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Executive Summary
Regulatory Information Management (RIM) has become a critical discipline in life sciences, driven by

accelerating globalization, complex health authority requirements (e.g. IDMP, eCTD, e-submissions), and the

need for efficient compliance. Veeva Vault RIM is now a leading cloud-based RIM solution, adopted by

hundreds of organizations worldwide. As of 2025, Veeva announced that over 450 companies (including 19 of

the top 20 global pharmaceutical firms) are using Vault RIM on a unified cloud platform ([1] ir.veeva.com) ([2]

www.veeva.com). This reflects a rapid adoption curve – from about 55 companies in 2016 to 150 by 2019, 250 by

2021, 350 by 2022, and 450+ by 2025 ([3] ir.veeva.com) ([1] ir.veeva.com). Industry experts note that moving from

fragmented systems (spreadsheets, disconnected databases) to an integrated, data-centric RIM platform is a

strategic imperative to accelerate submissions and improve regulatory efficiency ([4] intuitionlabs.ai) ([5]

www.genpact.com). Veeva Vault RIM unifies registrations, submission planning/authoring (“Submissions”),

electronic publishing, archiving, and dossier management in one cloud-native platform. Its key modules (Vault

Registrations, Submissions, Submissions Publishing, Submissions Archive, plus Active Dossier) provide end-to-

end capabilities (Table 1).

Adopters report significant benefits: eliminating manual work and disparate systems, improved visibility into

global submission status, faster response to health agency questions, and greater data integrity. For example,

Merck KGaA noted that Vault RIM gave its teams a “modern cloud application to streamline submissions and

improve visibility into global regulatory processes” ([6] www.veeva.com). Similarly, Ionis Pharma was able to link

regulatory commitments and correspondence in a single system, so “now the left hand knows what the right

hand is doing” when responding to agency queries ([7] www.veeva.com). Survey data (e.g. a 2024 industry study)

shows only 10% of organizations rated their prior regulatory data as high quality, underscoring the need for

robust RIM systems to unify and validate that data ([8] www.genpact.com). Veeva customers like AstraZeneca

have quickly onboarded tens of thousands of users on Vault RIM, with >72% of users reporting confidence in the

system and >76% acknowledging benefits from the unified approach ([9] www.veeva.com).

Going forward, Veeva continues to extend Vault RIM. Recent innovations include continuous publishing

(leveraging content plans to auto-assemble eCTD submissions as documents finalize ([10] www.veeva.com)),

health authority integrations (e.g. partnerships with Accumulus and DNAnexus to connect Vault directly to

global agency portals ([11] ir.veeva.com)), and “Active Dossier” capabilities that assemble cross-market

summary views of current dossier components ([12] www.veeva.com) ([13] www.veeva.com). Regulatory trends like

EU’s IDMP mandates and emerging standards (eCTD v5, HL7/FHIR) continue to drive demand for advanced RIM

solutions ([14] ir.veeva.com) ([15] www.veeva.com). In summary, this report provides a detailed analysis of Veeva

Vault RIM – its history, architecture, capabilities, adoption metrics, and future directions – answering key

questions about its role in modern regulatory affairs.

Introduction and Background
Regulatory Information Management (RIM) refers to systems and processes that capture, manage, and track

information across the global regulatory lifecycle (product registration, dossier submission, health authority

interactions, etc.). For decades, pharmaceutical and biotechnology companies have grappled with siloed

processes – multiple databases, spreadsheets, and documents – to handle regulatory content, product

registrations, agency correspondence, and commitments ([16] www.veeva.com) ([5] www.genpact.com). As one

analysis notes, “life sciences companies have tried to centralize data to be more responsive to regulatory

challenges. Many have invested in regulatory information management (RIM) systems to unify data and

processes,” yet often struggle because “data systems are only as good as the data that goes into them” ([5]

www.genpact.com) ([8] www.genpact.com). In practice, legacy RIM implementations frequently fail to deliver on
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promises when underlying product and submission data are incomplete or inconsistent ([8] www.genpact.com). A

2024 industry survey found only 10% of respondents believed their regulatory data was of high enough quality

to support their RIM systems ([8] www.genpact.com) – a “data readiness gap” that can sabotage even the best

software.

The drivers for sophisticated RIM have intensified. Global regulatory requirements are proliferating: regulatory

agencies worldwide now accept only electronic submissions (eCTD or eCTD+), require standardized data (e.g.

the ISO IDMP standards, xEVMPD in EU) and expect organizations to manage cross-border variations and local

product registrations meticulously. New mandates (such as the EU IDMP/SPOR program launched in 2023-

2025) demand that companies produce machine-readable product master data to over 100 national health

authorities ([14] ir.veeva.com) ([15] www.veeva.com). Moreover, the risk of non-compliance has grown dramatically:

health authorities worldwide perform more frequent audits and demand transparency in submission dossiers. In

this environment, relying on static documents and point solutions is no longer viable. Companies widely

recognize that “moving away from traditional approaches where critical information and content live in static

repositories” toward a “single, unified system” is necessary to achieve efficiency, collaboration, and compliance

([17] www.veeva.com).A further impetus is the convergence of processes: whereas historically Quality, Clinical,

Regulatory, and Commercial functions each used separate systems, modern best practices call for integrated

approaches. Regulatory experts underscore that an “end-to-end RIM” solution – covering submission planning,

document content, tracking, health authority commitments, and registrations management – vastly outperforms

a fragmented patchwork of disconnected systems ([16] www.veeva.com) ([17] www.veeva.com). Industry analysts

note that vendors are responding by “consolidating solutions into integrated platforms” for RIM, enabling more

automation and visibility for regulatory teams ([4] intuitionlabs.ai). Indeed, Veeva’s own messaging emphasizes

this shift: companies aim to “eliminate the need for multiple systems and manual tracking” by adopting a unified

RIM platform ([18] www.veeva.com) ([19] www.veeva.com).

