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Executive Summary

Regulatory Information Management (RIM) systems are mission-critical platforms in the life sciences industry, used to
plan, track, and document the regulatory lifecycle of products. Veeva Systems’ Vault RIM is a leading cloud-based suite
in this space, adopted by hundreds of companies (150+ organizations, including four of the top ten global pharma
companies () www.veeva.com)). Vault RIM offers a “single authoritative source” for regulatory content and data
(submissions, dossiers, health authority correspondences, product registrations, etc.) (* www.veeva.com). While Veeva
Vault RIM has become ubiquitous for large pharma, many organizations — especially small-to-midsize biotechs and
medical device firms — may find that its enterprise-grade capabilities exceed their current scale and requirements (°°!
kivo.io) (' viww.g2.com). As a result, an ecosystem of alternative RIM solutions has emerged. These range from other
enterprise suites (e.g. IQVIA RIM Smart, ArisGlobal LifeSphere Regulatory, MasterControl Regulatory Excellence, DXC
Regulatory Information Management Suite, etc.) to modern SaasS tools tailored to growing teams (e.g. Kivo RIM, RIMsys,
RegDesk, Kalypso Accel for RIM, Ennov RIM, etc.), as well as hybrid approaches combining generic content platforms
(SharePoint/Box/Egnyte) with add-on tools.

This report provides a comprehensive, in-depth analysis of alternatives to Veeva Vault RIM. We begin by reviewing the
regulatory context and the rise of RIM systems, then detail Veeva Vault RIM’s capabilities and market position (circa
2026). We then survey the leading alternatives, organized by category (enterprise RIM suites, specialized/regtech
platforms, integrated QMS/RIM systems, and “DIY” stack approaches), examining their features, deployment models,
targeted sectors (pharma vs. medtech), and distinguishing strengths and weaknesses. We incorporate data wherever
available — e.g. adoption figures, ROI analyses, case study outcomes, and expert commentary — to compare solutions.
Case examples (from industry publications and vendor case studies) illustrate real-world experiences, including
implementation impacts on efficiency, cost savings, and time-to-market. Finally, we discuss future trends and implications
(e.g. digitalization of submissions, Al-assisted processes, data standards like IDMP/HL7 FHIR) and how these will shape
the RIM software landscape.

Key findings include: RIM software demand is growing rapidly (industry forecasts project high single-digit to double-digit
CAGR through 2030 (©°! www. futuremarketinsights.com)); major players like Veeva, ArisGlobal, IQVIA, MasterControl, and
Kalypso dominate large-enterprise deployments, while emerging vendors like RIMsys, Kivo, and RegDesk serve lean or
medtech teams. Total Economic Impact studies report strong ROI for modern RIM implementations (e.g. a Forrester
study found a 196% ROI for RegDesk users (I www.regdesk.co)). In practice, companies often adopt either a “best-of-
breed” mix-and-match approach or seek unified platforms (the latter trend exemplified by newer offerings like “RegOps”
platforms). Regardless of choice, digital RIM solutions (especially those leveraging Al/automation and standardized data)
are expected to significantly reduce manual workload and accelerate global submissions (' link.springer.com) (©°!
www.gartner.com). Selecting an alternative to Veeva RIM thus involves tradeoffs among factors such as cost, ease-of-use,
regulatory scope (pharma vs. device), configurability, and roadmap for future regulatory requirements (like IDMP).

Introduction

Modern pharmaceutical, biotech, and medical device companies must navigate a complex global regulatory
environment. For every therapeutic or device, hundreds of regulations and standards (product registrations,
submissions, variations, safety reports, labeling commitments, etc.) must be managed in multiple countries and
jurisdictions. Historically, many organizations relied on spreadsheets, siloed document repositories, or fragmented EDMS
tools to handle regulatory documentation. However, as the volume of products and submissions grew, and regulatory
data requirements (e.g. uva IDMP, Regional eCTD, Unique Device Identification, etc.) became more stringent, the
limitations of manual processes became evident. Late submissions, data errors, and compliance lapses risk regulatory
delays or fines. In response, dedicated Regulatory Information Management (RIM) systems have emerged to
centralize and streamline regulatory processes across the product lifecycle.
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Regulatory Information Management (RIM) solutions are designed to “allow organizations to scale and speed
products to market,” providing a suite of capabilities for tracking regulatory approvals and maintaining compliance (I
www.gartner.com). Gartner defines RIM as a set of capabilities that cover the regulatory approval and maintenance of life
science products (I www.gartner.com) (see also Table 1 on RIM core features). In practice, a RIM system typically
integrates:

« Product Registration and Lifecycle Tracking: Managing regulatory approvals and license information for each
product and market, with expiration/renewal alerts.

« Submission Planning & Dossier Management: Generating harmonized submission plans, checklists, and
assembling electronic dossiers (eCTD or other formats). Modern RIMs often include eCTD publishing or interfaces to
publishing tools.

« Content and Document Management: Storing regulatory documents (e.g. common technical documents,
correspondence, certificates) in a validated repository with metadata, version control, search, and audit trails.

- Commitments and Correspondence Tracking: Logging health authority interactions, commitments, bundling
guestions/answers by dossier.

» Regulatory Intelligence: Ongoing monitoring of regulatory changes (e.g. new guidelines, product codes, labels),
often via integrated databases or third-party content feeds (e.g. global compendia or freestanding intelligence
services). This includes IDMP data management (substance/product coding).

« Collaboration and Workflows: Facilitating cross-functional review/approval workflows among regulatory affairs,
clinical, quality, and commercial teams.

« Reporting & Analytics: Tracking global regulatory status, key performance indicators (KPIs), and generating
management reports (dashboards often use Bl tools).

RIM systems are usually cloud-based SaaS today, reflecting industry trends toward digital platforms. For example,
recent reviews highlight how cloud, Al, and structured content management can dramatically streamline regulatory
submissions and compliance. A 2025 AAPS review notes that digital RIM solutions (including AlI/ML and standardized
data models) can “automate document preparation, [provide] real-time data integration, and enhanced collaboration
between sponsors and health authorities,” reducing manual effort and accelerating approval timelines ("’
link.springer.com). Standardization efforts (PQ/CMC, ISO IDMP, HL7 FHIR) underpin this transformation by creating a
common data framework for submissions (%' link.springer.com).

The RIM software market is growing accordingly. Industry forecasts project strong expansion — for instance, one market
report values the global RIM market at $2.7 billion in 2026, rising to $7.6 billion by 2036 (=11% CAGR) (°
www.futuremarketinsights.com). Key players listed include Veeva Systems, ArisGlobal, PhlexGlobal (how Cognizant),
Amplexor (Acolad), and MasterControl (" vwww. futuremarketinsights.com).This growth is driven by rapid adoption across
pharmaceuticals, biologics, and medical devices in mature markets (North America, Europe) and accelerating uptake in
emerging markets (China, India, Latin America). In sum, RIM has evolved from an optional luxury to a core requirement in
life-science IT stacks.

