM is widely regarded as one of the top RIM platforms for the life sciences industry,

particularly among large pharmaceutical and biotech companies. It is part of the broader cloud-based Veeva

Vault ecosystem built exclusively for life sciences, which includes modules for clinical, quality, and

manufacturing. Vault RIM provides a unified solution for managing regulatory submissions, health authority
interactions, and product registrations on a global scale °? whatfix.com |

2]

33]

whatfix.com. By connecting

documents, data, and correspondence in a single system, it gives regulatory affairs teams end-to-end visibility

from early development through post-market compliance.

Veeva Vault RIM’s functionality spans submission content planning and authoring, publishing (eCTD
generation), registration tracking, variation management, and archival. Real-time collaboration features

allow affiliates and partners worldwide to work together on the same platform, improving efficiency and

consistency. The system is highly configurable, enabling companies to align Vault RIM's workflows with their

specific regulatory processes and nomenclature %/ whatfix.com 7! whatfix.com.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved.
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Capabilities: Vault RIM excels in managing eCTD submissions and global regulatory dossiers. It includes
templates and tools for assembling CTD sections and can manage lifecycle sequences, which helps speed up
compiling variations or supplemental filings. The platform does not require separate third-party publishing
software, as it can render and validate submissions in-house (Veeva frequently updates it to comply with the
latest HA technical standards). Many companies use Veeva RIM to coordinate complex, multi-country
submissions (e.g., a global new drug application with simultaneous filings in FDA, EMA, PMDA, etc.) [/°)

whatfix.com 76!

whatfix.com. Vault RIM also integrates regulatory correspondence tracking — users can log
agency questions, commitments, meeting requests, and outcomes, linking them to the relevant submission or

product. This ensures a complete HA interaction history is maintained.

Another differentiator is Vault RIM’s deep integration with other Veeva Vault applications. If a company also
uses Veeva's quality or clinical modules, the RIM system can natively pull data and documents from those (for
example, a change control in Vault QMS can trigger an evaluation in Vault RIM for a variation filing) '*%/
whatfix.com. This seamless connectivity across R&D and quality domains is a major advantage, as it breaks down
silos. Vault RIM's global access model means every affiliate or partner (e.g. local regulatory managers, CROs,
license partners) can access up-to-date regulatory information through the cloud, rather than maintaining local
trackers.

Strengths: Vault RIM is known for its life sciences specialization and enterprise scalability. It leverages
Veeva's long experience in regulated content management to provide a highly secure, Part 11-compliant
environment out-of-the-box. Analysts note that Veeva is an “industry leader” in cloud RIM, offering an
exceptionally advanced and interconnected platform that makes regulatory content management almost
effortless for end-users'®' gminsights.com. Companies using Vault RIM often report improved submission cycle
times and better global alignment, since all regulatory data lives in one authoritative repository. The interface is
modern and the system can be configured without custom code for most needs. Additionally, Veeva's regular
updates (three major releases per year) push new features (e.g., support for IDMP, enhanced analytics
dashboards) to all customers, helping them keep pace with regulatory changes.

Weaknesses: As a SaaS-only solution, Vault RIM cannot be hosted on-premises, which may be a concern for
organizations with strict data residency rules (though Veeva does offer managed EU instances for GDPR
compliance). The reliance on configuration over customization means extremely unique processes might need
to adapt to Vault's framework. The cost can be significant for smaller companies — Veeva's pricing is premium,
reflecting its enterprise focus. Some users note that while Vault RIM covers all major areas, certain specialized
functions (like very detailed regulatory intelligence for emerging markets) may not be as robust as niche
providers; companies might supplement Vault with external intelligence services. Lastly, adopting Vault RIM
often involves substantial business process harmonization — which is a positive in the long run but can make
implementation a large undertaking.

Ideal Use Cases: Vault RIM is best suited for medium to large pharmaceutical and biotechnology
companies that need a comprehensive, globally unified RIM platform and often have cross-functional Veeva
solutions. It shines in environments where regulatory information must be tightly integrated with quality systems
(e.g., to align CMC changes with filings) or with clinical documentation (for initial IND/CTA submissions).
Companies with a strong cloud-first IT strategy and those aiming to standardize processes worldwide will
benefit from Vault's single-instance philosophy. It's also increasingly used by large MedTech organizations
navigating new EU MDR/IVDR regulations, where the ability to manage multi-country device registrations and

76]

certificate renewals in one system has proven valuable **! whatfix.com /%1 whatfix.com. In summary, for

organizations seeking a top-tier, fully-integrated RIM with a proven track record in life sciences, Veeva
Vault RIM is often the benchmark.

IQVIA RIM Smart
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Overview: IQVIA RIM Smart is a newer but rapidly maturing entrant in the RIM software arena, backed by IQVIA's
extensive experience in life science services and technology. It is marketed as a “fully integrated, cloud-
based, end-to-end” regulatory information management system that improves speed and coordination across
the product portfolio /) iqvia.com %%/ iquia.com. RIM Smart was built to cater to both pharmaceutical and
medical device regulatory needs, reflecting IQVIA's broad client base (pharma, biotech, and medtech companies
all use the platform).

IQVIA has taken a modular approach with RIM Smart, offering components such as Submission Management,
Content Management, Registration Tracking, and Regulatory Productivity tools. Together, these modules
allow companies to efficiently plan submissions, compile and review content, manage health authority
interactions, and track product registrations globally %) iquia.com 7! iqvia.com. Being part of IQVIA's
compliance portfolio, RIM Smart can also tie into their safety (pharmacovigilance) systems and quality solutions
(IQVIA acquired Pilgrim's SmartSolve eQMS, for example, which is listed alongside RIM Smart in their offerings
(80 jqvia.com).

Capabilities: IQVIA RIM Smart emphasizes intelligence and automation. It is often highlighted that the solution
frees regulatory teams from labor-intensive maintenance tasks and instead helps them focus on strategic
work ©" iqvia.com. In practical terms, RIM Smart includes robust workflow automation for submission
preparation — it can automatically route tasks, send deadline alerts, and provide real-time dashboards of global
submission status. Its Submission Management capabilities cover the entire process: assessing requirements,
planning (with timelines and dependencies), authoring and reviewing documents, and publishing/validating the
final eCTD or other format [/®] iqvia.com 91 iqvia.com. IQVIA provides tools for eCTD compilation and validation
within RIM Smart, so users can do publishing without leaving the system. This includes support for all key
regions' formats (US, EU, Canada, Japan, etc.) and even non-eCTD electronic submissions.

A standout feature is the global registration tracking: IQVIA RIM Smart offers what it calls an "interconnected”
management of the entire regulatory process [°®l iqvia.com. This means that a single product’s record links its
registrations in every country, all submissions (original approvals and subsequent variations), and related HA
correspondence. Users can navigate from a product to see, for example, that it's approved in 50 countries,
under review in 3, and pending submission in 2 more, with each status and any commitments logged. Such
transparency is invaluable for large portfolios. The system also includes Regulatory Intelligence aspects -
IQVIA leverages its global consulting network to imbue RIM Smart with up-to-date knowledge of regulatory
pathways and region-specific requirements. For instance, RIM Smart for MedTech provides guidance on
country-specific device registration processes, incorporating changes from regulations like EU MDR or China's

NMPA requirements *?) iquia.com.

Integration is another area of strength: RIM Smart can connect with document repositories and other enterprise
systems. A real-world example is IQVIA's use of their own RIM Smart internally — an IQVIA presentation noted
they connected RIM Smart to a client's repository to transfer submission content automatically "#% iqvia.com.
Such integration underscores that RIM Smart is designed to function in a larger ecosystem.

Strengths: IQVIA RIM Smart's user interface and design are often praised for being modern and user-friendly,
having been developed more recently with current UX principles. The system is delivered as a validated cloud

solution by IQVIA, which appeals to companies who want to avoid on-prem IT burdens °°!

iqvia.com. A key
strength is IQVIA's unique position as both a technology provider and a leading regulatory services firm — they
bring deep domain expertise (from preparing countless submissions for clients) into the software’s capabilities.
This is reflected in features like guided workflows and embedded best practices for dossier preparation. Analyst
commentary highlights that RIM Smart offers “more functionality, integration, and planned enhancements than
competitive solutions” in some areas "°’! iquia.com, indicating an ambitious roadmap. The platform’s ability to
serve both pharma and medtech is a differentiator; many RIM tools historically focused on pharma, but IQVIA
intentionally built support for device regulatory processes (510(k), CE Mark technical files, UDI tracking, etc.)

from the ground up.
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Another strength is the analytics and reporting — RIM Smart includes dashboards that can aggregate global
regulatory activities, cycle times, and predict upcoming workload. This aligns with IQVIA's strength in data
analytics. Moreover, IQVIA can complement the software with their consulting services (e.g., helping with data
migration, process redesign), which some companies find valuable as a one-stop shop for RIM transformation.