Veeva Systems, Inc., founded in 2007, has emerged as a market leader in life sciences cloud software, serving

over 1,000 customers as of 2024 ([2] www.veeva.com). Veeva initially gained prominence with CRM and quality

solutions, then expanded into regulated R&D. In 2016, Veeva launched the Vault RIM suite (beginning with

Registrations, Submissions, and Submissions Archive applications) specifically for life sciences regulators. Over

the past decade Veeva has iteratively added modules (e.g. Submissions Publishing in 2019 ([20] www.veeva.com))

and new capabilities (Active Dossier, health authority connectivity) to create a unified cloud platform for

regulatory affairs. This report examines the full scope of Veeva Vault RIM, addressing frequently asked

questions about its features, adoption, implementation, and future implications, supported by industry data and

case studies.

Veeva Vault RIM: Overview and Capabilities
Veeva Vault RIM is built on the Veeva Vault Platform, a secure, cloud-native content repository used across

Veeva’s regulated applications (Quality, Clinical, etc.). The Vault Platform provides common services (security,

workflow, metadata, analytics) so that Vault RIM applications share data models and interfaces. Importantly,

Veeva Vault is multi-tenant (hosted in Veeva’s AWS-based cloud) but highly configurable, allowing each

customer to tailor workflows and metadata while remaining upgrade-compatible ([21] www.veeva.com) ([22]

www.veeva.com). This underlying architecture enables seamless data sharing between RIM modules (and with

other Vault apps) – for example, a submission document authored in Vault Submissions can flow into Vault

Submissions Publishing and then be archived in Vault Submissions Archive without migration.

Below we describe the core applications and features that make up the Veeva Vault RIM suite. These modules

are typically purchased together to cover all phases of the regulatory lifecycle (a unified RIM strategy), but

organizations may implement them incrementally. Table 1 summarizes each component.
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Vault Registrations: This module supports global product registration management. It allows companies to plan, track, and

report on product registrations across markets ([23] www.veeva.com). Users capture marketing authorizations, submission

events, and regulatory commitments for each product-country combination. Key capabilities include managing “Events” that

represent regulatory actions or change events (e.g. filing a new indication, a chemistry change), tracking label change

submissions (at both global and local levels), and capturing health authority correspondence or commitments linked to

products ([23] www.veeva.com). Vault Registrations also automates compliance with structured data outputs. For example,

it can generate mandatory data packages for EU regulations: COVID-19 for EU was used xEVMPD (and now IDMP/SPOR)

formatted product master data for submission ([24] www.veeva.com). In short, Vault Registrations creates a single source
of truth for product license status and change tracking across all regions.

Vault Submissions: This is the central submission planning and content management application. Vault Submissions lets

teams plan, author, review, and approve regulatory documents in a controlled, collaborative environment ([21]

www.veeva.com). Documents are checked in/out with version control, approval workflows, and audit trails. Notably, Vault

Submissions supports real-time co-authoring of documents (via integrated editors), enabling multiple authors to work on a

dossier section simultaneously ([21] www.veeva.com). Users can outline a submission (analogous to a table of contents)

and link individual documents to the outline. The content planning features allow auto-generation of a submission outline

and matching of documents to the outline ([21] www.veeva.com) ([25] www.veeva.com). This streamlines complex
regulatory filings: as new data arrive (e.g. updated clinical study reports), they are easily slotted into the plan. In practice,

Vault Submissions gives a transparent view of submission status: dashboards show which sections are drafted, under

review, or final. By handling both the content and metadata of documents, Vault Submissions ensures that regulatory teams

are working from “one authoritative source for submission documents” ([18] www.veeva.com).

Vault Submissions Publishing: Once documents are ready for filing, Vault Submissions Publishing automates the final

assembly and formatting for Health Authorities. It ‘publishes’ electronic submissions (eCTD or regional eSub mapping) by

ingesting the content from Vault Submissions and generating the required output files ([10] www.veeva.com). This module
continuously updates new submission versions: as soon as individual documents are finalized in Vault, the system can start

building the eCTD publish (rather than waiting to collect everything at the end) ([10] www.veeva.com). Vault Submissions
Publishing maintains current regulatory templates and validation rules – Veeva releases updates aligned with evolving

agency requirements – so companies remain compliant. Hyperlinks across documents (paper or eCTD) can be automatically

generated to connect references ([26] www.veeva.com). Crucially, Publishing integrates with agency gateways: where

allowed, users can transmit submissions directly from Vault to the health authority (e.g. FDA ESG, EMA SPOR channels)

without manual file transfer. It also provides “continuous publishing” dashboards so publishers can track each component

across the publishing lifecycle (from authoring to agency receipt) ([27] www.veeva.com). In essence, Submissions

Publishing reduces last-minute rework and delays by enabling “continuous publishing on a unified RIM platform” ([10]

www.veeva.com).

Vault Submissions Archive: All published outputs (final dossiers) are stored in Vault Submissions Archive, a central

repository of submission history. It is a global, secure archive against which submitted dossiers become the authoritative

record of what was filed to regulators ([22] www.veeva.com). Users can browse past submissions by product and market;

the integrated viewer supports all eCTD formats (with link navigation for PDFs and XML) and even paper filings (scanned

images) ([22] www.veeva.com). Importantly, Health Authority correspondence (e.g. deficiency letters, compliance check

queries) is linked and displayed alongside the relevant submission version, giving regulatory teams full context ([28]

www.veeva.com). The archive successfully answers an age-old problem: “Where did we send this last time, and what was

the agency’s response?” – now visible in one place. The document viewer in Submissions Archive lets users drill into any

submission component, and (as covered below) the Active Dossier feature can highlight which submission documents are

currently active (awaiting review) for each product/market ([13] www.veeva.com) ([12] www.veeva.com).
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https://www.veeva.com/resources/active-dossier-feature-brief/#:~:text=Active%20Dossier%20is%20a%20list,regulatory%20authors%2C%20stakeholders%2C%20and%20managers
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-an-in-depth-guide-complete-faq.pdf
https://intuitionlabs.ai/articles/veeva-vault-rim-guide-2?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-an-in-depth-guide-complete-faq.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-rim-an-in-depth-guide-complete-faq.pdf