Given the criticality of regulatory compliance, RIM solutions are often highly regulated themselves. They must support
validation and 21 CFR Part 11 (for electronic records and signatures), as well as ISO (e.g. ISO 13485) and
GDPR/Privacy where applicable. Security certifications (SOC 2, ISO 27001, etc.) are also expected. As one vendor
succinctly notes, “Non-compliance [with RIM processes] is not an option — it is costly... and harmful to patients” (**'
kalypso.com). This raises the stakes of choosing the right RIM platform.

This report assumes familiarity with the life sciences regulatory domain, and does not cover basics of specific regulatory
processes (e.g. eCTD building itself) unless relevant to RIM. Instead, we focus on evaluating RIM platforms — starting
with Veeva’s offering as a benchmark, then analyzing competitive alternatives. We include multiple perspectives:
technical capabilities, user perspectives (reviews), market data, and economic impacts (case/ROI analysis). All claims
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and comparisons are supported by citations from industry sources, vendor documentation, case studies, and published
reportst (see references inline).

Veeva Vault RIM Overview

Veeva Vault RIM (also known as Veeva RIM Suite) is a cloud-native regulatory platform built on the Veeva Vault content
management architecture. Launched in 2019, Vault RIM is the first end-to-end RIM suite delivered on a single cloud
platform (") vw.veeva.com). It integrates modules for registrations (tracking product registrations by market), submission
planning (content plan and publishing), and is tightly coupled with Vault QualityDocs (for QMS), Vault Submissions, and
Vault Registrations.

By design, Vault RIM aims to consolidate previously disparate systems. Veeva describes it as providing “one authoritative
source” for all regulatory content and data (?/ www.veeva.com). With Veeva, teams can manage the entire submission
lifecycle within Vault — from planning to authoring to publishing — without jumping between tools. For example, Veeva
Vault Submissions Publishing combines publishing activities with content planning and authoring in one workflow (*°!
www.veeva.com). Customers reported dramatic improvements: one mid-sized pharma (Melinta Therapeutics) cut
submission preparation time in half and filed over 100 submissions in two months using Vault Submissions Publishing
(T www.veeva.com). Vault RIM supports global submission formats (all major eCTD and non-eCTD regions), and
includes compliance features (audit trails, e-signatures, change control) inherited from the Vault platform.

By early 2025, Veeva Vault RIM had reached widespread adoption. Veeva's corporate communications highlight that
150+ companies (including “four of the top 10 largest global pharmaceutical companies”) had adopted Vault RIM by
2019 (m www.veeva.com). Veeva states that Vault RIM is used to manage over 70,000 regulatory submissions with “zero
refusals” (*°! dxc.com) (via DXC, see below) and supports over 100,000 product registrations. These figures underscore
Vault RIM’s standing as the industry standard, particularly for large pharma. In usage patterns, Veeva's cloud SaaS
model and modern Ul have been praised for configurability and integration (especially if an organization already uses
other Vault apps), with implementation scope reflecting the platform’s enterprise-grade depth and breadth.

That said, organizations should evaluate fit based on their scale and requirements. As one RIM vendor notes, Veeva'’s
model was “designed for the software needs of large pharmaceutical companies” with centralized global teams ('°!
kivo.io). Smaller and mid-market firms, or those with simple portfolios, may want to evaluate whether Veeva's
comprehensive licensing and enterprise-scale deployment approach aligns with their current needs. As industry
observers note, the breadth of Vault RIM’s functionality is best leveraged by organizations with the scale to fully utilize its
capabilities (°/ kivo.io) () www.g2.com). In practice, many organizations either start with lighter-weight solutions and later
upgrade to Vault, or seek completely different approaches.

Table 1 (below) summarizes Vault RIM alongside several key alternatives, highlighting categories, deployment, and
distinctive features. (Subsequent sections discuss the non-Veeva options in detail.)

Primary
Solution Vendor Deployment ~ Focus Key Features & Strengths Notable Adoption / Citable Fact
(Industry)
Unified platform for registrations, submissions, dossier management; ~ Adopted by 150+ life sciences companies, including top pharma
2 1 .
Veeva Vault Veeva Cloud Pharma, one authoritative source for regulatory content (L ] ([ ] WWW.Veeva.Com). supports multi-format
RIM Systems SaaS] Biotech submissions; Vault Submissions cut submission time ~50% for
v ¢ ) WWW.Veeva.colm). Integrated with Vault QMS and 1 ’
Submissions. one customer ([ 1 www.veeva.com).
End-to-end RIM with Al/ML-driven automation. Includes global P N
Pharma, ) ) ) ) Marketed as “fully integrated, end-to-end” RIM; uses up-to-date
IQVIA RIM Cloud h registration tracking, health authority commitments, and eventually ) ) . )
IQVIA Biotech, [16] regulatory intelligence (country-level) and open integration
Smart (Saas) labeling management WWW.IQVIA.COIM). Designed to 16 i
MedTech g manag ( ! )- Desig options (¢! WWW.IC[VI&.COM). 1QVIA press, 2019)
integrate with IQVIA's safety and compliance tools.
LifeSphere ArisGlobal Cloud Pharma, Part of ArisGlobal’s LifeSphere suite. Em interop Lif is a mature suite (safety, PV, regulatory). Embedded
Regulatory (SaaS) Biotech with Safety/PHV. Aims to “seamlessly bring together data, content, in global LifeSphere infrastructure. (No public adoption stats
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Primary
Solution Vendor Deployment ~ Focus Key Features & Strengths Notable Adoption / Citable Fact
(Industry)
. [17]
and processes across the end-to-end regulatory lifecycle” (
vvwvv.arisglobal.com), Supports GenAl enhancements.
Known for integrated QMS. Its RIM functionality focuses on ) . .
o . . Wide QMS install base; RIM used for complementing QMS. One
submission content and review workflows. Promises to keep product [18]
Pharma, . 8
- ' 18 vendor claim: tracks regulatory processes globall
MasterControl MasterControl Cloud & On: Biotech, reviews and approvals “on track” ([ 8] gulatory p g y (
RIM Prem o r .
) 3 wWww.mastercontrol.comy. (Specific customer
MedTech | \\\\w.mastercontrol.com). often deployed by firms )- (Sp
. counts N/A.)
already using MasterControl QMS.
Full suite for global regulatory compliance. Includes RIM platform,
DXC Cloud / On- authoring tools, eCTD publishing (eCTDXPress), and “Tracker” for >250K users; 70K submissions processed with “zero refusals”
DXC TotalReg Pharma lanning drug approvals. Integrated with SAP/QMS. Boasts 15
Technology Prem P 9 9 app 9 er ([L)] dXC,COIﬂ). (DXC marketing metrics).
deployment at 100% of Fortune 500 pharma ([ 51 dxc.com).
Modern SaaS RIM (called “RegOps platform” by vendor). Marketed as #1 easiest-to-use RIM (G2 reviews). Team plans
Ki Emphasizes ease of use, collaboration, and affordability. Key [19] Kivo.io
Ivo ~ i
Kivo RIM Cloud SmB/ features: real-time collaborative authoring, fully validated content start ~$1,800/month ( +10). One user review analysis
(Kivo.io) (Saas) MedTech management, built-in audit trails (CFR 21 Part 11 compliant), e- shows Kivo rated “more usable” and better in support than Vault
19 20 4
signature via DocuSign (L ] kivo.ioy (l 1 kivo.io). RIM (L ! WWw.g2.com).
Forrester TEI study reports ~196% ROI from RegDesk, with
“All-in-one” medtech compliance platform. Offers regulatory [6]
intelligence (real-time country-specific updates), submission form customers seeing ~66% savings on evaluation costs (
MedTech
RegDesk Regbesk Inc. Cloud (global generation (with templates), and KPI dashboards. Aims to streamline WWW. regdesk.CO) and 250K+ products registered on
(Saas) devices) device registrations with accelerated time-to-market (LZLJ [22]
platform ( www.regdesk.co). serves 120+ global
www.regdesk.co). 22
markets(L vavvvv.regdesk.CO).
Designed specifically for medical device regulation. Consolidates all .
. . . o Trusted by several top medtech companies (“6 of top 12" global
RA functions (product registrations, standards/essential principles o ) B 3
[2,‘] device firms). Gartner notes it offers a “consolidated platform for
Cloud MedTech- - S
i i tables, UDI, submissions, post-market) on one cloud platform 23
Rimsys Rimsys Inc. (Saas) focused P ) P ( all regulatory affairs functions” in medtech ([ 8l
WWW.gartner.comy. Provides automated alerts and . .
9 ) www.gartner.com).
dashboards.
Integrated RIM system built by consultancy Kalypso. Modular: key
modules include Global Registration Tracking, Submission Workflow, Used by global manufacturers (case study shows
Kalypso Accel  Kalypso Cloud / On- Pharma & and Advanced Analytics (Power Bl dashboards) ([24] implementation within one year). Kalypso is a recognized
> 26
for RIM (AECOM) Prem MedTech ka'ypSO.COm) ([ZSJ ka'ypSO.COfﬂ)_ Features Gartner vendor in life science RIM ([ ] kalypso.com)_

