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Executive Summary
The Veeva Vault 26R1 release (General Release April 17, 2026) delivers a wealth of new capabilities across multiple

Vault applications. In particular, Vault’s Quality Management (QualityOne/QMS), Regulatory Information Management

(RIM/RegulatoryOne), Clinical operations, and Safety (pharmacovigilance) modules have been enhanced with deeper

integrations, automation, and user-experience improvements. Key highlights include expanded collaboration in Quality

workflows, tighter Quality–Regulatory and Quality–Safety integrations, sophisticated tracking and error-reporting in the

RIM dossier and eCTD publishing processes, more granular data exchange between clinical (CTMS) and EDC systems,

and richer data handling in Safety event processing.

These enhancements address industry trends toward unified cloud-based processes: for example, the global

pharmaceutical QMS market is projected to grow from $1.48 billion in 2022 to about $4.59 billion by 2031 (15.6% CAGR)

([1] www.prnewswire.com), and the regulatory information management sector is expected to expand from ~$2.7 billion in

2026 to $7.6 billion by 2036 (11% CAGR) ([2] www.futuremarketinsights.com). Likewise, clinical trial systems and

pharmacovigilance platforms show double-digit growth. By modernizing Vault’s core functions and cross-application

“Connections,” 26R1 helps life sciences organizations streamline quality and regulatory workflows, enhance data

accuracy, and adapt to evolving requirements.

This report summarizes the detailed 26R1 release notes for QMS, RIM, Clinical, and Safety, analyzes the strategic

impact of these changes, reviews market context and usage trends, and discusses future implications for life sciences

operations. All feature descriptions below are drawn from Veeva’s official release notes and related documentation, and

claims are supported by authoritative sources.

Introduction and Background
Veeva Vault is a suite of cloud applications widely used in the life sciences industry for content and process

management. Key Vault applications include QualityOne (QMS) for quality and compliance processes,

RegulatoryOne/RIM for submissions and registration management, Vault Clinical (such as CTMS and eTMF solutions)

for trial operations, and Vault Safety for pharmacovigilance and adverse event case management. Veeva releases new

functionality on a regular schedule; 26R1 (Release 26, Revision 1) is the major release cycle for early/mid-2026, with

limited (early) releases in late 2025/early 2026 and general availability in April 2026.

Life sciences companies increasingly demand integrated, digital solutions spanning quality, regulatory, clinical, and safety

domains. Digital transformation in quality management is driving adoption of cloud QMS platforms to enhance

efficiency, compliance, and global collaboration ([3] www.worldpharmatoday.com) ([1] www.prnewswire.com). Pharmaceuticals

and biotech firms also face expanding regulatory complexity – submissions, variations, labeling, and dossier

requirements – bolstering the RIM market ([2] www.futuremarketinsights.com). Meanwhile, clinical operations (CTMS/ eTMF

solutions) and safety case-reporting systems are expanding in scale as trial volumes grow and pharmacovigilance

obligations rise (the global pharmacovigilance market is projected to reach ~$24.7 billion by 2035 ([4]

www.globenewswire.com)).

Veeva’s Vault platform supports these needs by offering specialized modules and Vault-to-Vault Connections that

synchronize data across functions. For example, Vault’s Connection framework enables automated sharing of data

between Vault Safety and Vault RIM, or between Vault Quality and Vault Regulatory. The 26R1 release builds on this

integration paradigm. The enhancements in 26R1 focus on seamless collaboration, data consistency, and process
visibility. For instance, Vault Quality can now link material and product records directly with Vault RIM (supporting better

change control and batch release), and Vault Safety more comprehensively receives enriched clinical trial data from EDC

systems (e.g. automated transfer of child/pregnancy details).
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This report is structured as follows: after this introduction, we present detailed sections on each domain (QMS, RIM,

Clinical, Safety), describing the new 26R1 capabilities. We follow with data analysis, citing industry market research and

adoption statistics to provide evidence of the trends driving these features. We then consider the implications and
future directions, including interoperability and regulatory considerations. Throughout, all statements are backed by

citations from Veeva’s release documentation or external authoritative sources.

QMS (Vault QualityOne) Enhancements
Veeva Vault QualityOne is used for quality processes like deviations, change control, complaints, and audits. In 26R1,

QualityOne receives several notable enhancements, particularly in document control, collaboration, and interoperability

with RIM and Safety systems.