Active Dossier: This feature provides “visibility into each document in the [dossier] structure” by consolidating a sponsor’s

dossier across all regions ([12] www.veeva.com) ([29] www.veeva.com). Conceptually, Active Dossier collects data from the

underlying Vault RIM apps (registrations, submissions, archive) to present a cross-market, current-status view of a product’s

dossier. It identifies which documents have been submitted in each country/region and which new components are in

process. For example, if one dossier includes a Module 3 chemistry section filed in the EU and a Module 5 clinical section

filed in the US, Active Dossier will list both in a unified interface ([12] www.veeva.com). This holistic “dossier master” is
automatically generated: Vault RIM tracks submission ingredients (the individual PDFs, forms, correspondence) and builds

the Active Dossier entries based on related submission metadata. In practice, customers report that Active Dossier

“consolidates data across the whole RIM Vault… giv [ing] us transparency of our data that we have not had before” ([30]

www.veeva.com) (see Case Studies). The feature ensures authors and management can see the complete story of a

product’s regulatory filings at a glance ([12] www.veeva.com).

Content Planning and Reporting: While not a separate paid module, Vault RIM includes sophisticated content planning

tools as part of Vault Submissions. Content Plans (for submissions or publication content plans) let users define the list of

documents required for each filing, assign tasks to authors, and track completion. The Submission Content Plan can auto-

generate a table of contents for a major submission, add checklists for each document, and allow real-time status reporting

([25] www.veeva.com). Administrators can configure workflows that depend on content plan states. Built-in dashboards and

reports then aggregate data (e.g. number of planned vs. published documents, overdue items) so regulators and managers

gain submission-level visibility. In sum, Vault RIM emphasizes not only document storage but also proactive planning and

tracking of submission activities.

Table 1. Veeva Vault RIM Suite: Core Components and Functions. This table summarizes the primary

applications in Vault RIM and their key purposes and features, based on Veeva documentation ([23]

www.veeva.com) ([21] www.veeva.com) ([10] www.veeva.com) ([22] www.veeva.com) ([12] www.veeva.com).

Module/Application Primary Function / Key Features References

Vault Registrations

Plan, track & report on global product registrations. Manage license authorizations,

regulatory events/changes, label updates, and HA correspondence. Supports EU

xEVMPD/IDMP outputs for product data. ([23] www.veeva.com)

[38]

Vault Submissions

Plan, author, review, and approve regulatory submission documents. Provides

enterprise content management (version control, co-authoring, workflows). Enables

content planning (build submission outlines, match docs) ([21] www.veeva.com).

[48] [46]

Vault Submissions

Publishing

Assemble and publish electronic submissions (eCTD) to health authorities.

Automatically generates validated output using current agency templates. Leverages

content plans to begin publish as documents are finalized. Supports hyperlinks and

direct Publishing to HA portals. Tracks publish progress with dashboards ([10]

www.veeva.com) ([27] www.veeva.com).

[50]

Vault Submissions

Archive

Global repository of all submitted dossiers (the authoritative history). Includes a

built-in viewer for all eCTD and paper formats, with cross-link navigation ([22]

www.veeva.com). Stores health authority correspondence alongside submissions.

Active Dossier lists active components by product/market. ([28] www.veeva.com)

([13] www.veeva.com)

[52] [43]

Active Dossier

Generates a consolidated list of current and submitted documents for each

product/market. Automates dossier record creation from submission data and

organizes linked documents in a multi-region view. Provides oversight of the dossier

lifecycle ([12] www.veeva.com).

[43]

Content Plans (RIM)

Built-in planning tools to auto-generate submission TOCs, assign planned content

items, and monitor status in real time ([25] www.veeva.com). Supports workflows for
content plan states and report-level content planning. Enables submission teams to

coordinate tasks and ensure completeness.

[46]
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Each Vault RIM application shares the same Vault Platform data model, ensuring that, for example, a document

authored in Vault Submissions automatically appears in Vault Submissions Publishing and is archived correctly

without manual export. This unified architecture is precisely why Veeva emphasizes “one cloud platform” for

regulatory management ([18] www.veeva.com) ([19] www.veeva.com). In practice, companies see Vault RIM as

replacing legacy systems (e.g. disparate file shares and document management tools) with a single point-of-

access for all regulatory content. The unification has been shown to greatly improve data integrity and reduce

manual errors. For instance, Veeva notes that Vault RIM “brings together regulatory content and data on a single

platform so teams have one authoritative source”, enabling elimination of redundant systems and spreadsheets

([18] www.veeva.com).

Market Adoption and Industry Trends
The adoption of Veeva Vault RIM has been rapid, reflecting industry demand for integrated RIM solutions. Key

industry announcements highlight this trajectory (see Table 2). Starting in 2016, Veeva reported that 55+

companies (including 20 new adopters in late 2015) were using its initial RIM suite (Registrations, Submissions,

Archive) ([3] ir.veeva.com). By early 2019, this figure had grown to “more than 150 companies” implementing

Vault RIM ([20] www.veeva.com). Subsequent press releases documented further milestones: >200 companies

by Feb 2020 ([31] www.veeva.com), >250 by Feb 2021 ([14] ir.veeva.com), >350 by Oct 2022 ([32] ir.veeva.com),

and >450 by Sept 2025 ([1] ir.veeva.com). Much of this growth is driven by a combination of leading pharma

projects and biopharma start-ups that choose cloud regulatory platforms at the outset. Notably, these

announcements emphasize that Veeva RIM is used by a large share of the industry’s top players (e.g. 4 of top 10

in 2019 ([20] www.veeva.com), 12 of top 20 in 2021 ([14] ir.veeva.com), and 19 of top 20 by 2025 ([1] ir.veeva.com)).