Weaknesses: As a relatively new platform (compared to, say, Veeva or legacy systems), RIM Smart is still in the
process of building a customer base and refining certain features. Some prospective users may view it as
less proven simply due to fewer published case studies in the public domain. It also competes with entrenched
systems, so migrating to RIM Smart might require convincing stakeholders of its advantages over more
established tools. Being cloud-only, it shares the same limitation of no on-prem deployment for organizations
that might desire it. Additionally, while IQVIA provides a holistic solution, their software packages are often part
of larger deals — companies not already in the IQVIA orbit might find it a big step to adopt, and smaller firms
could find IQVIA's offerings beyond their scale (IQVIA often targets mid-large companies).

There is also the consideration that IQVIA's dual role as both a services provider and software vendor could
be seen as a conflict by some - e.g., a pharma company might not want to put all its regulatory data into a
system run by a company that also offers outsourced regulatory affairs (though IQVIA has measures to ensure
data confidentiality). In terms of functionality, few weaknesses are noted publicly, but it's worth monitoring how
well RIM Smart keeps up with specialized needs like IDMP compliance (which it does claim to support, but that
capability’s maturity is hard to gauge externally).

Ideal Use Cases: IQVIA RIM Smart is ideal for large and mid-sized organizations that want an integrated
regulatory platform with a strong emphasis on automation and built-in expertise. Companies that already
use other IQVIA solutions (for pharmacovigilance, clinical data, or quality) will find an advantage in adopting RIM
Smart for tighter integration. It's also well-suited for MedTech companies or diversified life science
corporations that have device and drug divisions, since the system can handle both regulatory models. If a
company is looking to modernize from an older, perhaps on-prem RIM or a patchwork of tracking tools, IQVIA
RIM Smart offers a chance to leapfrog to a cloud solution that embeds best practices — essentially gaining not
just a tool but IQVIA’s collective regulatory knowledge. Moreover, organizations interested in leveraging data
(e.g., analytics on submission performance or predictive insights on approval timelines) may choose RIM Smart
given IQVIA's strength in data science. In summary, for those seeking a cutting-edge RIM system with global
scope and strong support for both pharmaceuticals and devices, IQVIA RIM Smart is a top contender.

MasterControl Regulatory Excellence

Overview: MasterControl's Regulatory Excellence solution (often just called MasterControl RIM) is part of the
MasterControl product suite, which is well known in the industry for quality management and electronic
document management. MasterControl has leveraged its expertise in digital document control and workflow
automation to create a RIM offering that digitizes and accelerates regulatory submission and registration
processes'®°! mastercontrol.com 291 mastercontrol.com. This product is positioned to help companies move away

from “antiquated” manual dossier assembly and toward a 100% digital regulatory dossier process °*

mastercontrol.com [39] mastercontrol.com.

MasterControl Regulatory Excellence focuses on uniting the preparation of submissions (authoring, reviews,
approvals) with the management of product registration data in one system. It integrates submissions
management and product registrations, so users can compile an eCTD and at the same time update the
product’s status across countries in the system'’s database [39] mastercontrol.com. The platform emphasizes real-
time visibility and collaboration — all stakeholders can see the status of agency submissions and approvals
across geographies via centralized dashboards °°! mastercontrol.com. Importantly, MasterControl's ethos is to
harmonize regulatory and quality in one platform, recognizing that regulatory submissions are closely tied to

quality events (e.g., changes, deviations) “?/ mastercontrol.com.
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Capabilities: MasterControl RIM provides robust tools for electronic submission document management and
publishing. Using the same engine that powers its EDMS, MasterControl allows teams to author and manage
submission documents with full version control, then automatically render them to PDF and assemble into
the CTD structure for publishing ">/ mastercontrol.com ) mastercontrol.com. The system supports common
eCTD metadata fields and can auto-populate certain attributes (like product name, substance, etc.) into
document properties to ensure completeness for eCTD indexing “°) mastercontrol.com. MasterControl's solution
also includes an integrated eCTD validation step — ensuring that when a sequence is compiled, it meets
technical requirements (no missing files, correct XML backbone, etc.) before dispatch. The platform’s
submission tracking covers from initial compilation through submission to the authority and receipt of
acknowledgment, helping users monitor progress.

On the registration management side, MasterControl RIM lets companies track where each product stands in
each market - for example, a product might be approved in the US and EU, pending in Brazil, planned in China,
etc., all visible in a registration dashboard. It records health authority approval dates, license numbers, and
renewal dates. The system can send automatic notifications for upcoming license renewals or periodic safety
report due dates, as examples, which reduces the chance of missing regulatory commitments *?! en.ennov.com
[86] e ennov.com (MasterControl specifically mentions ensuring no missed deadlines for product approvals and
releases, tying into competitive advantage).

A unique strength of MasterControl is its seamless link to quality processes. For instance, if a change control
(in the QMS module) needs regulatory notification, MasterControl can ensure the regulatory team is alerted and
the submission (variation or amendment) is executed. They call this "a shared system of record” for quality and

regulatory that “just makes sense” |*?l mastercontrol.com. This can significantly streamline compliance: rather
than treating quality and regulatory as separate silos, MasterControl connects them, which helps maintain

alignment between what is registered and what is being manufactured (reducing compliance risk).

MasterControl also touts rapid deployment and validation packages. Their RIM comes with pre-configured
workflows that are based on industry best practices (but can be adjusted). For example, an out-of-the-box
workflow might route a draft Summary of Clinical Efficacy through author - peer review - regulatory approval
- QC check automatically. The platform’s analytic tools provide reporting on cycle times (how long it takes to
go from draft to submission), workload by person, etc., to identify process bottlenecks.

Strengths: MasterControl's RIM inherits many strengths from the company’s decades of experience in
compliance software. It provides an extremely robust audit trail, security model, and Part 11 compliance, which
are all proven in their QMS and EDMS products. According to market research, MasterControl offers an
"advanced robust RIMS platform that emphasizes compliance \ [and] quality control” [*"] gminsights.com. This
focus on quality means the system is particularly good at handling the rigor of regulated content — ensuring, for
example, that every submission document is approved by the right people with signatures, and that you can
easily prove control of documents during an FDA inspection. MasterControl is also praised for simplifying the
submission of complicated filings ") gminsights.com; users can manage large submissions (like a full NDA or a
PMA) with numerous contributors through automation that reduces manual assembly work.

Another strength is integration within the MasterControl ecosystem — companies already using
MasterControl for QMS or Manufacturing find adopting the RIM module relatively frictionless, since it's the same
web interface and underlying database. This can shorten the learning curve and encourage cross-functional
use. Moreover, MasterControl has a reputation for excellent customer support and a strong user community
(particularly in the medical device industry and among mid-sized pharma). The product’s flexibility in
deployment (cloud or on-prem) is also a plus for companies who may not be ready to go fully SaaS; they can
start with it in a private cloud or even on-prem environment under their control.

Weaknesses: MasterControl's heritage is in document and quality management, and while they've expanded
into RIM, some very specialized regulatory features may not yet be as deep as those of long-standing RIM-only
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vendors. For example, dedicated regulatory intelligence databases or complex scenario planning tools for global
submissions may not be embedded (MasterControl RIM users might still rely on external intelligence services for
up-to-the-minute regulatory requirement changes, rather than expecting the software to alert them). The user
interface, while functional, is occasionally reported as less sleek compared to newer systems - it's very form-
driven (lots of fields and tables), reflecting its enterprise software roots. Also, MasterControl historically catered
strongly to medical device and diagnostics companies (due to their QMS leadership in that space), and while
their RIM is equally applicable to pharma, some pharma companies still perceive it as a device-oriented vendor
(this perception is changing as they gain pharma RIM customers).