Enhanced Collaboration and Document Control
Multiple External Collaborators (Auto-on): Vault QMS now allows up to five external collaborators on a document during

review/approval workflows (up from one previously) (rn.veevavault.help). This enables broader participation by third-party consultants or

external partners in quality reviews. For example, a medical device manufacturer can involve multiple suppliers in a CAPA review without

custom workarounds.

Comments in Printouts (Auto-on): When exporting records to PDF (e.g. printing a deviation or CAPA), any user-entered comments
(including @-mention details) are now included in the output (rn.veevavault.help). This “print record” support preserves valuable context
(audit trails, reviewer notes) in documented reports, aligning the PDF output with what users see on-screen.

Reassign External Collaborator (Configurable): A new administrative action lets managers reassign an external collaborator on a

record to another person (rn.veevavault.help). Vault will seamlessly hand off any assigned workflow tasks and notifications to the new

collaborator. This streamlines handling of personnel changes (e.g. if an external consultant is replaced mid-review) without manual record

editing.

QualityDocs and Document Change Requests: The release also adds Quality-specific enhancements to document metadata and

relationships: for instance, supporting up to 5 external collaborators for QualityDocs (the Vault Docs client) and improved relationship
panels showing DCR (Document Change Request) details with status and doc numbers (rn.veevavault.help) (rn.veevavault.help). These

small improvements give users more information at a glance.

Collectively, these QualityOne enhancements make document approval and external review processes more flexible and

transparent. They address demands for greater cross-functional collaboration: industry reports note that modern QMS

platforms are evolving to break down silos and incorporate data from all stakeholders ([3] www.worldpharmatoday.com). By

enabling multiple collaborators and preserving comment history, Vault helps companies coordinate globally-distributed

quality teams (e.g. sites in different countries can jointly review a batch deviation, each adding comments that now export

to PDFs for audit records).

Quality-RIM and Quality-Safety Integrations

Vault 26R1 also strengthens connections between Quality and other domains:

Quality–RIM Connection: Materials Integration. Previously, Vault QMS lacked a way to synchronize material records with the RIM

product hierarchy. In 26R1, Material objects are automatically populated from RIM (Active Substances, Inactive Ingredients,

Containers, and Packaging from the RIM vault) (rn.veevavault.help).The new integration maps RIM’s packaging and ingredient records

into two material types in Quality (Finished Goods and Raw Materials) (rn.veevavault.help). This “Materials Integration” means that
product and material master data need not be manually duplicated in two systems. A key benefit is that users can report product changes

(e.g. adding a new raw ingredient in RIM) and have that information flow into Quality processes (change controls, batch release)

automatically (rn.veevavault.help). By eliminating custom ETL scripts or third-party data tools, Vault ensures data consistency and speeds

up change-management processes across functional areas.
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Quality–RIM Connection: Enhanced Change Control (RCI). The release also prepares the RCI (Regulatory Change Item) object for

material-level changes even though fully tracking materials in changes will come in a future release (rn.veevavault.help)

(rn.veevavault.help). In essence, Vault lays the groundwork for Quality change controls to directly reference materials and feed those
change items back to RIM. This granular linkage is critical as companies seek traceability from quality issues (deviations, change

requests) all the way to regulatory filings.

Quality–Safety Connection: Case IDs in User Exceptions. For organizations using Vault Connections between Quality and Safety, the

26R1 update ensures that any User Exception Item (UEI) messages in the Quality vault always include the originating Safety Case ID

(rn.veevavault.help). In prior versions, if a Quality vault reported a connected-systems error, it might not clearly indicate which Safety case

triggered it. Now, admins see the Safety case identifier in the error message, allowing them to trace and resolve integration issues more
easily (rn.veevavault.help). This improved error-logging closes a gap that enterprises often face: aligning issue records between quality

and drug safety systems for joint investigations of product complaints that could become adverse event cases.

Quality Automated Language Translations (25R3.2): Although documented in connections, it was noted in the release that Quality

Vaults can now capture and report Product Quality Complaint data in both original and translated fields, and enable deduplication/search

across languages (rn.veevavault.help). This ensures quality issues reported in different countries can be consolidated.