Veeva’s published figures align with analyst commentary that regulatory executives increasingly prioritize RIM

modernization. For example, a Gartner Market Guide (2024) noted that vendors are “consolidating solutions into

integrated platforms for greater optimization and automation,” indicating a systemic shift toward unified cloud

RIM ([4] intuitionlabs.ai).

Despite vendor enthusiasm, independent data on overall RIM market size is scant. However, the growth of

Veeva’s customer base (450+ RIM customers by 2025) suggests significant market penetration. Industry

commentary notes that competitors like ArisGlobal report only a couple hundred RIM customers, implying that

Veeva may hold a leading market share. Surveys of life-sciences companies consistently list RIM among top

operational priorities (alongside eTMF and QMS modernization). For example, a Life Science Leader survey

found that almost 50% of companies were actively investing in RIM solutions in 2024. In that context, Veeva’s

rising adoption numbers underscore a broader trend: the RIM market is expanding, and unified cloud solutions

are gaining preference over on-premises or point-tool approaches.

Table 2. Industry Adoption of Veeva Vault RIM (Key Reported Milestones). Numerous press releases

document Veeva Vault RIM’s customer growth over time, highlighting broad industry uptake and high-profile

customers ([3] ir.veeva.com) ([20] www.veeva.com) ([31] www.veeva.com) ([14] ir.veeva.com) ([32] ir.veeva.com) ([1]

ir.veeva.com).

Date

(Approx.)
Announcements / Customer Count Source

Jun 2016
>55 companies adopted Vault Registration, Submissions, Archive (20 had

joined since late 2015 launch) ([3] ir.veeva.com).

Veeva (BusinessWire PR) ([3]

ir.veeva.com)

Feb 2019
>150 companies implementing Vault RIM (Registrations, Submissions,

Publishing, Archive) ([20] www.veeva.com). 4 of top 10 pharma included.

Veeva (comm. at industry

forum) ([20] www.veeva.com)

Feb 2020
>200 companies using Vault RIM to modernize regulatory processes ([31]

www.veeva.com). emphasis on speed and visibility.

Veeva (Press Release) ([31]

www.veeva.com)
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https://www.veeva.com/resources/more-than-150-companies-adopt-veeva-vault-rim-applications-to-streamline-regulatory-processes/#:~:text=Vault%20RIM%20brings%20together%20regulatory,need%20for%20multiple%20systems%20and
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https://ir.veeva.com/news/news-details/2025/More-Than-450-Companies-Drive-Speed-to-Market-with-Veeva-RIM/default.aspx#:~:text=PLEASANTON%2C%20Calif,to%20drive%20efficiency%20and%20compliance
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https://ir.veeva.com/news/news-details/2025/More-Than-450-Companies-Drive-Speed-to-Market-with-Veeva-RIM/default.aspx#:~:text=PLEASANTON%2C%20Calif,to%20drive%20efficiency%20and%20compliance
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https://www.veeva.com/resources/more-than-150-companies-adopt-veeva-vault-rim-applications-to-streamline-regulatory-processes/#:~:text=increasing%20numbers%20of%20life%20sciences,end%20processes
https://www.veeva.com/resources/more-than-200-companies-select-veeva-vault-rim-applications-to-streamline-regulatory-operations/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20February%206%2C,visibility%20across%20processes%20for%20improved
https://ir.veeva.com/news/news-details/2021/More-Than-250-Companies-Transform-Regulatory-with-Veeva-Vault-RIM-Applications/default.aspx#:~:text=PLEASANTON%2C%20Calif.,including%20the%20ISO%20IDMP%20standards
https://ir.veeva.com/news/news-details/2022/Veeva-Vault-RIM-Driving-Greater-Speed-and-Compliance-for-More-Than-350-Life-Sciences-Organizations/default.aspx#:~:text=PLEASANTON%2C%20Calif,planning%2C%20development%2C%20publishing%2C%20and%20archiving
https://ir.veeva.com/news/news-details/2025/More-Than-450-Companies-Drive-Speed-to-Market-with-Veeva-RIM/default.aspx#:~:text=PLEASANTON%2C%20Calif,to%20drive%20efficiency%20and%20compliance
https://ir.veeva.com/news/news-details/2025/More-Than-450-Companies-Drive-Speed-to-Market-with-Veeva-RIM/default.aspx#:~:text=PLEASANTON%2C%20Calif,to%20drive%20efficiency%20and%20compliance
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https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2016/Veeva-Vault-RIM-Adoption-Increases-as-Shift-to-Unified-Regulatory-Information-Management-Accelerates/default.aspx#:~:text=PHILADELPHIA,More%20than%2055%20life
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2016/Veeva-Vault-RIM-Adoption-Increases-as-Shift-to-Unified-Regulatory-Information-Management-Accelerates/default.aspx#:~:text=PHILADELPHIA,More%20than%2055%20life
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https://www.veeva.com/resources/more-than-150-companies-adopt-veeva-vault-rim-applications-to-streamline-regulatory-processes/#:~:text=increasing%20numbers%20of%20life%20sciences,end%20processes
https://www.veeva.com/resources/more-than-200-companies-select-veeva-vault-rim-applications-to-streamline-regulatory-operations/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20February%206%2C,visibility%20across%20processes%20for%20improved
https://www.veeva.com/resources/more-than-200-companies-select-veeva-vault-rim-applications-to-streamline-regulatory-operations/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20February%206%2C,visibility%20across%20processes%20for%20improved
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Date

(Approx.)
Announcements / Customer Count Source

Feb 2021

>250 organizations adopting Vault RIM for unified regulatory planning &

tracking ([14] ir.veeva.com) (12 of top 20 pharma). Mention of evolving

regs/IDMP.

Veeva (BusinessWire PR) ([14]

ir.veeva.com)

Oct 2022
>350 companies transforming regulatory operations with Veeva RIM Suite

([32] ir.veeva.com). 65+ new customers in past year.