Another consideration: cost and complexity — MasterControl's solutions are comprehensive and tend to be
priced for enterprise use (their pricing on Capterra indicates starting around $25k/year for some modules 27!
capterra.com [°%) capterra.com). Implementing the full RIM may require significant effort to configure your data
model (especially if you want to use the IDMP and registration tracking features extensively). MasterControl

does provide services to assist, but smaller firms might find it a big leap.

Ideal Use Cases: MasterControl Regulatory Excellence is well suited for companies that already have a
strong quality management focus or existing MasterControl footprint. For example, a combination product
manufacturer that uses MasterControl QMS and needs to handle both FDA submissions and FDA quality system
regs could unify those efforts on one platform. It's also ideal for medical device manufacturers, which often
need to manage global device registrations (country-specific dossiers, certificates, etc.) while maintaining
design history files and technical documentation — MasterControl can handle both sides elegantly. Many mid-
sized pharma and biotech (especially those that grew out of the MasterControl QMS user base) are finding the
RIM solution attractive to avoid having to adopt a different vendor for regulatory. Additionally, any organization
that values tight linkage between regulatory and manufacturing changes (to avoid discrepancies that can
lead to findings) will benefit from the harmonized approach. If a company’s main pain point is that their
regulatory process is too manual/paper-based and slow, MasterControl provides a very clear path to digitization
and automation, likely delivering a quick ROI by reducing time-to-market for new approvals through efficiency

[84]

. 33
gains [83] mastercontrol.com mastercontrol.com.

ArisGlobal LifeSphere Regulatory (LifeSphere RIMS)

Overview: ArisGlobal's LifeSphere Regulatory is an end-to-end RIM offering that forms a part of the LifeSphere
suite, a platform that also includes pharmacovigilance, clinical, and medical affairs solutions. ArisGlobal has
been a long-time player in life sciences software (nearly 40 years), traditionally known for its pharmacovigilance
products. LifeSphere Regulatory — sometimes referred to as LifeSphere RIMS - is their modern solution for
regulatory information management, designed to improve efficiency, ensure compliance, and reduce costs
through automation in the regulatory domain “®! gartner.com. The suite is delivered as a multi-tenant Saas$,
which means all clients are on the latest version and benefit from ArisGlobal’s continuous improvements and Al

innovations.

LifeSphere Regulatory is typically divided into multiple functional applications: LifeSphere RIM (for planning,
tracking and registration management) 9! arisglobal.com [°°1 arisglobal.com, LifeSphere Publishing (for
submissions compilation and publishing) [°" arisglobal.com ["" arisglobal.com, LifeSphere
Correspondence (for HA interactions), and perhaps Labeling. Together, these cover the spectrum of
regulatory activities from pre-submission planning through to post-approval changes.

Capabilities: Starting with Regulatory Planning & Tracking, LifeSphere RIM provides tools to plan submission
projects (mapping out which markets and what sequence of filings) and then track the status of each. It
standardizes workflows and data entry so that all regulatory activities can be managed consistently across
markets [°?) arisglobal.com [°%) arisglobal.com. The system reduces duplicate data entry by serving as a single
source of truth: key data about a product (like its ingredients, manufacturing sites, indications, etc.) is entered
[95]

once and reused across all modules °*! arisglobal.com arisglobal.com. LifeSphere RIM is known to support
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investigational product tracking as well as marketed product tracking — so it can manage IND/CTA
submissions and subsequent NDA/MAA, linking them by product.

A headline feature is the global coverage with localized support: LifeSphere includes regional configurations
to handle specifics like EU variations classification, U.S. application types (NDA, ANDA, BLA, etc.), Japan's
PMDA requirements, and more [“9! arisglobal.com. It also explicitly supports medical device and combination
product regulatory processes, and even site registrations. The presence of an IDMP compliance module
indicates ArisGlobal prepared LifeSphere to manage the five domains of ISO IDMP data, aligning with the
upcoming regulatory data submission requirements in the EU “") arisglobal.com.

On the submission publishing side, LifeSphere Publishing (previously known as LifeSphere Submission or
LifeSphere eSubmission) is a fully functional eCTD publishing tool. It allows regulatory teams to create,
compile, and publish submissions in any format (eCTD, NeeS, paper, etc.) within one system!/°"]
arisglobal.com ?8) arisglobal.com. Users can start from a global dossier and auto-generate national variants. The
tool provides in-built validation for eCTD sequences and has support for eCTD 4.0 as well as current 3.2.2
standards. Features like dossier reuse and document propagation let you take a chunk of a submission (say
the Module 3 from an EU submission) and propagate it into a U.S. submission structure, carrying over

documents and metadata to avoid rework %! arisglobal.com %!

arisglobal.com. LifeSphere also maintains a
dossier record/history, meaning it can store the published sequence and a record of what was submitted (for
easy retrieval years later) [“*! arisglobal.com. Another useful capability is the Regulatory Knowledgebase: the
system keeps a knowledge repository of country-specific submission requirements (like which modules are
required, any special formatting notes, etc.), which helps users comply with local expectations [44]

arisglobal.com.

ArisGlobal has infused LifeSphere with advanced automation (NavaX) - their embedded Al engine. For
regulatory, this could mean features like auto-classification of submission documents or intelligent form filling.
The marketing materials mention things like “Advanced Intelligence” and we know ArisGlobal's focus on
cognitive computing; one can expect continued Al enhancements in tasks such as identifying gaps in a
submission or reading back HA queries and suggesting relevant prior responses.

Strengths: One major strength of LifeSphere Regulatory is comprehensive functionality - it aims to provide
every piece of the regulatory puzzle in one suite. Companies can manage submissions, registrations, labeling,
and even health authority meeting requests all within LifeSphere, avoiding the need for multiple disparate tools.
ArisGlobal’s long presence in the industry lends credibility; in fact, several large pharma companies are known
customers (Astellas, Roche, Boehringer Ingelheim, AstraZeneca were showcased as users of LifeSphere tech

[97] arisglobal.com [98]

arisglobal.com). The platform’s design as a multi-tenant SaaS means all clients benefit from
collective improvements and quick implementation of regulatory changes (e.g., if EMA or FDA changes a

guideline, ArisGlobal can update the software centrally).

The inclusion of IDMP and structured data support is a notable strength, as regulatory affairs is shifting
towards data-driven submissions. LifeSphere’s ability to handle both unstructured docs and structured data in
one place positions companies well for the future (e.g., authorities asking for databases of product info in
addition to PDFs). Additionally, ArisGlobal's LifeSphere is recognized for its automation and reduced data entry
needs, which directly addresses one of the pain points in regulatory operations — too much manual data
transcription [89 arisglobal.com 9% arisglobal.com.

Another strength is integration with ArisGlobal's pharmacovigilance suite (LifeSphere Safety). Many
companies look for synergy between regulatory and safety (for example, to automatically submit Periodic Safety
Update Reports to HAs or to link important safety issues with regulatory actions). Using LifeSphere for both
allows out-of-the-box data sharing: e.g., if a safety variation is needed due to new adverse event info, the safety
system can flag it and the RIM system can track the submission of updated labeling to agencies. ArisGlobal's
longevity also means they understand regulatory compliance deeply — LifeSphere has very strong audit trails,

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved.

Evaluating Regulatory Information Management (RIM) Systems

Page 13 of 30


https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=Global%20Coverage
https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=Image%3A%20Group%201000004219
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Submissions
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Submissions
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=,publish%20submissions%20in%20any%20format
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Submission%20Reuse
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Document%20Propagation
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Dossier%20Record
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Regulatory%20Knowledgebase
https://www.arisglobal.com/lifesphere/regulatory/submission/#:~:text=Regulatory%20Knowledgebase
https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=Image%3A%20Astellas%20logo
https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=Image%3A%20logo%20frame%20
https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=Regulatory%20Information%20Management%20
https://www.arisglobal.com/lifesphere/regulatory/rim/#:~:text=,planning%2C%20tracking%2C%20and%20registration%20management
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/articles/evaluating-rim-systems?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf

E IntuitionLabs  IntuitionLabs - Al Software for Pharma & Biotech

security, and validation support. It's designed to meet FDA 21 CFR Part 11, EU GMP Annex 11, and other global
computer system validation expectations.