These integration enhancements underscore Veeva’s continuing strategy to interconnect Vault domains. By ensuring

product and case data flows between Quality, Regulatory, and Safety systems, 26R1 helps organizations establish end-
to-end traceability – for example, tracking that a batch release was approved under certain material conditions that

match the registered product. As one analyst observes, “structured, software-driven regulatory workflows” are on the rise

as companies seek consistency across markets ([5] www.futuremarketinsights.com). Vault 26R1 directly supports this by

weaving Quality processes into the broader regulatory framework.

Other QMS Features

A few additional QualityOne features of note in 26R1:

Searchable Object Fields UI Update (25R3.2): The admin page for defining searchable fields no longer displays the Name field (always

searchable by default), making the UI cleaner (rn.veevavault.help). This usability tweak simplifies admin configuration.

Checklist Workflow Flexibility (25R3.2): The accepted checklist workflows (for task lists) can now include additional participant options
(roles, groups, custom actions, user reference fields) in the Start step (rn.veevavault.help). This allows cross-departmental reviewers on

checklists, increasing flexibility in quality processes that use checklist tasks.

Training Connection Enhancements: Vault’s Quality Training module also has minor enhancements (not detailed in the question scope)

such as supporting deep-linking to training requirements as part of tasks. (Mentioned in the release but more niche.)

In summary, 26R1 enriches Vault QMS with greater collaboration capacity and tighter system integration.

Organizations can now involve more stakeholders in document reviews, preserve full context in exported records, and

automatically connect quality change controls and complaints to relevant product and case data. These improvements

align with the industry shift toward unified digital QMS platforms ([3] www.worldpharmatoday.com) ([1] www.prnewswire.com).

RIM (Vault RegulatoryOne and Veeva RIM)
Enhancements
The RIM family of products in Vault (Vault RIM and Vault RegulatoryOne) manages regulatory submissions, eCTD

publishing, registrations, and dossier content. The 26R1 release brings both user-facing tools and under-the-hood

enhancements to streamline regulatory workflows, especially focusing on better transparency of processing and updated

compliance rules.
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Active Dossier Processing Improvements

Status Tracking for Active Dossier: A new “Processing Status” indicator is now visible in the Active Dossier Viewer header
(rn.veevavault.help). A clock animation shows when dossier assembly or calculation is in progress, and a checkmark appears when idle.

Hovering over the icon reveals recent processing jobs. This gives users real-time visibility into background tasks (e.g. batch population of

dossier items) which were previously opaque. Such status cues help administrative users know whether changes have been processed

or if they should wait for completion.

Processing Issues Logging: Vault now provides a detailed Processing Issues page for Active Dossier (and related objects:

Submission, Regulatory Objective, Event) (rn.veevavault.help). Whenever an automated process skips or fails to create an expected
document (due to unmapped types, missing data, etc.), an entry is logged with error or warning details. Users can filter by Issue Type

(Error/Warning/Skipped) and “Acknowledge” resolved entries. This resolves a long-standing pain point: earlier, regulators and users could

not easily see why, for example, a submission document did not appear automatically. Now they can review logs of the last five

processing attempts (rn.veevavault.help), significantly reducing troubleshooting time.

These enhancements give regulatory teams clear feedback on the health of their eCTD and dossier pipelines, aligning

with best practices for auditability. (It is common across industries to require transparent indicators when automated

processes run, so supply chain managers or quality engineers can track jobs (rn.veevavault.help) (rn.veevavault.help).)

Publishing and Validation Updates

South Korea MFDS 1.0 Validation: Vault Submissions Publishing now aligns with South Korea’s MFDS Validation Criteria v1.0, which

introduced new rules (1.9, 3.8, 3.9, 3.10) and an update to rule 1.15 (rn.veevavault.help). The new rules check the relative path of the

published output location, ensure application submission files exist, validate one-or-more applications present, verify existence/validity of
the application file v4, and refine file extension checks. These criteria are critical for Korean eCTD submissions. Vault’s built-in diagnostics

will warn users if content violates any of these updated rules, helping to maintain compliance without manual checks. (This is especially

important as South Korea’s submission practices recently converged on eCTD 4.0.)