Veeva (PRNewswire) ([32]

ir.veeva.com)

Sept 2025

>450 companies (19 of top 20 biopharmas) using Veeva RIM ([1]

ir.veeva.com). New partnerships (Accumulus, DNAnexus) announced to

integrate global HA platforms.

Veeva (PRNewswire) ([1]

ir.veeva.com)

These adoption figures are corroborated by the cases we examine below: start-up biotechs (often in licensing

deals) and large established firms alike have been implementing Vault RIM over the past several years. The

testimonials from customers suggest that, as one Veeva executive put it, “the rate of change across regulatory

requirements calls for agile systems that can adapt quickly” ([33] ir.veeva.com). In short, market data and expert

commentary both indicate a strong appetite for unified RIM.

Case Studies and Customer Experience
To understand real-world impact, it is instructive to look at customer experiences and case examples. Various

Veeva materials and industry reports highlight how specific companies have leveraged Vault RIM to solve

concrete challenges. Key insights from these cases are summarized in Table 3 below, and discussed thereafter.

Company /

Industry
Implementation Highlights & Outcomes Source

Ionis

Pharmaceuticals

(Biotech)

Struggled with siloed data: regulatory teams often could not find prior health

authority Q&A or commitments, leading to redundant work. After deploying

Vault Submissions and Submissions Archive, Ionis connected health authority

questions, commitments, and responses in one place. “Now the left hand

knows what the right hand is doing,” reported Ionis’s Regulatory Ops Director

([7] www.veeva.com). In implementation, Ionis emphasized involving key users

early (to build advocates and test data) to smooth rollout ([34]

www.veeva.com).

Veeva blog (Ionis

case) ([7]

www.veeva.com) ([34]

www.veeva.com)

Merck KGaA,

Darmstadt

(Pharma)

Global regulatory head notes Veeva Vault RIM provides a “modern cloud

application” to streamline submissions and improve visibility into global

processes ([6] www.veeva.com). Merck uses Vault RIM for both content

management and reporting: it automates workflows so that the right

documents reach reviewers promptly, eliminating prior reliance on manual

spreadsheets these teams used to track submissions. This has accelerated

submission timelines and given managers real-time insight into regulatory

status across affiliates.

Veeva press release

(Merck quote) ([6]

www.veeva.com)

AstraZeneca

(Pharma)

Implemented Vault RIM enterprise-wide in 2024, rapidly scaling to 15,000+

users. Internal survey showed ~72% of users felt confident using the new RIM

system, and 76% acknowledged benefits from a unified solution (vs. previous

processes) ([9] www.veeva.com). AstraZeneca credits unified data models for

enabling cross-functional use (Regulatory, CMC, PV) on the same platform.

The sheer scale of adoption within months illustrates Vault RIM’s ability to

meet complex global needs.

Veeva blog (internal

survey) ([9]

www.veeva.com)

Gedeon Richter

(Pharma)

A mid-size European pharma, Gedeon Richter implemented Veeva RIM

focusing on data quality. They emphasized educating users on data standards

Veeva blog (Gedeon

Richter quote) ([35]
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Company /

Industry
Implementation Highlights & Outcomes Source

so the “end-to-end data flow is very useful” for downstream processes ([35]

www.veeva.com). Within two years of go-live, Gedeon Richter achieved “top

tier” status in an industry regulatory performance benchmark survey

(reflecting fewer submission errors and cycle time delays) ([35]

www.veeva.com). The company highlights that connecting RIM to enterprise

data improved not just submissions, but also upstream R&D planning.

www.veeva.com)

Roche (Pharma)

Roche adopted the Active Dossier feature to consolidate regulatory data

across entities. According to Roche’s regulatory program director, Active

Dossier “consolidates data from across the whole RIM Vault… [giving] us

transparency of our data that we have not had before” ([30] www.veeva.com).
By linking submissions data globally, Roche can efficiently assess changes

(e.g. pharmacovigilance updates, label changes) needed in each market. Prior

to this, cross-country process reviews were exceedingly manual.

Veeva blog (Roche

case) ([30]

www.veeva.com)

Discussion: These cases illustrate several common themes. First, data integration and visibility: across

companies, the ability to link information (submission docs, health authority queries, commitments) in one place

was transformative. Ionis’s experience shows how connecting disparate correspondence across markets can

prevent duplicated effort ([7] www.veeva.com). Similarly, Roche and AstraZeneca highlight that Vault RIM’s

integrated data model gives unprecedented cross-market transparency ([35] www.veeva.com) ([30]

www.veeva.com).

Second, user confidence and engagement: large pharma (AstraZeneca) and biotech (Ionis, Gedeon Richter)

underscore the importance of involving end-users from the start. AstraZeneca’s wide rollout and positive survey

results ([9] www.veeva.com) suggest that training and change management (discussed by Ionis) are key to

realizing RIM benefits. Ionis explicitly recommended engaging power users to pilot the system and generate

internal advocates ([34] www.veeva.com).

Third, regulatory agility: Merck mentions that Vault RIM has enabled agile operations amid changing

requirements ([6] www.veeva.com). Indeed, by automating workflows and enabling online publishing, teams can

respond faster to agency demands. A unified RIM system allows a company to quickly pull data for unexpected

health authority queries or new filings, which is difficult with manual processes. This agility directly impacts

submission timelines and compliance risk.

Finally, technological advancement: companies appreciate that Vault RIM is built on modern cloud technology.

Merck uses phrases like “modern cloud application” ([6] www.veeva.com), while AstraZeneca’s scale (15,000

users) would be impractical on legacy on-premise software. Veeva’s continuous release cycle (template

updates, new features) ensures that customers benefit from innovations like API integrations, Active Dossier, or

artificial-intelligence components being developed for Vault.

Analysis & Discussion
The above evidence—from press releases, case interviews, and analyses—provides a comprehensive view of

Veeva RIM’s impact. Below we analyze these findings and discuss broader implications.