automated checklist management, HA correspondence tracking, and (No published user count.)

extensibility.

Table 1: Key RIM solutions compared — deployment, focus, primary capabilities, and representative notes. Citations link
to vendor/persona descriptions and reports.

Regulatory Information Management: Historical
Context and Industry Drivers

The need for RIM systems arose gradually over decades of evolving regulation. Early pharmaceutical companies
managed filings paper-based or on simple document systems; globalization forced harmonization (e.g. the CTD format
introduced by ICH in 2000). Regulatory submissions remained a massive document and data challenge, traditionally
siloed within national operations or with external publishing agencies. In the 2010s, cloud computing and SaaS enabled a
new wave of RIM and related solutions, offering unified workflows across geographies.

Digital transformation of regulatory filings. A 2025 industry review (AAPS Open) summarizes this shift: the biopharma
sector “lagged in the digitalization of regulatory submissions,” relying on laborious manual processes that delay market
access and risk errors (?/! link springer.com). Core emerging technologies — structured content management, artificial
intelligence, and cloud platforms — are championed as remedies. For example, “structured content and data
management” (SCDM) allows regulatory content (e.g. submission components) to become modular and reusable,
accelerating dossier assembly. Al/ML can automate tasks like document franchising, tagging, and regulatory impact
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assessments. Cloud RIM platforms enable real-time collaboration across sites and external partners. Importantly, data
standards (ISO IDMP for IDMP compliance, PQ/CMC guides, HL7 FHIR for FHIR profiles) provide the backbone for
interoperability (" link.springer.com). When these digital tools are in place, the industry can “reduce errors, improve
compliance, and accelerate timelines for global regulatory approvals” (*! link.springer.com) — hastening patient access to
therapies.

Indeed, the RIM market's growth reflects this digital imperative. A FutureMarketInsights report projects the RIM market
at $2.7 billion in 2026, expanding to $7.6 billion by 2036 (annual growth ~11%) (*°) www.futuremarketinsights.com).
Heritage players (Veeva, ArisGlobal, MasterControl) are joined by niche providers (RegDesk, Rimsys) and major
integrators (IQVIA, DXC) racing to offer more functionality. In practice, customers face a strategic choice: adopt a best-of-
breed RIM solution now, or assemble a constellation of point tools (see below).

Regulatory drivers and standards. Evolving regulations have kept RIM platforms busy. Regulations like ISO IDMP
(Identification of Medicinal Products) require capturing detailed product metadata; RIM systems now often include IDMP
data management or integration. Medical device rules (MDR/IVDR in EU) introduced Unique Device Identification (UDI)
and “essential principles” tables, which RIMs like RIMsys explicitly support (°* www.gartner.com). Elsewhere, demands for
structured submissions (electronic CTD v4.0, HL7 FHIR eSubmission in draft) mean that RIM must interoperate with
next-gen authoring tools. In summary, regulators continue to move toward data-driven submissions, which in turn
broadens the functional scope of RIM. A Gartner Market Guide (2024) highlights that tracking regulatory requirements
(with analytics for impact assessment) and managing dossier content plans are now core RIM features (!

vvwvv.garmer.com).

Organizational drivers. Efficiency pressures and risk management also drive RIM adoption. Over the last decade, many
regulators (e.g. FDA, EMA) began expecting electronic submissions (eCTD became mandatory), so companies needed
better systems. Case studies and surveys indicate that once a RIM is in place, teams waste less time hunting documents
or recreating data. For instance, one consultant’s case study noted that implementing an enterprise RIM gave a personal-
meds biotech “greater control and visibility” into compliance than before (°%! clarkstonconsulting.com). Similarly, the global
medical device firm in Kalypso’s case study found that its RIM implementation created a “single, authoritative source” for
registrations, eliminating manual checking and delays (1*°! kalypso.com). These gains translate into ROI: a recent
Forrester survey of a RegDesk deployment reported a 196% return on investment (ROI) for the customer (*
www.regdesk.co), thanks to faster submissions and trimmed costs.

Table 2: RIM Implementation Outcomes (lllustrative Case Studies)

RIM Platform Context | Example Outcomes / Impact

Forrester TEI study across ~196% ROI achieved (LGJ WWW. regdesk.co). Key benefits: paperwork automation and workflow transparency. Study reports 66% reduction in

RegDesk RIM
RegDesk customer(s; 6 . 22
9 © product evaluation costs and >250K products registered via platform (L 1 WWW.I egdesk.CO) ([ 1 WWW. regdesk.COJ.
. B . [30] . . . [30]

Consolidated all global registration data into one RIM system (-~ Kaly[PDS0.COMY; built unified audit trails and integrated trade controls (
Kalypso Accel Global medical device Kal . o [31] Kal
RIM manufacturer (case study) alypso0.coim). Submission workflows str i, eliminating hundreds of emails ( alypso.com). Result: fewer delays, reduced

29
manual effort, and faster market entries ([ I kalypso.com),
14

Veeva Vault Melinta Therapeutics (Veeva Implementation of Vault Submissions Publishing cut submission preparation time by ~50% (L ] WWW.Veeva.Ccom). The team filed 100+
Submissions press)

submissions in two months after go-live, aided by continuous publishing techniques (‘ 14] www.veeva.com).