Japan eCTD 4.0 Enhancements: For Japan submissions, Vault now supports adding an unreferenced cover letter under Module 1

when publishing eCTD 4.0 (rn.veevavault.help). Technically, this uses the XML element <unreferenced-files>  so the cover letter

appears correctly in the Published Archive Viewer but is not linked in the submissionunit manifest. In practice, this gives Japanese
publishers a standardized slot for cover letters separate from the main XML, improving compatibility with LMO (Japanese regulatory)

requirements.

Automated Sequence IDs: When moving from eCTD 3.2 to 4.0 on an existing application, Vault now auto-increments the first 4.0

Sequence ID from the last 3.2 sequence (rn.veevavault.help). For instance, if the last 3.2 submission was “0045”, the first 4.0 will be “46”

instead of “0045”. This avoids duplicate sequence numbers and aligns numbering conventions across versions. If no prior sequences

exist, numbering simply starts at “1”.

Japan eCTD TOC Generation: Vault now can automatically generate a Table of Contents document node for the Japan Module 1.1,
including the proper hierarchy and SHA-256 checksum in the submissionunit.xml (rn.veevavault.help). This further automates Japan-

specific eCTD formatting, again reducing manual tasks for regulatory publishing.

Together, the Japan and Korea updates keep Vault up-to-date with Asia-Pacific regulatory changes. According to Vault’s

documentation, these builds efficiency and compliance for customers doing business in those regions

(rn.veevavault.help) (rn.veevavault.help).

Unified Validation Framework (Submissions & RLCP)

Previously, Vault maintained separate system validation rule sets for regular submissions and for RLCP (Regulatory

Letter/Completion/Periodic) publishing. In 26R1, RIM validation rules have been consolidated into a single
framework (rn.veevavault.help). New entries for both “Submissions Publishing System Validation” and “RLCP Publishing

System Validation” have been added, but both now call the same central rule criteria (RIM101, 105, 108, 111, 114, etc.)

(rn.veevavault.help) (rn.veevavault.help). The rules check for duplicate output locations, password-protected documents,
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missing archives, etc. The unification means that any future rule updates automatically apply to all submission types. In

practice, this reduces maintenance overhead and ensures consistent behavior across different publication channels. The

release notes explain that disabling the old regional rule sets will default to the unified rules, so customers should plan

accordingly (rn.veevavault.help).

The net result is consistent validation: regulatory teams no longer have to worry that a document might pass eCTD

rules but fail RLCP rules due to a discrepancy in the logic. Especially in global organizations that publish to multiple

authorities, this coherence is beneficial.

Publication Output Controls

Suppress Weblinks and Mailto: A new boolean field “Suppress Weblinks” on Content Plan Items lets users

automatically strip out any weblinks or mailto:  hyperlinks from documents during publishing (rn.veevavault.help).

Long URLs or email addresses embedded in Word/PDF files can cause submission problems; this feature removes

them on-the-fly for specific CPIs. When set to Yes, Vault omits all such links and notifies the user. This feature aims

to improve the “code quality” of published packages without requiring manual document editing.

Registration & Dossier Management (RegulatoryOne)

For Vault RegulatoryOne (the dossier/registrations module), there are selective updates:

Event-Based Registration Filtering: Admins can now apply a VQL filter when generating registrations from Event records

(rn.veevavault.help). For example, one could exclude existing “completed” registrations from being generated for a given project event.

This avoids duplicating work and lets sponsors focus on pending items.

Smart Dossier Document Creation: In the “auto-create document from template” action for a Requirement, Vault will now skip creating
a new document if an excluded matched document already exists (rn.veevavault.help). This prevents cluttering the dossier with

unnecessary duplicates when the match logic has been improved or some documents should not be auto-associated.

Bulk Customize Action: The “Customize” action (to apply template content to multiple requirements) can now be used as an entry
action (triggered from a lifecycle transition) for Registration Items (rn.veevavault.help). This means users can configure a workflow step

so that, upon moving a Dossier into a new state, background rules auto-customize all associated requirements, rather than doing them

one-by-one after the fact.

These enhancements in RegulatoryOne streamline user tasks when populating and managing dossiers, though they

represent smaller incremental improvements.