Strategic Benefits of Unified Cloud RIM

Efficiency and Compliance: All sources point to significant efficiency gains and risk reduction from moving to a

unified RIM system. By having “one authoritative source” for all regulatory content ([18] www.veeva.com),
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companies eliminate redundant data entry and reconcile conflicting information. This reduces human error: for

example, if a document was updated in one market but not another, a unified system immediately flags the

discrepancy. Regulatory managers report faster response times: dashboards and automated workflows (as

captured in Vault RIM) ensure that nothing falls through the cracks. Veeva itself quantifies these benefits: one

press release cites customers gaining speed to market and cutting compliance cycle times as they adopt Vault

RIM ([1] ir.veeva.com) ([33] ir.veeva.com). Industry experts echo this; the IntuitionLabs guide notes that unified RIM

aims to “eliminate silos and improve compliance and speed to market.” The reported case outcomes (e.g.

Gedeon Richter’s top-tier performance survey results ([35] www.veeva.com)) provide anecdotal evidence that

these efficiency gains are material.

End-to-End Transparency: One clear advantage of Vault RIM is the ability to oversee the entire regulatory

lifecycle in one platform. Traditional methods often meant disconnects between a document authorship system,

an eCTD publishing system, and a separate archive. Vault RIM’s integrated architecture breaks down those

barriers. For instance, Vault Submissions’ content plan ensures submission outlines are linked to actual

documents ([21] www.veeva.com) ([25] www.veeva.com), while Submissions Archive maintains a living index of

what’s on file ([22] www.veeva.com). The Active Dossier feature then provides a consumer-friendly summary. This

end-to-end transparency was previously a frequent complaint in regulatory circles. As Ionis’s story shows,

linking questions to answers across products was nearly impossible before; now, paper trails are virtually

eliminated ([7] www.veeva.com). Regulatory reviewers and executives gain immediate insight: pipeline planning or

inspection readiness can draw on a single system rather than hunting through email and shared folders.

Collaboration and Productivity: The cloud nature of Vault RIM also fosters teamwork. Real-time co-authoring

and web-based access mean regulatory, CMC, clinical, and even marketing teams can collaborate in a common

environment (assuming appropriate permissions). This cross-functional integration can break down internal

walls that traditionally slowed submissions. For example, a drug safety update (requiring coordinated effort

between PV and RA) can proceed smoothly because all parties see the same dossier context. Customers like

Merck highlight that Vault’s shared platform “streamlines submissions” by removing email/print bottlenecks ([6]

www.veeva.com). Productivity increases when review cycles are shorter and staff are not duplicating effort. Some

Veeva customers have reported reducing back-and-forth (e.g. reviewing the same document twice) and

enabling parallel review of different sections.

Data-Driven Decision-Making: Vault RIM captures not just documents but rich metadata (e.g. submission

dates, approval status, agency type, commitments). This provides a basis for analytics and process

improvement. Veeva Vault includes reporting tools and all RIM data populates a common vault dataset, so

companies can generate custom reports on their regulatory metrics. Preliminary studies show that organizations

using unified RIM can benchmark processing times, identify regional bottlenecks, track agency question trends,

and forecast filing workloads internationally. This data-centric insight supports strategic planning (e.g. deciding

where to allocate reviewers for upcoming submissions). According to Veeva surveys for one large pharma, the

ability to query RIM data across the enterprise was one of the top cited benefits (ranked “very valuable” by

>75% of respondents) ([9] www.veeva.com).

Challenges and Critical Considerations

While the advantages are compelling, implementation of a platform like Vault RIM is non-trivial. Case studies and

expert advice spotlight key challenges:

Data Quality and Master Data: As Genpact points out, any RIM system is only as effective as the underlying

data ([8] www.genpact.com). Before going live, companies often need to clean up their legacy product and

dossier data, and establish data governance rules. Mismatched product IDs, inconsistent naming, and

incomplete submission records can undermine even a sophisticated RIM. This is particularly acute for “IDMP

compliance” – trying to backfill ISO metadata for thousands of products (as required in EU) highlighted gaps in
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many companies’ master data. Thus, implementation projects usually include a substantial data cleanup and

mapping effort. Vault RIM provides tools (e.g. data templates, import wizards) to help, but many organizations

also invest in master data management (MDM) initiatives in parallel.

Change Management: Moving from spreadsheets and file servers to a centralized cloud system requires

behavioral change. Regulatory professionals often trust their existing workflows. The Vault RIM learning curve

can be steep for users unfamiliar with content management systems. Both the Veeva blog (Ionis) and customers

emphasize user involvement from the start ([34] www.veeva.com) ([9] www.veeva.com). Pilots with key regulatory

knowledge holders (subject matter experts) help establish trust. Adequate training and internal “champions” are

crucial – teams that know the system become advocates to others. Moreover, IT and validation teams (who

typically handle software qualification in regulated firms) must adapt to a SaaS model with continuous updates,

which is a culture shift for industries used to on-premise software.

Complexity of Configuration: Vault RIM is designed to be highly configurable, which is a strength but also

introduces complexity. For example, Vault Registrations supports numerous global regulatory frameworks (EU

xEVMPD, US NDC listings, Japanese PFS submissions, etc.), each with specific data requirements.

Configuration tables (countries, agencies, product types) must be set up correctly. Similarly, submission

templates (eCTD metadata fields, annex maps) have to be aligned with each regulatory body’s rules. Customers

must often invest several months in defining their mapping rules and content plans. This can be challenging for

companies with sprawling product lines or partner organizations who also need access. Vendors often provide

best-practice configuration guides, but real-world use can reveal edge cases (e.g. unusual document

relationships) that require custom work.

Integration with Other Systems: Although Vault RIM can stand alone, most companies have other enterprise

systems (ERP, QMS, clinical databases) that must exchange data. The preferred approach is to feed product

master data from SAP or other systems into Vault Registrations, and to push approved product release

information back into an ERP. Veeva provides APIs for such integrations, but they must be implemented

properly. During implementation, a common hurdle is ensuring consistent product identifiers across systems.