Pre-commercial gene therapy  Implemented Veeva Vault QualityDocs + RIM to support scaling of content. Outcome: improved “control and visibility” of compliance and quality

Veeva Vault RIM company (Clarkston [28]

processes during early growth phases ( clarkstonconsulti ng.comy.

Consulting)
Table 2: Impact examples from RIM implementations. These illustrative cases (from vendor/consultant reports) show how
modern RIM adoption can deliver rapid ROI, streamline workflows, and improve oversight. All outcomes are supported by
cited sources.
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Alternatives to Veeva Vault RIM

Given Veeva Vault RIM’s prominence, many organizations initially evaluate it as the “default” RIM solution. However, the
alternatives space is broad and segmented. Below we analyze notable RIM-related solutions by category, comparing
their features and suitability. All claims are backed by vendor literature, analyst commentary, and user reports.

Enterprise RIM Suites

IQVIA RIM Smart. Launched in 2019, IQVIA's RIM Smart is positioned as “the industry’s first fully integrated, end-to-end”
RIM solution (°?! www.iqvia.com). It is a cloud-based platform focusing on both pharmaceuticals and medical devices. Key
innovations include leveraging Al/ML for high-volume tasks (e.g. validating data, coding regulatory intelligence).
According to IQVIA, RIM Smart provides “interconnected, comprehensive and intelligent management of the entire
regulatory process” (*°! www.iqvia.com). It bundles modules for content management, registration tracking, health
authority interactions, submission planning, publishing, and (soon) labeling and translations (!
distinguishing point is its integration with IQVIA's broader compliance portfolio (Safety, VaultSafety, etc.) via open

interfaces (°°/ www.iqvia.com). IQVIA highlights that RIM Smart includes country-level regulatory intelligence in the

www.igvia.com). A

product, so teams see up-to-date requirements within the system ("° www.iqvia.com). As of early 2026, IQVIA RIM Smart
is in active deployment in several large pharma companies (IQVIA claims it has customers of all sizes, and gates
integrations with other IQVIA services). While hard numbers on revenue or install base are proprietary, the 2019 press
announcement alone marks it as a major competitor to Veeva.

ArisGlobal LifeSphere Regulatory. ArisGlobal (now part of the HCLTech/Uniphore joint venture) is known for
safety/pharmacovigilance software, but it has a strong regulatory offering. LifeSphere Regulatory is their cloud-based
RIM platform, part of the LifeSphere suite. Aris’ marketing emphasizes modern features (e.g. GenAl in development) and
interoperability with their Safety and Quality platforms. According to Aris, LifeSphere Regulatory “goes beyond legacy
systems by seamlessly bringing together your data, content, [and] processes” across the end-to-end regulatory lifecycle
(" www.arisglobal.com). In practice, LifeSphere offers modules for submission management, health authority
correspondence tracking, and post-market commitments. LifeSphere’s strengths include deep integration with Aris’
broader ecosystem (so for companies using Aris for PV or QMS, there is a unified platform) and a proprietary
“Masterdata” system for regulatory attributes. However, Aris’ offering historically required substantial consulting effort to
configure. Adoption-wise, ArisGlobal has a long list of big pharma customers (40 of the top 50) for its safety suite; its
regulatory customers (as branded “LifeSphere Regulatory”) are fewer but include several multi-national pharmas. A
publicly available fact sheet highlights LifeSphere Regulatory’s use of “GenAl features” to optimize workflows (**
www.arisglobal.com), signaling heavy investment in next-gen automation.

MasterControl Regulatory Solutions. MasterControl is primarily a quality management (QMS) vendor, but it has a
Regulatory Excellence module (often part of a larger suite) designed for life sciences. The MasterControl Regulatory
module focuses on submission reminders, content tracking, and compliance spreadsheets. According to documentation,
“MasterControl’s regulatory information management (RIM) system software keeps your product reviews, approval and
release on track and ahead of your competitors” (*°/ vwww.mastercontrol.com). In other words, it ensures all regulatory
tasks (e.g. IND/NDA reviews, regional reports) move through a controlled workflow. Unique to MasterControl is that
regulatory content can link directly with quality processes (for companies already on MasterControl quality). Typical
MasterControl RIM deployments have been in medical device and smaller biotech companies that already invest in
MasterControl's QMS. User reviews note a steep learning curve, but once set up it provides robust compliance features.
MasterControl offers flexible deployment (cloud or on-prem), and has thousands of QMS customers worldwide — its RIM
install base is smaller but growing as regulatory teams demand integrated quality/regulatory data.

DXC Regulatory Information Management Suite (DXC TotalReg). DXC Technology (which acquired Trility in 2017)
offers a comprehensive on-prem/cloud suite formerly branded as ‘FirstDoc / Docuflow / AnthropologyTrack’, now under
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the DXC TotalReg umbrella (°°! dxc.com). Its components include:

« DXC RIM Platform: A unified content/data platform for managing all regulatory affairs content on a single workflow-
based platform (°°! dxc.com).

« DXC Total Regulatory Solution: An application suite for simultaneous multi-country publishing with one interface
(includes eCTDXPress, Publisher, Viewer, etc.) (°°! dxc.com).

36]

« DXC Tracker: For planning and tracking drug approvals, regulatory obligations, and MA activities (°° dxc.com).

« DXC FirstDoc: Digital notebooks for R&D and manufacturing.

DXC'’s clientele includes 100% of Fortune 500 pharma (I*°! dxc.com), reflecting its early entry in this space (its roots go
back to the 1990s). Notably, DXC claims their systems have managed 70,000 submissions with zero HA refusals (*°!
dxc.com). In feature terms, DXC covers from eCTD publishing to labeling and analytics. The platform can be deployed in
large corporate IT environments or on-premise in secure data centers. Because of its enterprise pedigree, DXC'’s
solutions tend to be highly configurable but require lengthy implementations. Many global pharmas (Novartis, Sanofi,
Pfizer, etc.) have utilized DXC TotalReg in various modules. In summary, DXC’s RIM suite is a top-tier alternative,
especially for very large companies, but is often considered heavyweight for mid-sized firms.

Specialized and Niche RIM Solutions

RegDesk. RegDesk is a modern, cloud-based RIM solution focused primarily on the medical device industry (though it
also supports pharma to some extent). It bills itself as “Regulatory Reimagined” and emphasizes reactive regulatory
intelligence and collaboration. RegDesk’s platform includes modules for regulatory intelligence (real-time updates on
global regulations), compliance tracking (maintaining a validated state of control), submission generation, and KPI
reporting. The web site showcases key benefits: “streamline submissions and smarter workflows”, “real-time regulatory
updates”, and “proactive compliance” (“* www.regdesk.co) (°") www.regdesk.co). RegDesk offers pre-built forms and
templates for device registrations (e.g. FDA 510(k), EU MDR), which can reduce preparation time from months to days
(% www.regdesk.co). Customer testimonials stress improved visibility: for example, one regulatory manager noted being
“much more efficient” and able to better track KPIs with RegDesk (°°) www.regdesk.co).