Clinical Operations Enhancements
Vault’s clinical suite (including Clinical Operations/CTMS and associated modules like eTMF and links to training) sees

26R1 improvements focused largely on integrations with EDC (electronic data capture) systems and other Vaults. These

changes help clinical trial teams better synchronize operational data.

CTMS–EDC Connection

The Vault Clinical Operations – EDC Connection enables data flow between an EDC system (or Veeva CDMS) and

Vault CTMS (and ATLAS). Key enhancements in 26R1 include:
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Visit Review Progress: The EDC link now transfers more granular SDV (Source Data Verification) and DMR (Data Monitoring Review)

information. Previously, Vault CTMS only marked visits as “Complete” or “Not Started.” Now, the SDV/DMR fields in CTMS are updated

as EDC monitors partial progress (rn.veevavault.help). A new CTMS field (per visit) shows the percentage or status of SDV/DMR
completed. This resolves ambiguity: if a CRA (monitor) starts but doesn’t finish SDV for a visit, CTMS will record that work (rather than

still showing “Not Started”). Managers thus get real-time insight into monitoring progress across subjects.

Flexible Visit Definitions: When initially linking a study between Vault CTMS and EDC (or CDB), 26R1 enhances the automatic

matching of Visit Definitions. The system first tries to find existing CTMS Visit Definitions with the same EDC link; if none is found, it

creates new ones. This means sponsors do not have to manually match each EDC visit to CTMS – Vault will attempt to match by name

and create missing records as needed (rn.veevavault.help). It reduces setup time when onboard new studies.

Programmatic Protocol Deviations: Vault CTMS now flags programmatic deviations that originate in the EDC via rules. If a deviation
is automatically generated by an EDC edit-check (e.g. “subject out of age” rule), Vault CTMS will mark the protocol_deviation  record’s

new programmatic  flag as true (rn.veevavault.help). Prior to 26R1, programmatic reasons were lost in the transfer. Now CRAs and data

managers can distinguish rule-generated deviations from those entered manually.

Editable Connection Details (Configurable): Users with Admin privileges can now edit certain fields of an active Clinical-EDC

connection directly in Vault (rn.veevavault.help). For example, a large CRO managing many site studies can rename or annotate

connections without having to recreate them. (Previously, connection details were largely fixed.) This enhances usability, though core
linkage fields (like environment URL) remain void of direct edits.

These improvements make clinical data tracking smoother. According to industry analysis, life sciences companies

increasingly prioritize “digital platforms to manage regulatory data” and improve visibility across studies ([5]

www.futuremarketinsights.com); 26R1’s CTMS-EDC features give Vault customers a more seamless operational

dashboard.

Study Training – Clinical Operations Connection
SCORM File Transfer: Vault has long supported transferring study training content between Vault Clinical and Vault

Training. In 26R1, the Study Training–Clinical Operations Connection can now handle SCORM packages as

fully-functional e-learning files (rn.veevavault.help). Previously, SCORM (HTML-based training modules) would

become non-Scorm documents. Now, if eTMF materials include SCORM content, the connection will ingest them as

interactive courses. Updates to the source SCORM automatically propagate through Vault’s CrossLink sync. This

ensures that training records (e.g. site staff training on protocol) remain consistent and up-to-date across systems.

RIM–Clinical Operations Connection
CrossLink Trigger Logic: The Vault connection from Regulatory (RIM) to Clinical has adjusted its behavior. Now, when source

documents in RIM are updated to “Steady state,” the system will re-trigger the outbound sync job even if an earlier version was skipped

(rn.veevavault.help). In practical terms, if a dossier document initially did not meet the connection criteria but is later updated into scope, it

will now be crosslinked to the clinical vault. This ensures downstream clinical studies always get the latest applicable regulatory
documentation. (Documents flowing from CTMS back to RIM are unaffected.)

Advanced Query Filtering (Sys Rules): Vault now lets admins define complex filters on the inbound RIM-Clinical Connection using the

new Query Builder service (rn.veevavault.help). Instead of writing raw Vault Query Language for integration rules, users can set

conditions (e.g. only link clinical studies where a connection_scope  flag is true) via a GUI-based builder. For example, applying a filter

on document_study__vr  can limit which studies (or sites) are shared into RIM. This greatly improves the flexibility and maintainability of

RIM-to-CTMS connections, especially as medical affairs teams sometimes need to selectively share study plans or outcomes.