Weaknesses: ArisGlobal, historically, was more synonymous with safety software; their RIM software, while now
robust, has faced the challenge of being a “newer entrant” relative to more established RIM-focused vendors.
Thus, market perception in the past sometimes left LifeSphere RIM in the shadow of Vault or other big names,
though this is changing as references grow. Some users might find the user interface less intuitive compared
to newer, cloud-native startups — LifeSphere has improved UX over older ArisGlobal tools, but enterprise
software in this space can be complex due to the breadth of features. Implementation of LifeSphere RIM can be
resource-intensive; large organizations often have to invest in data migration (from legacy systems or
spreadsheets) and change management to fully utilize it.

Another consideration: because LifeSphere is a broad platform, companies sometimes adopt only parts of it. If
not all modules are used, integration with third-party tools might be necessary (e.g., using a different publishing
tool or EDMS with LifeSphere RIM). ArisGlobal does support integration, but one might not get the same
seamless experience as keeping within the LifeSphere family. Additionally, for companies that do not have an
existing relationship with ArisGlobal, there could be a learning curve to understand the platform's capabilities
given its slightly lower profile in RIM compared to its PV dominance.

Ideal Use Cases: LifeSphere Regulatory is a strong fit for large global pharmaceutical companies and
established biotechs that want an enterprise-grade, all-in-one solution and who may also be looking to
modernize other areas like safety or clinical simultaneously. It's particularly useful for organizations that are
ready to embrace digital transformation with Al in regulatory — those who see value in automating as much as
possible and leveraging data science (ArisGlobal's vision aligns with that, given their talk of cognitive computing
automation). Companies that have a lot of separate regulatory systems (one for tracking, one for submissions,
etc.) and want to consolidate will find LifeSphere attractive. Also, those that are forward-looking about IDMP
compliance and structured data submissions may lean towards LifeSphere for its integrated product data
model.

Moreover, if an organization has a heavy focus on pharmacovigilance and regulatory compliance together -
such as needing to frequently submit safety variations, safety update reports, or manage risk management
plans - LifeSphere’s synergy can be a big win (e.g., linking pharmacovigilance findings to regulatory actions
directly). Finally, the multi-tenant SaaS nature makes it a good choice for companies that prefer not to worry
about system upgrades and infrastructure, and who trust a vendor to manage validation in the cloud. LifeSphere
Regulatory is essentially for those who want a cutting-edge, automation-rich RIM system from a vendor that
deeply understands the entire drug development lifecycle.

Ennov Regulatory Suite (Ennov RIM)

Overview: Ennov is a well-established independent software vendor that provides a unified compliance platform
for life sciences. The Ennov Regulatory Suite is a comprehensive set of modules covering RIM, document
management, submission publishing, product data (IDMP/XEVMPD), and more [°°

differentiator is its flexibility and modularity - it's built on a low-code platform that allows for configuration

capterra.com. Ennov's

without custom programming, and it can be deployed either on the cloud or on-premise according to client
needs °° en.ennov.com. This has made Ennov particularly popular with many mid-sized pharma/biotech
companies and also with organizations in Europe and Asia that sometimes require on-prem solutions for
regulatory systems.

The Ennov Regulatory Suite includes specific components such as: Ennov Doc (document management),
Ennov Dossier (submission publishing), Ennov RIM (regulatory information management/tracking), and
specialized modules for IDMP data and artwork management. All modules leverage a common platform (Ennov's
unified compliance architecture), meaning they share a consistent interface and data model.
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Capabilities: In terms of RIM functionality, Ennov covers the end-to-end regulatory lifecycle. Key features of
Ennov RIM (the tracking module) include: planning and tracking of regulatory activities and submissions,
management of health authority correspondence and commitments, and comprehensive product registration
management across countries %%l e ennov.com %2l en.ennov.com. This implies that an Ennov user can create a
"Regulatory Activity" record for, say, a new indication submission in Canada, plan its steps, attach relevant
documents, route tasks to team members, and track when it's submitted/approved - all within the system.
Ennov RIM also incorporates regulatory data submissions capabilities like handling XEVMPD submissions to
the EMA and being ready for IDMP requirements (via the Ennov IDMP module) [22] e ennov.com.

On the submission compilation side, Ennov Dossier provides a fully integrated submission publishing tool.
Users can build eCTD sequences using content from Ennov Doc (their EDMS) without exporting to an external
tool "9 en ennov.com 1921 en ennov.com. Dossier supports eCTD (for human drugs), vNeeS (veterinary), and
other formats like NeeS and even the upcoming EAEU (Eurasian Union) format, reflecting broad geographical
support [°? pharmaceutical-networking.com. It includes sequence management and variation control with change
tracking, which is critical for managing lifecycle (e.g., knowing exactly what was changed from one sequence to
103]

the next) "% en.ennov.com | en.ennov.com. A built-in validation tool checks submissions against agency

requirements (FDA, EMA, Health Canada, GCC, SwissMedic are explicitly supported validators) [10%]

[104]

en.ennov.com en.ennov.com. This ensures that when you attempt to publish, any technical errors are flagged

early.

A notable aspect of Ennov is its attention to multiple product types. Beyond human pharma, Ennov has
features for veterinary medicinal products (with vNeeS format, etc.) "9 en.ennov.com, medical devices
(managing FDA eCopy and device-specific submissions) [°2! en.ennov.com, and even other regulated product
lines like cosmetics and chemicals (less emphasized in the RIM context, but Ennov’s platform has clients in
those areas too). For medical devices, Ennov supports things like 510(k) submission management including

[106]

eCopy packaging and tracking of device regulatory classes and UDI info 153] en.ennov.com en.ennov.com.

Integration and extensibility are strong suits. Ennov provides a RESTful API that allows integration with other
enterprise systems (ERP, MDM, PLM, etc.) ['%) en.ennov.com. For example, if a manufacturing site address
changes in an ERP, the API could be used to update that information in Ennov’s product registration record,
ensuring consistency. Additionally, Ennov's architecture supports connectors; they have integrations for things
like Active Directory (for user management) and can connect to eSignature providers. The search functionality
is also advanced (using Solr for full-text search across documents and metadata) |'°°! m [109]
en.ennov.com, which helps users quickly retrieve regulatory files or data.

en.ennov.cor

Strengths: Flexibility and customizability are commonly cited strengths of Ennov. Because it's a low-code
platform, companies can tailor data models (e.g., add custom fields for specific regulatory attributes), design
custom workflows, and even build additional apps on the platform without needing Ennov to write code. This is
valuable for organizations with unique processes or additional tracking needs. For instance, a regulatory team
might want to track internal review cycles or local affiliate tasks in a certain way — Ennov can be configured to
accommodate that.

Another strength is deployment choice and cost-effectiveness. Some companies, especially in regions with
strict data control preferences (like certain Asian or European gov't-linked pharma), appreciate the on-premise
option — Ennov is one of the few modern RIM vendors still offering full on-prem support alongside cloud. This
also means easier validation for those who prefer to control upgrade timing (though Ennov cloud customers get
the benefit of managed upgrades). In terms of cost, Ennov’s pricing is often considered more accessible than
the large players, making it attractive to mid-market companies or those with budget constraints.

Ennov’s breadth of solution (quality, clinical, pharmacovigilance, etc., in addition to regulatory) can be a
strength for clients who want an all-in-one vendor. If a company uses Ennov for multiple functions, integration
is essentially seamless — for example, a site master file in the quality system could be linked to the product
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registration in regulatory, or a clinical trial protocol in the eTMF could be linked to a clinical trial application
submission in RIM.

Additionally, Ennov has a strong presence in Europe and good support for European regulatory requirements
(their software was among the first to do eCTD 4.0 pilots successfully with EMA [°“! en.ennov.com). They also
acquired in 2023 a UK-based RIM provider, Samarind, to strengthen their U.K. market presence and expertise
19T g minsights.com — showing commitment to continuous growth and improvement.

Weaknesses: Ennov is smaller in size compared to giants like Veeva or IQVIA, which can translate to a smaller
global support footprint (though they do have offices in the US, EU, etc.). Organizations in North America
sometimes have less familiarity with Ennov, as historically their user base skewed European. Consequently,
third-party resources or consultants with Ennov experience might be less common, meaning clients rely more
on Ennov’'s own team for heavy lifting like data migration or complex configuration.

While Ennov's broad functionality is a plus, the user interface unifying all of it is functional but can appear a bit
utilitarian. Users might need more training to navigate the system compared to some newer Saa$S applications
that focus heavily on UX polish - this is partly due to the powerful but complex nature of the platform. Also,
being very configurable means the initial implementation requires clear definition of processes and data; if
a customer doesn’t have a strong idea of what they want, the flexibility can be overwhelming.