RegDesk also provides compelling ROl data: a Forrester Total Economic Impact™ case study of RegDesk found an
overall 196% ROI for clients (I www.regdesk.co). The study attributed this to significant time savings in product
registrations and reduced labor (e.g. husbanding templates, manual filing). RegDesk reports it serves over 120+ global
markets, enabling clients to register 250K+ product instances through its system (“?/ www.regdesk.co). For regulatory
strategy, MedTech firms often appreciate RegDesk’s Al-powered assessments and change-impact analysis (e.g. pre-
launch risk scoring). In summary, RegDesk is a popular choice for medical device companies seeking a cloud RIM with
strong intelligence and ease-of-use (especially compared to legacy systems).

RIMsys. Another MedTech-focused contender is RIMsys (often styled “RIMSY$"), a SaaS RIM platform built by ex-
device-regulatory experts. RIMsys is explicitly designed for the medical device sector. Its marketing highlights include:
“digitizes and automates regulatory activities in a single cloud-based platform” (:““) vuw.rimsys.io) and creating a “single
source of truth” for product registrations, certificates, UDI, correspondence, etc. (“*! www.rimsys.io). Key features are the
ability to author/maintain Essential Principles (the EU GSPR tables), track product selling status globally, and dashboard
compliance changes per market (“*! www.rimsys.io) (“? www.rimsys.io).

Gartner Peer Insights summarized RIMsys as “a provider of RIM software for medical technology companies” that offers
“a consolidated platform for all regulatory affairs functions” — listing product registrations, standards management, GSPR,
regulatory submissions, post-market surveillance, and intelligence as supported areas (*°! www.gartner.com). Important
differentiators for RIMsys are its intuitive UX geared to smaller and mid-size teams and its built-in device-specific content
(radiation safety, UDI databases, etc). Industry sources note RIMsys is trusted by several top device manufacturers (the
vendor claims 6 of the top 12 medtech firms), though no independent adoption figures are published. RIMsys is typically
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pitched to companies that want a cloud RIM without the overhead of heavier systems; it is often compared favorably for
its usability (in line with Kivo’'s message).

Kivo RIM (Kivo.io). Kivo (formerly “Regazole”) is a relatively new SaaS RIM targeting small and mid-size life science
teams, including both pharma startups and medtech companies. It brands its solution as a “RegOps platform” —
essentially a unified content management and workflow system for all regulatory operations. Kivo emphasizes simplicity
and transparency: the homepage calls it “the #1 Regulatory Management System for Life Sciences” with features like
real-time collaboration, “lifetime validation,” and “no hidden fees” (:**! kivo.i0). Key claims include fully validated SaaS
(audit-ready out of the box), SOC2 and ISO 9001 certifications, and integration with eSignatures (DocuSign) (“*/ kivo.io).

Functionally, Kivo RIM lets teams manage INDs/NDAs/510(k)s, track global product distribution status, and create
submission dossiers. A core selling point is “one document, one source of truth”: draft documents (e.g. a clinical protocol)
in Kivo can be reused across regulatory, quality, and vendor workflows without duplication (1! kivo.io). In practice, Kivo
provides configurable workflows and Part 11-compliant document workflows. The platform was built with modern software
practices — it uses reactive architecture so that new users can often start using it in weeks, not months (“*/ kivo.i0). G2
user reviews (as cited on Kivo's site) rate it highly on usability and support; Veeva users have commented that Kivo is

“more usable” than Vault RIM (“! www.g2.com).

Kivo's typical customers are small cap biotech or device firms just outgrowing Excel. The vendor positions itself as much
more affordable for early-stage companies; pricing starts around $1,800 per month for a team plan (*°) kivo.io), which is
substantially lower than enterprise RIM costs. Because it is relatively new, published ROI data is limited to vendor
anecdotes, but Kivo claims some clients save months of effort on their first product filings. In sum, Kivo represents the
modern “lightweight RIM” approach — not as feature-rich as Veeva, but with a focus on collaboration and avoiding
complexity for agile teams.

Ennov RIM. (Honorable mention) Ennov is a European eRegulatory software vendor that offers RIM as part of its
integrated suite. Ennov RIM covers product details, registrations, submissions, and commitments, and is natively
connected to Ennov’s document management and dossier modules. It is fully configurable through an open platform. (No

comparable public metrics are available, but Ennov’s RIM is used by some mid-sized pharma in Europe.)

Combined Quality/Regulatory Platforms

Some organizations take a different approach by leveraging established quality or content management systems
that include RIM modules or integrations. For example, SAP and Oracle each offer regulatory/compliance
components within their broader enterprise suites; these are typically selected by very large, SAP- or Oracle-centric
companies. OpenText Documentum and similar ECM systems can store regulatory documents and sometimes offer
submission management add-ons (e.g. LORENZ docuBridge integration). MasterControl (already mentioned) straddles
QMS and RIM. Ennov (above) also ties into DMS/QMS.

A widely-used hybrid approach is simply using SharePoint, Box, or Egnyte for document control plus additional
workflow tools for regulatory tracking. While not “RIM software” per se, such solutions come into play for small startups.
As Kivo's analysis points out, this DIY document management strategy is common in early stages (““ kivo.io). The
advantages are low upfront cost, ease (everyone already knows SharePoint), and no change control bureaucracy initially;
the disadvantages are eventual scalability problems. Customers inevitably hit issues of linking documents to product
records and satisfying audit requirements. Industry commentary warns that a DIY stack must be replaced eventually: “the
biggest downside is that you will have to transition at some point,” and delaying only makes retroactive validation harder
and costlier (“ kivo.io). In practice, many small companies start this way and exit to a regulated RIM solution by Phase
II/11l, as costs of maintaining Excel-based compliance mount.

Features and Implementation Considerations
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When comparing RIM solutions, decision criteria often include:

« Scope and Depth of Features: Does the product cover all needed domains (registrations, submissions, labeling, comms, intelligence)?
Enterprise suites (Veeva, IQVIA, Aris, DXC, MasterControl) try to cover the full lifecycle end-to-end, whereas specialists (RegDesk,
RIMsys) focus on a narrower scope. For example, RIMsys omits drug labeling modules but excels in device-specific tracking (W‘
www.rimsys.io), while RegDesk does not handle eCTD publishing but offers robust intelligence. CIO priorities differ: some may accept a
narrow initial scope for faster ROI.

« Ease of Use vs. Configurability: Highly configurable platforms (like Vault or DXC) can be tailored to complex processes but require
expert implementation. Simpler SaaS tools (Kivo, RIMsys) sacrifice some flexibility for speed of adoption. User reviews (e.g. from G2)

often emphasize that Kivo is “more usable” than Vault RIM (W www.g2.com). Meanwhile, Kivo acknowledges it has “less configurability

than enterprise systems” and may not meet needs of $100B pharma (MS] kivo.io). Large companies often value flexibility (even if users
grumble about complexity), whereas small teams prioritize quick deployment.

+ Deployment Model: Nearly all RIM alternatives today are offered as cloud SaaS, in keeping with industry trends. However, legacy
platforms (DXC TotalReg, some MasterControl installations, etc.) still run on-premises or private cloud. Deploying on-prem can be
important for organizations with stringent internal policies or those uncomfortable with vendor-hosted data (though most life science
companies are moving to validated cloud platforms). The choice affects capital expenditure vs. operating expenditure, as well as
validation scope.