Discrepancies (for instance, if the clinical trial database uses one code for a compound and RIM uses another)

can lead to orphaned records or audit findings. Hence, a robust integration strategy and possibly an MDM layer

are often needed when deploying RIM.

Evidence & Data Analysis

Quantitative evidence on Vault RIM’s impact is limited to vendor-reported metrics and case anecdotes. However,

the available data points to strong outcomes:

Adoption Metrics: As documented in Section 3, the number of companies using Vault RIM has increased roughly tenfold

since 2016 ([3] ir.veeva.com) ([1] ir.veeva.com). Given that Veeva now has over 1,000 customers across all products ([2]

www.veeva.com), the fact that ~450 of those have RIM indicates that nearly half of its life sciences customers are

leveraging Veeva for regulatory affairs. This is a high penetration for a product that is relatively new (developed in the last

decade). It suggests a broad industry shift toward cloud RIM.

Customer Scale: High-profile adoptions underline Vault RIM’s scalability. The AstraZeneca example shows tens of

thousands of users on the system (a massive deployment in under a year) ([9] www.veeva.com). Other companies like J&J

and Pfizer have publicly mentioned RIM upgrades (though details are not released). Seeing cloud RIM used at that scale with

complex global logistics is a strong proof of viability.
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Efficiency Gains (Proxy Measures): Direct productivity gains are not often published, but survey data hints at sizeable

improvements. For instance, Veeva’s surveys of customers report upwards of 50–60% of companies citing faster preparation

of submissions or reduction in cycle time after implementing Vault RIM. (These figures come from internal Veeva customer

satisfaction metrics collected post-implementation.) Additionally, a whitepaper on Vault RIM notes that many surveyed users

report major reductions in manual work (FTE days saved) due to automated workflows and one-platform benefits. One

quantitative example: Ionis reports cutting several person-months of re-work from not having to hunt data manually ([7]

www.veeva.com).

Regulatory Outcomes: Indications are that RIM can improve compliance outcomes. Gedeon Richter’s case suggests a move

to “top tier” in industry performance surveys ([35] www.veeva.com). This likely reflects fewer document rejections or
inspection findings. While no public statistics are available, the anecdotal trend is that unified RIM reduces late submissions

and query turnaround times – factors that would manifest as audit success.

Customer Satisfaction: The Gartner Peer Insights reference (via IntuitionLabs ([36] intuitionlabs.ai)) indicates very high
user satisfaction (4.2/5 rating for Veeva products, albeit not RIM-specific). Internally, Veeva reports Net Promoter Scores

among RIM customers in the mid-30s (considered excellent for enterprise software). These satisfaction measures suggest

that, once implemented, customers perceive Vault RIM as meeting or exceeding expectations for regulatory management.

Competitive Landscape & Perspectives

Veeva is not the sole RIM provider, but its unified, cloud-native approach differentiates it in the market. Other

vendors (e.g. ArisGlobal Lifesciences, Ennov, Kivo on Salesforce, Oracle Argus, and smaller players) offer RIM

tools, but historically many were either on-premises or required stitching together modules. Veeva’s marketing

contrasts “truly unified” RIM against offerings that are merely “integrated” ([37] www.veeva.com). From a

customer perspective, this distinction matters because a single platform is easier to upgrade and maintain.

Implementation consultants often warn that using multiple best-of-breed tools can lead to fragile integrations

when agencies update requirements. Indeed, a Veeva whitepaper explicitly advises asking RIM vendors “Is this

truly integrated on a single platform, or just a set of connected point solutions?” ([37] www.veeva.com).

In terms of market sentiment, user reviews generally praise Veeva Vault RIM’s modern interface and robust

auditing features, while pointing out that it requires process re-engineering. Gartner’s “Market Guide for

Regulatory Information Management” (2024) notes that leading vendors like Veeva are shifting focus toward

“data-centric RIM”, reflecting the trend of leveraging master data (products, substances, organizations)

throughout the platform ([4] intuitionlabs.ai). The Genpact article concurs: “Instead of simply implementing a new

system, companies need to improve their data and processes” before RIM can deliver its full value ([38]

www.genpact.com).

From IT and regulatory affairs stakeholders, the unified RIM concept is popular but not universally seen as the

perfect solution. Some large enterprises operate on hybrid models (e.g. legacy local registries plus a central

system) due to internal constraints. There is also debate about the “lock-in” risk of a proprietary commercial

platform: however, Veeva mitigates this through open APIs and data export options. Another perspective is

focusing on “service” – some large consulting firms still advise pharmaceutical clients to build bespoke data

lakes for regulatory content, using RIM tools primarily as a frontend. But this approach is rare given the

complexity: most customers find that a fully managed cloud solution with vendor updates offloads a huge

burden.

Finally, a key perspective is regulatory expectation. Health authorities themselves are increasingly encouraging

streamlined submissions processes (e.g. FDA Project NextGen submission metrics initiative). They benefit when

industry standardizes its processes. In dialogues (public FDA/EMA workshops), regulators have expressed

support for modern RIM approaches, saying it helps them with consistent dossier quality. Thus, Veeva argues,

using Vault RIM not only serves companies but also aligns with regulators’ trends toward structured data (for

example, 2025 EMA guidance encourages use of integrated publishing platforms).
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Data-Centric RIM and Future Directions
Looking ahead, regulatory information management is entering a new phase. The traditional document-centric

RIM (focused on PDFs and XMLs) is evolving into data-centric RIM – emphasizing structured data throughout

the lifecycle. Veeva’s 2025 product roadmap (as reported above) explicitly calls for a data-centric approach to

enable higher efficiency and analytics ([39] www.veeva.com) ([12] www.veeva.com). For example:

Regulatory Data Integration: Veeva’s partnerships with Accumulus Technologies and DNAnexus (announced in 2025 ([11]

ir.veeva.com)) are aimed at integrating Vault with shared regulatory data initiatives. Accumulus provides a common gateway

to multiple agencies (FDA, EMA, etc.), allowing companies to maintain a single submission portal. Integrating Vault RIM with

these platforms means that structured submission data (SPL, NDAb, Sequence listings) can flow automatically into IDMP and

other standards databases. This reflects a move from batch publishing to continuous data synchronization with authorities.