Another potential weakness is that Ennov, not being as large, may not have as aggressive a development pace
on new frontier areas like Al-driven analytics or predictive insights. They have been innovative (e.g., their
integration with DocShifter for automated rendering, or adding Al module Ennov Al for things like document
classification), but the scale of R&D could be smaller.

Ideal Use Cases: Ennov is ideal for small to mid-sized pharma/biotech companies or any life science
company that requires on-premise deployment. It's a great fit for organizations that want a tailored RIM
solution and perhaps have found bigger vendors too rigid or expensive. Companies in Europe or Asia-Pacific
that need multi-lingual and multi-geography support, including less common regions, will find Ennov's
experience valuable. Also, if an organization is looking for an integrated platform covering Regulatory, Quality,
Clinical, and Pharmacovigilance (to avoid having separate vendors for each), Ennov should be on the shortlist -
it's one of the few that truly spans all those domains in a unified way """ gartner.com 28 en.ennov.com.

Additionally, veterinary medicine or niche product companies might find Ennov more accommodating; for
example, an animal health company that needs to manage dossiers for multiple species and countries — Ennov's
system explicitly caters to vet needs as well ['°°! en.ennov.com. The low-code configurability also makes Ennov a
good choice for regulatory teams that have to manage unconventional processes or data (such as tracking
manufacturing chain of custody in submissions, or managing foreign pharmacopoeia certifications as part of reg
data) — essentially if you need a RIM that can adapt to you, Ennov is a strong candidate.

Amplexor Life Sciences Suite (Acolad Regulatory)

Overview: Amplexor Life Sciences, now part of the Acolad Group, offers a holistic RIM suite that covers
regulatory data, document, and process management. Often referred to simply as “Amplexor RIM," this solution
has been a staple in the industry for years, particularly in Europe. In 2020, Amplexor merged into Acolad (a large
content and language solutions provider), but the RIM software continues to be a flagship offering of the

; . . 3
n2] pharmaceutical-networking.com (13]

combined company | marketplace.diaglobal.org. Amplexor's platform is
known for supporting end-to-end regulatory processes beyond just submissions — including product data
management (IDMP), planning/tracking, document management, submission publishing, labeling, and

even regulatory analytics“m] pharmaceutical-networking.com [59] pharmaceutical-networking.com.

The Amplexor Life Sciences Suite consists of multiple integrated modules (many branded with “Expert” names
as per a 2021 description (6" pharmaceutical-networking.com ©% pharmaceutical-networking.com): for example,
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ProductExpert™ for IDMP/product data, RIMExpert™ for planning and tracking, R&DExpert™ for regulatory
content management (EDMS), SubmissionExpert™ for submissions publishing, LabelExpert™ for labeling, and
Analytics modules. All modules share a common data model and master data backbone, enabling extensive
reuse of information across regulatory activities.

Capabilities: Amplexor’s RIM suite excels in establishing a single source of truth for regulatory data and
content. One of its core principles is having a central master data model that underpins all regulatory
processes (%% pharmaceutical-networking.com "% pharmaceutical-networking.com. This means that things like
product details, substances, manufacturing sites, etc., are stored once and linked to all relevant records
(submissions, variations, labels, etc.). The benefit is consistency and data quality: if you update a detail (say a
new manufacturing site is added), all pending submission records related to that product can automatically
reflect that, and you avoid inconsistency.

The planning and tracking (RIMExpert) module allows companies to plan their global regulatory strategy — you
can map out every planned submission for a product (initial, line extensions, renewals) and then track execution.

116]

It provides standardized data management and a clear picture for scheduling [ pharmaceutical-

[117]

networking.com pharmaceutical-networking.com. This module ensures no double data entry; it connects

seamlessly with the IDMP and content modules, so once a submission is done, the data and content used are

118]

already part of the system for future re-use "' pharmaceutical-networking.com | pharmaceutical-

networking.com.

The SubmissionExpert module is particularly powerful. It consolidates submission management and
publishing in one solution, leveraging built-in regulatory intelligence and product data to drive submission

191 pharmaceutical-networking.com. For example, because it knows

assembly (59] pharmaceutical-networking.com [
the product’s data (from ProductExpert) and the plan (from RIMExpert), it can pre-compose parts of the dossier
or check completeness. SubmissionExpert includes pre-configured templates for different regions and
submission types (eCTD, NeeS, ASEAN, EAEU, etc.), and it can do submission content pre-validation (so you
catch errors before finalizing). Publishing to various formats (including standards like eCTD and even the latest
eCTD v4 and future formats) is supported, as well as maintaining a submission archive for reference (59]

pharmaceutical-networking.com.

LabelExpert addresses end-to-end label management, covering CCDS (Company Core Data Sheet) alignment,
local label creation, tracking of labeling changes, and linking those changes back to regulatory filings [°°!

1201 pharmaceutical-networking.com. This is increasingly important because many

pharmaceutical-networking.com [
authorities require notification or approval of label changes, and linking labeling with RIM ensures you have
compliance (e.g., you don't sell a product with an unapproved label). Not all RIM platforms have dedicated
labeling modules; Amplexor's inclusion of one is a distinguishing factor for companies with heavy labeling

workloads.

Analytics is another built-in: RIMAnalytics and related modules provide dashboards and reports so that
managers can get insights (like number of submissions by region per quarter, average approval times, upcoming

deadlines, etc.) 1271 pharmaceutical-networking.com [83] pharmaceutical-networking.com. Self-service Bl allows
power users to query the regulatory data for trends or metrics, which can support continuous improvement of

the regulatory process.

Integration-wise, Amplexor’s suite can integrate with external tools (and being part of a content management
company, they also integrate with content creation and translation systems, which is useful for managing
multilingual submission documents or product information). For example, if a company needs a translated
Product Information, the system could trigger a translation workflow (Acolad’s core business is translation, so
this synergy is obvious).

Strengths: One of Amplexor’s key strengths is its holistic vision of RIM — it truly covers all bases from data to
documents to process. Analysts and industry publications have noted that Amplexor offers a “constantly
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evolving holistic RIM platform” that provides benefits beyond compliance, helping companies leverage their
regulatory data for smarter decisions ['??! pharmaceutical-networking.com ['??! pharmaceutical-networking.com. The
platform’s ability to manage both structured data (IDMP fields) and unstructured content in context is highly
valuable, especially with upcoming IDMP regulations.

Automations within Amplexor minimize manual work — they emphasize powerful automations to reduce data

entry and improve data quality”m pharmaceutical-networking.com (23] pharmaceutical-networking.com. For
instance, if a piece of data is entered in ProductExpert, the system can propagate it to all relevant submissions
or forms. Also, reusability of content (submit once, reuse often) is facilitated by their architecture. This yields
efficiency and consistency gains. The concept of enterprise-wide standardization and collaboration is built-

in, which can lead to lower compliance risk and easier maintenance.

Another strength is that Amplexor was ahead in IDMP and digital submission readiness. They have been
actively involved in industry working groups and ensured their product can serve as an IDMP database. Plus,
they support emerging standards like eCTD 4.0 (e.g., implementing the new backbone standard RPS —
Regulated Product Submission) and EAEU format, which shows commitment to future-proofing.

Amplexor’s system is also highly regarded for label management and structured content, which not all RIM
vendors cover thoroughly. For companies with complex labeling (many languages, frequent safety updates to
labels), having LabelExpert integrated is a big plus.

Now under Acolad, a content and language powerhouse, another emerging strength is integration with content
services — for example, connecting regulatory document authoring with translation workflows, which is crucial
when submitting to multiple countries. This could streamline the creation of multilingual dossiers significantly.

Weaknesses: Historically, Amplexor’s user interface and user experience have been seen as more utilitarian —
effective but perhaps not as slick or modern as some newer entrants. There can be a steep learning curve due
to the system'’s vast capabilities. The Amplexor platform is large; implementing all its modules can be a multi-
phase project, which requires strong project management and user training. If not well managed, users might
feel the system is complex.

Another potential weakness is that being so comprehensive, the suite might be resource-intensive to maintain
— especially for on-prem deployments, companies need a knowledgeable IT and business admin team to
manage configurations, upgrades, and validation. Acolad likely will continue to offer strong support, but it's not
a lightweight system you can implement with a tiny team overnight.