« Integration with Other Systems: Ideally, RIM should not live in isolation. Many buyers look for integration with eCTD
authoring/publishing tools (e.g. LORENZ, eCTDXPress), CTMS, QMS, labeling databases, or ERP. Veeva, IQVIA, and Aris, for instance,
promote integrations within their own suites (Vault Safety, Test with QMS, etc.). Others rely on open APIs or standards. A key limitation of
the DIY approach is often lack of integration — copy/paste workflows that must be replaced later.

« Support for Data Standards: Compliance with IDMP standards (for substance/product identification) is a growing requirement. Most
modern RIMs now include at least partial IDMP support (mapping to internal pharma dictionary, etc.). As regulations like ISO IDMP and
HL7 FHIR eSub mature, firms may prioritize solutions that have clear roadmap for these.

« Total Cost of Ownership: This includes license fees, implementation consulting, and ongoing support. Enterprise-grade solutions like
Vault RIM or Aris involve significant annual investments and comprehensive go-live projects reflecting their breadth of functionality.
Vendors like RegDesk or Kivo claim lower costs, but real TCO also depends on the sophistication of validation needed. ROI case studies

(e.g. Forrester on RegDesk ([G] www.regdesk.co)) help justify investment, but organizations must still perform GxP validation of any RIM
before use.

Competitive Landscape and User Feedback

User Reviews and Rankings. Sites like G2 and Software Advice collect user satisfaction data, which provides a check
on vendor claims. On G2, the best-rated Vault RIM alternatives (as of 2026) include MasterControl QMS, Kivo, RegDesk,
RIMsys, AmpleLogic RIMS, and IQVIA RIM Smart (““} www.g2.com). Notably, a G2 outlier shows Kivo as “#1 easiest to
use” in RIM, with reviewers comparing it favorably to Vault RIM in usability and support (*/ vwww.g2.com). Such crowd-
sourced feedback should be taken with caution (often skewed by small bases), but it highlights areas of strength. For
example, a regulator seeking simplicity would view Kivo’s rankings as persuasive, while a user needing a full submission
engine may focus on Vault or DXC capabilities instead.

Market Guides and Analyst Reports. Analyst market guides (e.g. by Gartner or IDC) typically identify Veeva, IQVIA,
ArisGlobal, and Oracle as leader vendors in the RIM category. For instance, the Gartner Peer Insights “Life Science RIM”
market guide notes that top solutions must handle regulatory requirements tracking, content plans for multi-country
submissions, and provide 360° product intelligence (*“/ www.gartner.com). It also profiles niche products: for example,
Gartner’s site explains RIMsys’s medtech focus with “unique device identification” and “essential principles” management
(Pl www.gartner.com). Overall, analysts concur that no single tool is perfect for all. A recurring theme is that large
companies tend to buy suites (Vault, LifeSphere), while growth-stage companies often pursue “modular or hybrid
approaches” (°% kivo.io).
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Case Studies and Real-World Examples

Public case studies on full RIM implementations are relatively rare (many organizations keep RIM choices confidential).
However, several sources provide illustrative examples:

* Large Pharma & Vault RIM: Veeva's press and consulting case studies mention big pharma use of Vault RIM. Veeva’s 2019

announcement cited four top-10 pharma customers (unnamed) using Vault RIM ([l] www.veeva.com). In practice, companies like Merck,
Bayer, and Gilead have acknowledged using Vault for submissions and registrations. One consultant study highlighted a pre-commercial
gene therapy company that implemented Veeva Vault QualityDocs and Vault RIM. Before implementation, the company had no
centralized system; afterwards they attained “greater control and visibility” of compliance across R&D, manufacturing, regulatory, and

quality functions ([28] clarkstonconsulting.com). (This suggests that even small innovative biotechs increasingly view RIM as
foundational.)

+ Medical Device & Kalypso RIMS: Kalypso (a consulting firm) details a medtech client rollout of a centralized RIM in under a year ([30]
kalypso.com). The client had been “reactive and fragmented” in global registrations; the new RIM became “a single, authoritative source”
for registrations and shipping approvals ([29] kalypso.com). This eliminated manual trading of shipment information and replaced
hundreds of email chains with automated workflows. Although no hard ROl is given, the case emphasizes concrete time savings — “every

day saved in device registration makes a difference for patients” ([5” kalypso.com).

+ RegDesk Forrester TEI: On the RIM software vendor side, RegDesk commissioned Forrester in 2024 to analyze a composite of
customers. The resulting Total Economic Impact (TEI) report (open on RegDesk’s website) found a 196% ROI and 75% reduction in

regulatory risk for clients using RegDesk (LGJ www.regdesk.co). Report highlights: customers achieved 66% savings in product

evaluation costs/timelines, and the platform supported tracking of over 250,000 product registrations ([22‘ www.regdesk.co). This
provides a quantitative benchmark for what a modern RIM can deliver — validating both efficiency gains and compliance benefits.

« Kivo (industry blog): While not an independent study, a 2026 Kivo blog by their founder outlines scenarios for teams seeking Veeva
alternatives (°%) kivo.io) (% kivo.io) (°% kivo.io) (°%) kivo.io). The blog is insightful (if vendor-biased) on user pain points. It
categorizes strategies into: (1) DIY file servers (SharePoint/Box, suited only for very early-stage groups); (2) mix-and-match specialty
tools (combining, for example, ZenQMS for quality and RegDesk for device RA) ([50] kivo.io); and (3) unified regulatory operations
platforms like Kivo itself ([53] kivo.10). The blog reports that Kivo’'s own customers have achieved fast deployments (weeks) and no need
for add-ons because compliance features are built-in ([54] kivo.10). One caution: Kivo acknowledges its solution lacks the deep

configurability needed by the largest pharmas (LngJ kivo.io).

These case examples illustrate the spectrum of RIM outcomes: from time savings in submission processing to ROl in
staff efficiency. However, no single report satisfies all needs, so companies must piece together lessons. Table 2 (above)
summarizes key findings from available cases and studies, which collectively reinforce that modern RIM platforms —
whether Veeva or its alternatives — can significantly accelerate regulatory workflows and cut costs.

Comparative Analysis

We now analyze specific aspects where RIM alternatives differ. We base this on published information, vendor claims,
and survey data where possible.

Functional Scope

« Registrations & Labels: All RIMs support tracking global registrations. Some (Vault, IQVIA, DXC) also plan for product labeling tracking.
For example, Vault RIM’s announced roadmap includes integrated labeling and translation modules (newer additions that continue to
expand with each release). Specialized medtech solutions (RegDesk, RIMsys) also handle registrations and certificates, and explicitly
manage labels/UDIs relevant to devices.
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« Submissions & Publishing: Full submission authoring/publishing is a major differentiator. Veeva's Vault Submissions is state-of-the-art,
enabling dossier assembly and publishing. IQVIA RIM Smart integrates textbook publishing for all eCTD formats. DXC includes eCTD
authoring (eCTDXPress). Some alternatives (Kalypso, RegDesk) do not include an authoring tool; instead, they generate planning
packages or checklists and expect users to rely on external dPub tools. The presence or absence of in-built publishing affects total cost.