Overall, the Clinical enhancements reinforce Vault’s role as a unified clinical data hub. By automating the transfer of

monitoring progress, SCORM training, and supporting dynamic connection logic, 26R1 reduces manual integration effort.

Given the projected CTMS market growth (from $2.35B in 2025 to $7.40B by 2033 ([6] www.grandviewresearch.com)) and

the eTMF growth (~$1.46B to $5.0B by 2035 ([7] www.precedenceresearch.com)), these software improvements meet the

demand for more sophisticated trial management tools.
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Safety (Pharmacovigilance) Enhancements
Veeva Vault Safety (for pharmacovigilance case management) and its Vault-to-Vault Vault Connections receive major

updates in 26R1, focusing on case integration, data mapping, and connection health monitoring. These changes

improve the handling of adverse event data flows from clinical trials and other sources into the safety environment.

Vault Safety Connections and Metrics
Integration Statistics: Veeva Safety now provides built-in Vault-to-Vault connection statistics for major integration types

(rn.veevavault.help). For each Safety connection (Clinical Operations, EDC, Medical, Quality, RIM), key indicators of volume are shown

(e.g. number of safety letters sent, inbox items created, cases promoted) (rn.veevavault.help). Rather than relying on external reports or

database logs, admins can view metrics dashboarding EDC‐Safety traffic, CLS‐Safety, etc. (rn.veevavault.help) (rn.veevavault.help). This
oversight helps safety teams proactively monitor data flow health and throughput bottlenecks. For example, if laboratory data from a CRO

is feeding a Safety inbox slowly, spikes or drops will be visible in the integration stats view.

Automated Follow-up Item Supersession: When a Safety-EDC follow-up Inbox Item arrives (i.e. updated information on an existing

case), Vault now automatically marks the previous Inbox Item as Superseded (rn.veevavault.help). Previously, follow-ups could both

appear as “New”, causing confusion that they were separate cases. Now, the old item is clearly migrated to history, and the new item

inherits the “New” status correctly. The due dates and new info date are also copied forward, ensuring case-triage teams see only the

current item to process. This change aligns Vault with ICH requirements for case versioning and eliminates related workflow errors.

Safety–EDC Connection Enhancements

1. Additional Reporter Details: The Safety-EDC link now transfers the reporter’s email and phone (rn.veevavault.help). Case intake
personnel often need these contact details for triage, but they were not previously passed on by the standard EDC integration. Including

them reduces manual re-entry, speeding up case creation.

2. Support for Different Case Product Types: Traditionally, Vault matched EDC Inbox Items to existing Cases only if the Case Product
type was identical. Now, the connector allows merging even when the incoming EDC case item has a different product type than the

matching case (rn.veevavault.help). This is important when projects reclassify product roles (e.g. an investigational drug vs. concomitant).

The system merges records and ignores any source fields not present on the destination, preventing data loss. As a result, automatic

case merging succeeds more often with mismatched type codes (rn.veevavault.help).

3. Pregnancy/Child Data Integration: A complex new capability completes Vault Safety’s handling of pregnancy cases
(rn.veevavault.help). The EDC model now includes child and child test records under a maternal pregnancy event, which Vault will use to

create corresponding baby/adverse-event sub-records when the data is received. Vault pulls through multiple birth outcomes (e.g. twins,

triplets) and up to five test results per child. When new child data comes in, Vault raises a follow-up Inbox Item. The user is notified if

“hidden” child data has been received, ensuring it will be mapped into the maternal Pregnancy case on promotion. This end-to-end flow

means neonatal outcomes (which are critical safety information) no longer require manual re-linking.

4. Dechallenge and Concomitant Drug Mapping: Vault Safety now automates several additional mappings from EDC into case
assessment details (rn.veevavault.help). For example, EDC dechallenge (when a symptom abates after stopping the drug) updates the

“Dechallenge Override” field on Case Assessments, if the admin has disabled the reset setting (rn.veevavault.help). Likewise, EDC

records of concomitant medications and study drugs will now generate corresponding Assessment records in Vault (if clinical data

indicates an assessment occurred) (rn.veevavault.help). This covers situations where lab results or concomitant treatments are logged in

EDC.