The merger with Acolad might also shift priorities; some clients might worry if the focus on RIM could dilute with
the broader content business (though so far, it appears Acolad is investing in the Life Sciences suite).

In comparison to some newer cloud-only competitors, Amplexor's move to the cloud is ongoing - they do offer
cloud solutions, but many clients still operate their software on-prem or private cloud. That means some may
not always be on the latest version, etc., which can cause variation in capabilities across the user base.

Ideal Use Cases: Amplexor's RIM is ideal for large and mid-size pharmaceutical companies that want a
data-centric approach to regulatory management. It particularly suits companies that are gearing up for
IDMP compliance and want to align their regulatory submission process with master data governance (e.g.,
ensuring that the data submitted to regulators is consistent and comes from a well-maintained source). It's also
an excellent choice for companies that consider labeling a critical process - like those with dozens of markets
and frequent updates needing tight control and tracking.

If a company has a strategy to maximize re-use of data and content (say, reusing core dossier sections for
multiple markets with minimal manual overhead), Amplexor's tools are built for that. Also, if an organization
desires a high degree of process automation and integration, for example linking regulatory changes with
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manufacturing systems or connecting to a company’s ERP for NDC or SKU information, Amplexor's integration-
friendly architecture is beneficial.

Finally, global companies that operate in many different regulatory jurisdictions (including EU, US, CIS,
Asia) and across product types (drug, device, etc.) find Amplexor attractive because it is one suite that can
handle all those variations. For instance, a company that has human drugs, veterinary products, and maybe
some devices — they could manage all their regulatory work in one system with Amplexor, rather than patching
together different solutions for each unit. Overall, Amplexor is a top fit for those who seek a mature, all-
encompassing RIM solution with strong master data and labeling capabilities, and who have the
organizational commitment to fully leverage such a powerful system.

EXTEDO EXTEDOpulse

Overview: EXTEDO is a company with deep roots in regulatory submissions; it is well known for its eCTD
software (such as eCTDmanager) and is a trusted provider to both industry and regulators (many regulatory
agencies use EXTEDO tools for reviewing or validating submissions). EXTEDOpulse is EXTEDO's next-
generation comprehensive RIM platform, introduced to expand beyond submissions into a full regulatory

e [124] [125]

information management suit extedo.com extedo.com. EXTEDOpulse encapsulates modules (often

termed "Hubs") for master data management, document/content management, submission management,

126] n [66]

registration tracking, safety management, and even quality management ! extedo.con extedo.com.

This platform was built to fulfill EXTEDO's mission of “Effortless Compliance” — essentially, to make regulatory
compliance processes as smooth and integrated as possible so that companies can devote more time to
innovation rather than admin ['?7) gartner.com 28] gartner.com. A notable aspect is EXTEDOpulse's partnership
with Generis — it uses Generis CARA as the underlying content and business process management engine %!
extedo.com, which gives it a robust, modern foundation.

Capabilities: Starting with EXTEDO's forte, the Submission Management Hub in EXTEDOpulse is a very
feature-rich environment for electronic submissions. It enables users to efficiently build, view, validate,
publish, and even concurrently review submissions of almost any type [°®) extedo.com [°7] extedo.com. It
supports CTD/eCTD, NeeS, eCopy (for FDA devices), IMPD (for EU clinical trials), DMF/ASMF (drug master files),

s [68] extedo.com.

VNeeS, and others — essentially covering all major global submission formats and use case
EXTEDO's validation engine is a strong selling point: since their tools are used by agencies, the same validation
that a regulator will apply can be run by the industry user (for example, checking eCTD compliance against EMA
or FDA rules), which dramatically reduces technical rejection rates !'?°) extedo.com '*%) extedo.com. The hub
provides an overview of submission status across products and markets, so a regulatory manager can get a

snapshot like "product X: 10 sequences submitted in US, 12 in EU, next sequence due in Japan, etc.".

EXTEDOpulse's Master Data Management (MDM) serves as a backbone - it connects to external controlled
vocabularies (such as EMA’s SPOR data) to ensure data consistency ['?°! extedo.com ['*" extedo.com. It holds all
the key regulatory data (substances, organizations, etc.) in one place, which all the functional hubs then
leverage. The effect is that if you update a piece of master data, it's updated everywhere, maintaining “one
version of the truth” and improving data quality ['*?! extedo.com ["*%] extedo.com. This is particularly useful as
IDMP standards come into play, because EXTEDOpulse can act as an IDMP data management system feeding

compliant submissions or reports.

The Registration Management Hub focuses on product registration tracking, including IDMP, XEVMPD, and
other medicinal product details needed for global compliance [7°! extedo.com. It helps maintain a medicinal
product dictionary for all your products and allows you to manage all registration entries (like each country’'s MA
number, approval date, indications, etc.). It integrates with the submission hub so that initial applications and
variations trigger updates to the registration database (and vice versa, you can navigate from a registration
entry to the submissions that created or updated it) [°/) extedo.com /%] extedo.com. The integration between the

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 19 of 30


https://www.extedo.com/blog/the-challenges-of-implementing-a-regulatory-information-management-rim-system#:~:text=,needs%20of%20authorities%20and
https://www.extedo.com/agency#:~:text=Agency%20,be%20requested%20at%20any%20time
https://www.extedo.com/software/extedopulse#:~:text=Benefit%20from%20end,Management%20in%C2%A0EXTEDOpulse
https://www.extedo.com/software/extedopulse#:~:text=Submission%20Management%20Hub
https://www.gartner.com/reviews/market/life-science-regulatory-information-management-solutions#:~:text=By%20EXTEDO
https://www.gartner.com/reviews/market/life-science-regulatory-information-management-solutions#:~:text=serves%20regulatory%20authorities%20and%20maintained,they%20are%20required%20to%20fulfill
https://www.extedo.com/blog/extedo-to-extend-its-extedopulse-rim-software-solution-using-generiss-cara-foundational-content-business-process-management-platform#:~:text=EXTEDO%20extends%20its%20EXTEDOpulse%20RIM,business%20process%20management%20platform
https://www.extedo.com/blog/extedo-to-extend-its-extedopulse-rim-software-solution-using-generiss-cara-foundational-content-business-process-management-platform#:~:text=EXTEDO%20extends%20its%20EXTEDOpulse%20RIM,business%20process%20management%20platform
https://www.extedo.com/software/extedopulse#:~:text=Submission%20Management%20Hub
https://www.extedo.com/software/extedopulse#:~:text=Effortlessly%20Streamline%20Your%20Workflow%20with,Triggering%20of%20Applications%20and%20Sequences
https://www.extedo.com/software/extedopulse#:~:text=Submission%20Management%20Hub
https://www.extedo.com/software/extedopulse#:~:text=regulatory%20submission%20statuses%20across%20a,increase%20productivity%20within%20your%20organization
https://www.extedo.com/software/extedopulse#:~:text=validation%20and%20reviewing%20technology%20as,increase%20productivity%20within%20your%20organization
https://www.extedo.com/software/extedopulse#:~:text=Benefit%20from%20end,Management%20in%C2%A0EXTEDOpulse
https://www.extedo.com/software/extedopulse#:~:text=The%C2%A0EXTEDOpulse%20Master%20Data%20Management%20acts,a%20single%20source%20of%20truth
https://www.extedo.com/software/extedopulse#:~:text=Utilizing%20master%20data%20across%20the,reliability%20of%20the%20regulatory%20outcomes
https://www.extedo.com/software/extedopulse#:~:text=reliable%2C%20consistent%20information,reliability%20of%20the%20regulatory%20outcomes
https://www.extedo.com/software/extedopulse#:~:text=Registration%20Management%20Hub
https://www.extedo.com/software/extedopulse#:~:text=Effortlessly%20Streamline%20Your%20Workflow%20with,Triggering%20of%20Applications%20and%20Sequences
https://www.extedo.com/software/extedopulse#:~:text=plan%20from%20the%20Document%20Management,in%20the%20Registration%20Management%20Hub
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/articles/evaluating-rim-systems?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf

E IntuitionLabs  IntuitionLabs - Al Software for Pharma & Biotech Evaluating Regulatory Information Management (RIM) SyStemS

registration hub and submission hub is cleverly implemented, for instance via “deep links” — you can jump
directly from a product registration entry to an associated submission sequence to see details [/ extedo.com.