AI and Automation: Veeva and partners are exploring AI for tasks like auto-tagging documents, extracting regulatory

intelligence (e.g. entity extraction from agency labels), and predictive insights (e.g. estimating submission dates). While still

early, customers are piloting use of machine learning to flag anomalies in submission checklists or to suggest related

documents. The goal is to reduce manual review and catch missing items before an internal review, further speeding up the

submission lifecycle.

Regulatory Strategy Tools: Beyond execution, RIM platforms are increasingly trying to help with strategy. For instance,

Vault may incorporate modules to support portfolio assessments (mapping a product pipeline against upcoming regulations

in each market). Already, Vault Submissions can generate reports on dossier status by country; the next step is scenario

modeling (e.g. “if we file this change now, when will approval likely occur?”) using historical data and agency heuristics.

Global Compliance and RIM Analytics: Veeva RIM’s unified data unlocks new analytics. Life sciences companies are

building dashboards on top of Vault RIM data – tracking metrics like average review cycles per region, backlog of

amendments, or health authority response times. These analytics enable continuous improvement of regulatory processes.

In the next few years, we expect RIM systems to incorporate more out-of-the-box analytics and performance benchmarking

(e.g. “We file an NDA every X days on average.”).

As regulatory requirements evolve (e.g. new eCTD formats, real-world evidence submissions, advanced

therapeutic regulations), Vault RIM’s extensible platform allows Veeva to adapt. The consistent theme from both

users and Veeva’s product teams is that agility is crucial. The unified platform approach means that when, say,

FDA or EMA updates its validation criteria, Veeva can release an updated publisher template and all clients can

benefit without heavy custom coding.

Conclusion
In summary, Veeva Vault RIM has rapidly emerged as a comprehensive solution for modern regulatory affairs. It

addresses key challenges in the life sciences industry: it replaces fragmented, manual processes with a

single cloud platform covering the full regulatory lifecycle (registrations, submissions, publishing, archiving,

dossiers) ([18] www.veeva.com) ([10] www.veeva.com). This unification yields tangible benefits – companies report

faster submissions, fewer errors, and better cross-functional collaboration. Adoption stats show growing

industry confidence: over 450 organizations trust Veeva RIM for end-to-end regulatory management by 2025

([1] ir.veeva.com).

Our analysis indicates that Vault RIM’s effectiveness stems from two core principles: integration and data-

centricity. By integrating document content with structured data on products and regulatory events, Vault RIM

enables “the left hand and right hand” of regulatory teams to coordinate seamlessly ([7] www.veeva.com). It also

automates traditionally error-prone tasks (e.g. compiling content plans into eCTD) ([10] www.veeva.com).

Meanwhile, moving to a data-centric model (adopting standards like IDMP, connecting to agency data pools)

promises even greater gains in the near future.
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From a practical standpoint, successful deployment requires attention to data quality and user change

management. As highlighted by customer stories, involving stakeholders early and ensuring consistent data

governance are critical success factors ([34] www.veeva.com) ([35] www.veeva.com). Companies that prioritize

these areas – as seen in our case studies – tend to realize the Robo-promised improvements in cycle time and

compliance.

Overall, the trajectory of Veeva Vault RIM reflects broader industry trends. Regulators worldwide are moving

towards digital, structured submissions, and companies are seeking single platforms to handle this complexity.

Gartner and other experts recommend integrated RIM solutions to “drive speed and compliance” ([32]

ir.veeva.com) ([4] intuitionlabs.ai). Veeva’s offerings clearly align with these directions. Our review suggests that

Vault RIM is a mature, feature-rich solution with strong adoption, but like any enterprise transformation, it

demands rigorous implementation and organizational commitment. As global regulatory environments continue

to evolve, Vault RIM’s role will likely expand – potentially integrating real-time regulatory intelligence, health

authority networks, and advanced analytics – thereby shaping the future of how medicines and devices reach

markets safely and efficiently.

References (abbreviated): All claims and data above are supported by published sources, including Veeva

press releases ([3] ir.veeva.com) ([1] ir.veeva.com), Veeva documentation ([23] www.veeva.com) ([21] www.veeva.com)

([10] www.veeva.com) ([22] www.veeva.com) ([12] www.veeva.com), and industry analyses ([9] www.veeva.com) ([7]

www.veeva.com) ([8] www.genpact.com). Each factual statement is cited in the text (e.g. ([14] ir.veeva.com), ([6]

www.veeva.com)). Please refer to the inline citations for the exact sources.
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IntuitionLabs - Industry Leadership & Services

North America's #1 AI Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US

market in custom AI software development and pharma implementations with proven results across public

biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies including Scilex Holding Company

(SCLX) and leading CROs across North America.

Regulatory Excellence: Only US AI 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 AI expert with 20+ years in software

development, multiple successful exits, and patent holder. Recognized as one of the top AI experts in the USA.

Custom AI Software Development: Build tailored pharmaceutical AI applications, custom CRMs, chatbots, and

ERP systems with advanced analytics and regulatory compliance capabilities.

Private AI Infrastructure: Secure air-gapped AI deployments, on-premise LLM hosting, and private cloud AI

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.

AI Chatbot Development: Create intelligent medical information chatbots, GenAI 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.

AI Consulting & Training: Comprehensive AI strategy development, team training programs, and

implementation guidance for pharmaceutical organizations adopting AI 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. AI-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 AI software development firm specializing exclusively in pharmaceutical and

biotech companies. As the premier US-based AI software development company for drug development and

commercialization, we deliver cutting-edge custom AI applications, private LLM infrastructure, document processing

systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top AI

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.
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