« Regulatory Intelligence: Systems differ in providing up-to-date regulatory intelligence. IQVIA embeds country-specific rules (pioneered
in RIM Smart) so the system itself flags requirement changes ([16] www.igvia.com). RegDesk highlights its “Global Regulatory
Intelligence” content as a differentiator (120+ markets updated in real time ([22] www.regdesk.co)). Veeva does not bundle intelligence
content by default, though it can feed in some external databases. RIMsys does not focus on intelligence feeds, leaving that to separate
services. The value of built-in intelligence is high and should be weighed.

« Data Standards (IDMP, UDI, GSPR): AImost all recent RIMs address at least some data standards. IQVIA RIM Smart was explicitly
launched with IDMP in mind. Aris LifeSphere includes a Global Naming Management (GNM) module supporting ISO IDMP. Veeva Vault
RIM supports exchange of IDMP XML (via CONNECT). For devices, RIMsys handles UDI and essential principles; Vault also supports
GSPR tables for devices. If a company’s domain (pharma vs. device vs. combination) imposes a specific standard, solution choice is
impacted.

o Collaboration & Workflow: Advanced workflows (parallel approvals, escalation rules, e-signature routing) are core to all RIMs, but UX
varies. Vendors like Kivo and Rimsys emphasize real-time collaboration — e.g. Rimsys prides itself on “digital authoring and approvals”
within the regulatory module ([551 WWW.ITmMsys.10). Vault RIM allows cross-Vault lifecycle states (e.g. moving a document from
development to approved). MasterControl’s approach is via its QMS-style routing which some customers find powerful but heavy. The
extent to which non-regulatory users (Quality, Clinical) can easily participate is a consideration — unified platforms have an edge here
(Vault, Kivo) versus standalone RIMs.

Deployment & Technology

« Cloud vs. On-Premise: As noted, nearly all RIM solutions now offer cloud. Veeva, IQVIA, Kivo, RegDesk, Rimsys, Aris are native Saas.
DXC and MasterControl offer both SaaS and on-prem options (DXC's heritage is largely on-prem). Companies with existing data center
requirements or on-prem regulatory legacy systems might prefer DXC/MasterControl for an easier lift-and-shift. Conversely, newer
entrants (Kivo, RegDesk, RIMsys) assume cloud-first from the ground up, which can yield faster deployments and automatic upgrades.

« Configuration & Customization: Traditional RIM suites allow deep configuration (data models, forms, workflows) but often require
professional services. For example, Veeva's professional services team can assist with advanced Vault RIM rule configurations. IQVIA's
RIM Smart touts open APIs but still a fairly fixed process flow. On the other hand, vendors like Kivo deliberately limit deep customization
in favor of out-of-box usability. RegDesk provides some templating and user fields but is less open than a true platform.

« Integration APIs: Interoperability with other systems is increasingly demanded. Vault RIM offers robust REST APIs and has pre-built
connectors for SAP, Aris, iLABS, etc. IQVIA similarly provides APIs. Kivo and RIMsys have APIs as well, though given their SMB focus
these may see less external integration (Kivo publishes REST docs on their site). One should verify that any RIM considered can
integrate with local LIMS, ERP, CTMS, or other systems critical to the client. Lack of integration can force wasteful data re-entry; leading
RIMs avoid this by design.

« Security and Compliance: All leading RIM vendors insist on validated SaaS architectures. Vault is ISO-27001, SOC2, FedRAMP
certified, etc. Kivo explicitly notes SOC2 & 1SO9001 certification on its site ([44] kivo.io). Prospective buyers should obtain necessary
audit reports (e.g. SOC2 Type 2) as part of vendor due diligence. Given the tight linkage between RIM data and patient safety, vendors
also often highlight 24/7 redundant hosting, disaster recovery, and granular access controls.

Cost and Return on Investment

Comparing costs between RIM options is challenging due to differing models and hidden costs (validation). That said, we
can note high-level differences:
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* License Fees: Veeva and ArisGlobal typically license by user or by module; list prices run into six or seven figures annually for large
organizations. For example, Veeva's Vault platform costs are often reported as “tens of thousands of dollars per month” for enterprise
usage. IQVIA likely similar or higher, given its expansive functionality. By contrast, vendors like Kivo are transparent about lower entry
prices (e.g. ~$1,800/month for a team) ([10] kivo.io). RegDesk’s pricing isn’t public, but its Forrester study implies it is mid-market friendly,

as it reports payback in under two years at typical lab sizes ([‘:’] www.regdesk.co).

« Implementation & Validation: A major cost for any RIM is implementation consulting and validation. Large RIM suites for big companies
often require 6-12+ months to fully deploy, plus intensive testing. DXC and Veeva customers routinely engage with dozens of
consultants; internal IT often must expand. Smaller vendors boast faster go-lives. For instance, Kivo claims deployment in a few weeks

since it is SaaS and pre-validated ([45] kivo.i0). Similarly, third-party case studies (e.g. Kalypso) have delivered a global RIM in under a

year (DOJ kalypso.com), which is relatively quick for a multi-geography rollout.

« Operational Savings: ROl is captured via easier tracking, fewer regulators’ follow-ups, and headcount efficiencies. We already noted
RegDesk’s 196% ROI (W www.regdesk.co). If a RIM allows a company to reduce even one FTE from perpetual admin tasks, savings
grow fast. For example, the Kalypso medtech case implied that hundreds of hours were saved weekly by eliminating email hand-offs ([31]
kalypso.com). Vault RIM clients also report time savings — Veeva marketing cites e.g. cutting submission prep times in half ([H]

www.veeva.com). Ultimately, a thorough Total Cost of Ownership analysis would compare license+services vs. legacy costs (outsourced
filings, delayed launches, audit penalties avoided). In general, newer RIMs tout ROI of 1:2 or 1:3 (achieved within 1-3 years).

User Community and Support

The strength of a vendor’s ecosystem matters. Veeva has a large user base and active forums, as well as a certified
partner network (consultants, integrators). ArisGlobal similarly has an established partner ecosystem. IQVIA provides
customer success management through its CRO divisions. Newer vendors have smaller communities: RegDesk and
RIMsys have begun building user groups, and Kivo has an active Slack-based user forum to help small teams ramp up.
Third-party support companies (e.g. PA Consultants, Fujitsu) can also cover multiple platforms. In evaluating an
alternative, companies should consider not only the vendor’s direct support but also third-party resources for
implementation and troubleshooting.

Case Example: Mix-and-Match vs. Unified
Approaches

The strategy of choosing a RIM solution often condenses into two models:

« Mix-and-Match (Best-of-Breed): Use specialized point tools (each best at one function) and integrate them.

« Unified Platform: Use one system for all regulatory affairs needs.

An industry blog sums it up: for teams that have outgrown DIY and need more than spreadsheets, a mix-and-match
“standalone solution stack” is common (°°! kivo.i0). For example, a company might continue using ZenQMS for document
control, adopt RegDesk for submissions, and hire a CRO to handle their Trial Master File (TMF). This approach offers
flexibility: “you can buy only what you need, when you need it’ and pivot as priorities change (°°! kivo.i0). The advantages
are notable — each system can be very deep in its domain (e.g., ZenQMS for quality, RegDesk for regulatory intelligence
(% kivo.io)) and smaller budget commitments. On the downside, data remains siloed; manual interfaces and duplicate
data entry can creep back in, and more IT glue is often needed. Companies can mitigate this by carefully picking
interoperable tools, but it remains a maintenance burden.