The Document and Content Management Hub is an EDMS for regulatory documents built on CARA's content
management capabilities. It provides a place to author and manage documents with full versioning, templates
(including eCTD-compliant Word templates to ensure correct formatting) /% extedo.com. Automated workflows
can route documents for review/approval and ensure they’re submission-ready. The hub connects to the
submission hub such that you can drag-and-drop approved documents into a submission structure and they
remain linked - so if a document gets updated, you're alerted to update it in the submission too [°7! extedo.com.
This reduces errors like using an outdated file in a sequence.

EXTEDOpulse also has a Quality Management Hub and Safety Management Hub, which go beyond classic
RIM: the quality hub deals with CAPAs, deviations, etc., and the safety hub manages pharmacovigilance cases

135]

and reporting (PSURs, etc.) ['**] extedo.com "5 extedo.com. The inclusion of these shows EXTEDO's ambition to
cover related compliance areas; for the regulatory user, it means if you also handle safety submissions (like
sending an adverse event report to authorities) or need to reference quality changes in a variation, those

activities can all live in one platform.

Strengths: EXTEDO's biggest strength is its unmatched expertise in eCTD and regulatory submission
management. Their tools have a long track record of reliability in compiling and validating submissions.
EXTEDOpulse takes that further by connecting submissions with the surrounding data and processes. The fact
that 35 regulatory authorities worldwide use EXTEDO's validation or review tools!'?%! extedo.com 1%
extedo.com speaks volumes — using the same tech on the industry side gives confidence that submissions will

meet requirements.

For companies heavily focused on submission publishing performance, EXTEDOpulse offers efficiencies like
parallel publishing and in-progress review (so one team can start reviewing a draft sequence while another is
still adding documents), which can shorten timelines [°7! extedo.com /" extedo.com. It also supports triggering
follow-up sequences automatically when certain events happen, and reusing content plans so you don't start
from scratch for each new submission [¢7] extedo.com 72 extedo.com.

Another strength is the master data-centric approach - by emphasizing MDM, EXTEDO ensures high data
consistency and supports trending toward structured data submissions. EXTEDOpulse is well-prepared for
future regulatory requirements like IDMP (and indeed will likely integrate with whatever mechanisms
authorities set up for IDMP submissions).

EXTEDO's platform now covering quality and safety as well means it's expanding into an integrated compliance
solution. Some smaller companies might even choose EXTEDOpulse to cover multiple needs (maybe not as deep
in quality as a dedicated QMS, but adequate for many). This integration can break down silos — for example, a
change control in the quality hub could automatically prompt an evaluation of whether a variation needs to be
filed, bridging quality and regulatory processes.

Weaknesses: EXTEDO is transitioning from being a specialized submission software vendor to a provider of a
full RIM platform. This transition is promising, but EXTEDOpulse is relatively new as a unified suite compared
to competitors, so some features outside of submissions may still be maturing. For instance, EXTEDO is not
traditionally known for complex tracking workflows or a rich Ul for data entry — these exist now, but user
feedback over time will validate their robustness.

Additionally, EXTEDO's user base historically includes many smaller companies and regulators who used
specific tools (like just eCTDmanager). Migrating those to a full platform is a task; some might find the
integrated system more complex than the simple single-purpose tool they used. Therefore, user adoption and
training will be key — not a weakness per se of the software, but a challenge in its implementation.
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Compared to some cloud-native competitors, EXTEDQO's offering might appear more modular and therefore
require integration of hubs (though they are designed to work together). Also, since EXTEDO offers on-premise
options, not all customers will be on the latest version simultaneously, which could mean some fragmentation in
experiences.

Ideal Use Cases: EXTEDOpulse is an excellent choice for companies for whom eCTD publishing is a central
pain point - for example, those who frequently file in multiple regions and want to streamline that process while
ensuring high compliance (like generics manufacturers who do global filings, or mid-size pharmas with lots of
line extensions worldwide). It's also ideal for organizations that have historically used EXTEDO tools for
submissions and now want to expand capabilities without losing that familiarity or reliability.

Given its strength in validation and compliance, companies with very stringent regulatory compliance
requirements or high submission volume will appreciate EXTEDOpulse. Also, any firm preparing for IDMP and
wanting to get their product data in order can benefit from the MDM-centric approach of EXTEDOpulse.

Since EXTEDOpulse includes safety and quality, it can be considered by smaller companies or subsidiaries
that might not have dedicated systems for those — they could potentially manage all their compliance in one
platform (for instance, a small pharma can handle regulatory submissions, track product registrations, manage
their safety reporting, and even do basic quality event tracking all in EXTEDOpulse).

Finally, for companies that still desire an on-premise or private cloud solution but with modern features,
EXTEDOpulse is suitable (EXTEDO knows many customers still deploy on-prem, so they support it). It's a way to
get a state-of-the-art RIM without necessarily going multi-tenant SaaS if that's a constraint.

Other Notable RIM Solutions and Emerging Players

In addition to the major platforms detailed above, there are several other noteworthy RIM systems and tools in
the market, each catering to specific needs or niches in regulatory information management:

e LORENZ Suite: Lorenz is a specialist in electronic submissions and regulatory lifecycle management. Their flagship product,
Lorenz docuBridge, is a widely used eCTD submission management software known for flexibility and compliance (many
companies use it for compiling eCTDs, and some regulators use Lorenz systems for reviewing submissions). Lorenz also
offers complementary RIM components like trackBridge for registration tracking. The company is praised for providing
"easily adaptable” solutions that meet global e-submission standards (e.g., eCTD, and the upcoming RPS format) [136]

gminsights.com. For organizations that might not need a full RIM suite, but do need top-tier eCTD tools, Lorenz is often a

go-to. It excels in organizations with strong internal processes that want tools they can customize to their approach.

e Rimsys: Rimsys is a newer platform focusing specifically on Medical Technology (MedTech) companies. It provides a
consolidated RIM solution for device and diagnostics regulatory teams, including features for product registration
tracking, standards compliance (like managing standards certificates and General Safety and Performance
Requirements - GSPR), UDI management, regulatory submission management, and post-market surveillance
trackingmﬂ gartner.com. MedTech companies have unique needs (e.g., tracking regulatory standards and test reports,

handling multiple product variants) and historically relied on spreadsheets. Rimsys fills this gap with an out-of-the-box

solution tailored to devices. It's delivered as cloud software and is ideal for small to mid-size device firms or divisions of

larger companies that need a focused tool to navigate global device regulations (like EU MDR, FDA 510(k), etc.).

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 21 of 30


https://www.gminsights.com/industry-analysis/regulatory-information-management-system-market#:~:text=,such%20as%20eCTD%20and%20RPS
https://www.gminsights.com/industry-analysis/regulatory-information-management-system-market#:~:text=,such%20as%20eCTD%20and%20RPS
https://www.gartner.com/reviews/market/life-science-regulatory-information-management-solutions#:~:text=Rimsys%20is%20a%20provider%20of,and%20navigating%20global%20regulatory%20landscapes
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/articles/evaluating-rim-systems?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-regulatory-information-management-rim-systems.pdf

E IntuitionLabs  IntuitionLabs - Al Software for Pharma & Biotech Evaluating Regulatory Information Management (RIM) SyStemS

e Generis CARA (for Life Sciences): Generis CARA is an enterprise content and information management platform that has
been adopted by some life science companies as the backbone for RIM. CARA isn’t a RIM system per se out-of-the-box;
rather, it's a highly configurable platform on which solutions can be built. Generis has life sciences templates that cover
document management, regulatory submissions, and more. In fact, as noted earlier, EXTEDO's EXTEDOpulse uses CARA as
its content management core. Some large pharmaceutical companies have internally built their RIM on CARA due to its
flexibility. CARA can manage content, data, and workflows at scale and is often chosen by organizations that want extreme
configurability and perhaps to unify RIM with other content-driven processes (like R&D document management).
However, it typically requires more configuration effort and perhaps integration with submission publishing tools to be a full
RIM solution.

e OpenText (Documentum) based solutions: Before specialized RIM suites became prevalent, many pharma companies
leveraged ECM (Enterprise Content Management) systems like Documentum to implement regulatory solutions. OpenText
(which acquired Documentum) has offerings such as OpenText Documentum for Life Sciences that include a Regulatory
submissions module and registration tracking. These systems are highly customizable and often integrated with publishing
engines. While some companies still use Documentum-based RIM (and it remains an option, especially if leveraging an
existing Documentum infrastructure), the trend has been moving toward the dedicated RIM suites discussed above. Still,
OpenText’s solution is robust in document management and can be configured to manage regulatory content and
metadata; it might be seen in companies that have long-standing Documentum applications and prefer to evolve them
rather than switch platforms.