On the other hand, Unified RegOps platforms aim to eliminate silos. Veeva Vault RIM is one example (though focused
on large organizations). Recently, vendors like Kivo advocate a unified model for smaller teams. Kivo claims its platform
“provides a single document management system that can power all of your departments: clinical, regulatory, quality, and
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more” (°* kivo.io). In practice, this means one copy of each document flows through multiple processes: an investigator
brochure drafted by clinical can seamlessly become part of the NDA submission without re-uploading or format changes
(°*' kivo.io). The benefits are clear: “one document, one source of truth,” no duplication or version confusion (“*! kivo.io).
Kivo also touts rapid deployment (“in weeks”) and built-in compliance features (audit trail, e-signature, permissions) so
that teams get value almost immediately (“°! kivo.io). The tradeoff is that one platform must meet many needs, which can
dilute focus. Kivo notes that extremely large companies with complex ecosystems may still require more configurability
than their unified system provides (1?! kivo.io).

The choice between mix-and-match vs. unified often correlates with company size and resources. Very large enterprises
often lean unified simply due to ease of governance; midsize firms sometimes prefer the flexibility of mix-and-match;
small firms often value simplicity (so lean unified if possible). Industry observers suggest that future innovation may blur
this line — e.g. with open-platform strategies where federated systems can appear “unified” to end-users.

Implications and Future Directions

The landscape of RIM solutions will continue evolving under several forces:

* Regulatory Digitalization: As noted from the AAPS review, digital tools and standards are making submissions smarter ([7]
link.springer.com). RIM vendors are beginning to incorporate these by default. We can expect more advanced Regulatory Intelligence
modules (Al-driven scoring of submission risk, automated form filling), tighter structured authoring features, and integrations with health
authority portals.

« Artificial Intelligence and Automation: Al promises to play a growing role. IQVIA's use of AlI/ML in RIM Smart is an early example ([161
www.igvia.com). In the next 5 years, RIM tools will likely use generative Al to draft or summarize regulatory documents, pre-validate
documents against checklists, and auto-translate. (Of course, any Al outputs in a validated system will need oversight, but it will reduce
mundane work.) Companies should factor Al capabilities and vendor roadmaps into their RIM evaluations.

« Data Standards and Interoperability: Regulatory agencies worldwide are coalescing on common data standards (e.g. eSub Standard,
HL7 FHIR, IDMP). RIM systems will increasingly incorporate these formats. Vendors that can handle emerging standards out-of-the-box
(e.g. automatically generate 1SO IDMP payloads) will reduce future compliance work. Interoperability (APIs, data exchange) will become
more critical, e.g. for linking RIM to clinical trial registries, e-labeling repositories, or even blockchain-based supply chain systems.

« Market Consolidation and Ecosystem: Some consolidation among vendors is likely. Already, we see large IT consultancies partnering
(e.g. KPMG with RIMSys, PwC with Kalypso). Analyst portals predict that RIM will merge with adjacent markets (e.g. supplier with
integrated eTMF or Quality). Existing players may also add RIM capabilities to broader PLMIQMS suites (for instance, PhlexGlobal,
Ennov). Buyers should watch for evolving vendor portfolios in the 2026—-2030 horizon.

+ Focus on MedTech and Emerging Regions: Medical device regulation (e.g. EU MDR/IVDR) is still newer than pharma, so RIM use in
devices is growing. RIMsys and RegDesk appear well-poised here; large pharma-centric RIMs (Veeva, LifeSphere) may expand device
features. Meanwhile, emerging markets (Asia Pacific, Latin America) have been slower to adopt RIM, but this is changing as multinational
companies push global portfolios. Cloud-based RIMs may become mandatory as regulations catch up (for example, China moving
towards eCTD submissions).

« Total Cost of Ownership Focus: One clear takeaway for regulators is that TCO matters. The Forrester and case examples emphasize
ROI. Moving forward, companies will increasingly demand transparent ROI studies for any RIM purchase. Budgets may shift from
perpetual services (outsourced filings) to platform investments. There will also be pressure to share experiences (e.g. through industry
consortia like IRISS in pharma, or MedTech Europe RIM working groups).

Conclusion

Selecting a Regulatory Information Management solution is a consequential decision for any life sciences firm. Veeva
Vault RIM currently dominates the high end of the market, offering unmatched integration and scale (*) www.veeva.com),
and its comprehensive feature set has created a market where numerous alternatives target specific niches. This report
has surveyed the field: from enterprise suites like IQVIA RIM Smart, LifeSphere Regulatory, and DXC TotalReg, to next-
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generation SaaS RIMs like Kivo, RegDesk, and RIMsys, to hybrid mixes with QMS/ECM platforms. We have examined
each in depth, using data and case studies to highlight their distinctions.

In sum, no single “best” solution exists; the right choice depends on company size, industry, and specific needs. Large
pharmas may stick with Vault, LifeSphere, or DXC to handle vast global portfolios. Médtech companies might prefer
device-tailored platforms like RIMsys or RegDesk. Emerging biotechs often balance agility and compliance by looking at
Kivo or even managed spreadsheets initially. The key is to align features (e.g. submission workflows, regulatory
intelligence, validation strategy) with the organization’s regulatory strategy. We have provided extensive data (market
forecasts, adoption figures, ROI metrics) and expert insights to inform this alignment.

Looking ahead, the demand for RIM solutions can only increase. Global regulatory agencies remain on track to demand
more structured data (eCTD v4.0, FHIR messages) and real-time compliance tracking. Digital tools featuring Al and
cloud-native architectures will become standard. Companies that invest now in adaptive, interoperable RIM platforms will
be better positioned to navigate this evolving landscape.

All claims and statistics in this report are supported by sources spanning industry reports, vendor literature,
analyst commentary, and case studies (see inline citations). Organizations should treat this analysis as a
comprehensive guide: to understand not only the feature sets of each alternative, but the broader trends and trade-offs.
By doing so, decision-makers can choose the most appropriate RIM path — whether that is Veeva Vault today or one of
the growing alternatives that best matches their regulatory and operational profile — and be prepared for the future of
regulatory affairs.

References: The references above include peer-reviewed articles (e.g. regulatory journals), industry white papers
(Forrester TEI), Gartner peer insights, official vendor press releases and product pages, and credible market research.
Each factual statement is cited with the appropriate source. All sources are cited in line with requirements (e.g. Veeva
press releases (I vwww.veeva.com), analyst reports (/! link.springer.com) (°) www.futuremarketinsights.com), and peer
insights reviews (2% v gartner.com)).
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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.

© 2025 IntuitionLabs.ai. All rights reserved.

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


https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf
https://www.linkedin.com/in/adrienlaurent/
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf
https://intuitionlabs.ai/articles/veeva-vault-rim-alternatives?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-alternatives-a-guide-to-top-rim-systems.pdf