e Sparta Systems [ Dassault: Sparta’s TrackWise Digital (now under Dassault Systemes) is a quality and compliance
platform. While it's primarily a QMS, some organizations have used TrackWise to track regulatory commitments or even
product registrations (given its powerful workflow engine). Additionally, Dassault Systémes has the MEDIDATA platform and
other offerings that touch regulatory (for example, the BIOVIA suite for registration tracking). The GMI market analysis lists

[9]

Dassault as a participant in RIM gminsights.com, likely due to these capabilities. However, these are not off-the-shelf

RIM solutions and often require custom configuration or are used for partial RIM functions (like tracking only).

e Calyx RIM: Calyx (formed from legacy Peregrine, Datatrak, etc.) offers a RIM solution as part of its clinical and regulatory
suite. Calyx RIM appears to focus on linking regulatory tracking with clinical study start-up and trial regulatory document
management. It might be suitable for small to mid-size companies wanting a combined CTMS (Clinical Trial Management)
and RIM approach, although Calyx's market presence in RIM is not as large as others.

e Other niche or regional players: There are numerous other tools - e.g., DDi Global's Regulatory Affairs Management
System (RAMS), which targets emerging biopharma; Instem Samarind RMS (Samarind now part of Instem/Ennov), which
historically served small pharma and generics; Montrium RegDocs (focused on document collaboration for submissions);

[9]

AmplelLogic (an Asia-Pacific focused low-code RIM, noted by Gartner gminsights.com); Ithos Global (providing RIM for

cosmetics and consumer goods compliance); and others. These may not be as feature-complete for pharma RIM needs but
can be very useful in specific contexts or industries adjacent to pharma.

The RIM software market remains quite competitive and dynamic, with new entrants leveraging cloud and Al,
and established players expanding their offerings. Analyst reports (like Gartner’'s Market Guide for Life Science
RIM or Gens & Associates studies) consistently show Veeva, Amplexor (Acolad), ArisGlobal, Ennov, and IQVIA
among top considered vendors, but also acknowledge the “crowded vendor market with a complex mix of
capabilities.” %! connect.regdesk.co '°9 regdesk.co Each solution has unique selling points: for example,
RegDesk (an emerging vendor) uses an Al-powered approach primarily for regulatory intelligence to speed
market entry 1% whatfix.com [ whatfix.com. As regulatory requirements evolve (IDMP, structured content

management, increased need for automation), the landscape may see further consolidation and innovation.

Recommendations and Conclusion

Selecting the "best” RIM system for an organization requires careful consideration of the company's size,
product portfolio, geographic reach, existing systems, and strategic priorities. There is no one-size-fits-all
answer; each of the leading platforms profiled has strengths that align better with certain scenarios:
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e For large, global pharmaceutical companies with complex product portfolios and a desire for a tried-and-true, fully
integrated solution, Veeva Vault RIM often stands out. Its cloud-only approach can drive global standardization, and it
shines when integrated with other Vault modules for an enterprise-wide platform. Veeva is frequently seen as the benchmark

(8]

for enterprise RIM in life sciences, and its leadership status is echoed by industry analysts gminsights.com.

e For organizations emphasizing automation and looking for a modern user experience, especially if they span pharma
and medtech or already use IQVIA services, IQVIA RIM Smart is a top contender. It brings strong built-in regulatory
knowledge and is continually expanding functionality. It can be a smart choice for companies wanting to leverage data and
analytics in regulatory operations, given IQVIA's capabilities.

e For companies in the midst of digital quality management initiatives or those in the medical device sector,
MasterControl Regulatory Excellence is highly attractive. Its seamless connection with quality processes and proven
document management strength make it a natural fit for ensuring end-to-end compliance (from manufacturing floor to
regulatory agency). It effectively reduces the risk of misalignment between what's filed and what's practiced in

[42]

manufacturing mastercontrol.com.

e For firms that require flexibility, on-premise options, or a one-stop-shop for multiple GxP needs (regulatory, clinical,
PV, quality), Ennov provides a very balanced solution. It may not have the flashiest interface, but it delivers solid
functionality and can be molded to unique requirements without coding. Ennov is particularly recommended for mid-tier
companies and those based in geographies where data control is paramount or where support for multiple product types

[55]

(e.g., vet, device) is needed in one system capterra.com,

e For data-driven organizations and those preparing for the future of regulatory information (IDMP, structured
content), Amplexor (Acolad) Life Sciences Suite offers a comprehensive, data-centric approach. It is an excellent choice
if you want to ensure that your RIM system will not only handle today’s needs (eCTD, tracking, etc.) but also serve as a

master data repository feeding tomorrow's high structured data submissions [62] pharmaceutical-networking.com [59]

pharmaceutical-networking.com. Its labeling module also makes it ideal for companies with heavy labeling workloads.

e For companies prioritizing submission excellence and regulatory compliance efficiency, especially if they have smaller
teams or historically used EXTEDO tools, EXTEDOpulse is highly suitable. It guarantees top-notch compliance in publishing
(benefiting from EXTEDO's legacy) and adds the surrounding RIM capabilities that can significantly shorten submission
preparation times. EXTEDOpulse is great for ensuring error-free submissions — a key factor since technical submission
errors can delay approvals.

e For specialized needs (like exclusively medtech regulatory management, or primarily needing a strong eCTD tool to pair
with internal databases), the specialized solutions like Rimsys or Lorenz might be the best fit. For example, a mid-size
medtech firm might find a better ROl with a focused medtech RIM like Rimsys than a pharma-oriented suite, due to its

inclusion of device-specific workflows out of the box %7 gartner.com.

In all cases, successful implementation of a RIM system depends on more than just software features. Critical
success factors include executive sponsorship, cross-functional buy-in, thorough training, data cleansing,
and thoughtful change management. Organizations should map their current regulatory processes and pain
points and then evaluate which system aligns best and can be configured to fill gaps. It's also wise to request
demos and, if possible, sandbox trials with real scenarios (compiling a sample submission, entering a few
product records, etc.) to see how each system handles the tasks.

Analyst evaluations and user reviews reinforce that while features are important, factors like usability, vendor
support, and the ability to adapt to regulatory change are equally crucial. For instance, Gartner Peer Insights
reviews (when available) can provide insight into user satisfaction with vendor support or the ease of
integration. As of 2025, many RIM vendors have limited public reviews (given the niche market), but Gartner'’s
commentary on this segment highlights that companies value "configurability, global scalability, seamless

s [140]

integration, and robust support for future regulatory changes” in RIM platform whatfix.com. These criteria

should be weighed during selection.

Finally, consider the long-term partnership with the RIM vendor. Regulatory requirements will continue to
evolve (e.g., emerging markets implementing eCTD, new guidelines like electronic labeling, pharmacovigilance
reporting integrations, etc.). The best RIM systems are those from vendors who continuously update their
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software to keep clients compliant with minimal effort on the client side. For example, when FDA or EMA

updates validation criteria or when eCTD 4.0 rolls out, a good RIM vendor will have updates ready so that you

[54]

remain compliant automatically en.ennov.com.

In conclusion, all the leading RIM systems profiled can deliver significant improvements in regulatory operations
by centralizing information, enforcing process, and enabling faster, more informed decision-making. The
"best" system is one that aligns with your organization’s specific needs and future vision. Whether that is the
deeply integrated ecosystem of Veeva, the intelligence-driven approach of IQVIA, the quality-regulatory
harmony of MasterControl, the flexibility of Ennov, the data rigor of Amplexor, the submission mastery of
EXTEDO, or another specialized tool - implementing a modern RIM will position regulatory affairs as a more
strategic, efficient function that not only ensures compliance but also accelerates the business.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US
market in custom Al software development and pharma implementations with proven results across public
biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and
ERP systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al
infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,
automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field
force applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and
automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom
data visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and
implementation guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or
availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives
be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or
damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated
content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information
before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of
their respective owners. All company, product, and service names used in this document are for identification purposes
only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and
biotech companies. As the premier US-based Al software development company for drug development and
commercialization, we deliver cutting-edge custom Al applications, private LLM infrastructure, document processing
systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al
expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,
please consult with appropriate qualified professionals.
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