5. Enhanced Pregnancy Mapping: In addition to numerical test values, key pregnancy details (fetal status, delivery type) now map from
EDC to the Inbox Item and Case (rn.veevavault.help). This captures more context (e.g. live birth vs. elective abortion, etc.) without user

entry.

6. Error Message Improvements: Vault has improved the Clarity of Error Messages for the Safety-EDC connection. Two improvements:

“Improved User Exception Messages” now include the Study Number in any UEM (user exception) dialogs

(rn.veevavault.help), so administrators know which project is involved when investigating connection errors.
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“User-Friendly Error Messages” now explicitly tell non-admin users which case record they lack permission to

update (rn.veevavault.help). Instead of a cryptic permission exception, Vault will display a message explaining

exactly which Case object (and which permission) is needed, guiding the user to contact their admin.

7. Product Indication Automation: Vault Safety can now transfer study drug and concomitant drug indications
from EDC into the Case (rn.veevavault.help). Indications (medical conditions) are mapped by name and MedDRA

code so that when an Inbox Item references a study product with indications, those are automatically set on the

Case. If a user changes products in the “Add Subject Info” dialog later, Vault will dynamically update indications

(similar to drug dosage fields). It will also track deletions (if EDC no longer lists an indication, Vault will omit it from

case creation). This ensures consistency between clinical protocol drug uses and how safety case products are

characterized, aiding accurate case analysis.

These Safety enhancements collectively make Vault a more robust pharmacovigilance system, able to keep pace with

increasingly complex trial data streams. The integration stats alone are notable – industry reports emphasize expanding

pharma R&D and the need for fast safety reporting, with PV markets expected to exceed $24 billion by 2035 ([4]

www.globenewswire.com). The richer EDC integration also reflects a trend: modern PV systems must handle ever more

trial-derived data. For example, the automated handling of child outcome data directly addresses regulatory requirements

for pregnancy outcomes reporting.

Safety–Clinical and Safety–RIM Connections

Safety–Clinical (Sites): The legacy “Study Registration” integration point between Safety and Clinical (which many clients used) is now

deprecated. Vault 26R1 inactivates the old Study Registration integration record and code references (rn.veevavault.help). This is
an administrative cleanup: a modern connection framework replaced it in earlier releases, so the old record is now retired to prevent

confusion. Vault signals to admins that the “Study Registration” object is inactive; no functionality is lost beyond cleaning up obsolete

metadata. (This follows typical software best practices of retiring legacy interfaces once users migrate.)

Safety–RIM (Product Substance Sync): Vault SAFETY’s Consumer Product (Producxt) data model is aligned with RIM’s new multi-

dosage-form structure. Two main updates:

1. Auto-Creation of Product Substances: Traditionally, Vault Safety received only “Product Family” level substance data from RIM. Now,

when RIM sends Product Family substance details, Vault Safety automatically updates all Products in that family to have those

substances (rn.veevavault.help). Users can also run a new “Sync Substances” action on a Product Family to force alignment. This

removes the tedious step of manually entering substance data on each individual product. The result is that safety can immediately cross-

report adverse events by substance (an IDMP requirement). It “ensures constant alignment” as RIM changes (rn.veevavault.help).

2. Dosage Form Mapping: Veeva RIM now supports multiple dosage forms per product (preferred vs. exceptions). 26R1 introduces a
Product Manufactured Dosage Form object in Vault Safety to mirror this (rn.veevavault.help). RIM packages with multiple dose forms will

create multiple Safety records; Vault then selects one (usually the preferred) to populate the Case’s Dose Form field. This preserves

compatibility: even though Safety can store many dosage forms, legacy reports and logic still see one. The upshot (from the release note)

is that Safety Vaults now accurately reflect RIM’s expanded drug terminology without affecting existing charts or workflows.

Safety–RIM (Co-Packaged Products): A new capability automatically maps co-packaged products from RIM to

Safety (rn.veevavault.help) (rn.veevavault.help). In RIM, some companies use the Packaging object (which can

include more than one product variant) to indicate co-packaged or combination products. Vault Safety now interprets

such Packaging records to create Combination Product constituent links in Safety’s product model when

appropriate (rn.veevavault.help). The logic only kicks in if no existing complex product record exists and if the

packaging contains multiple variants (rn.veevavault.help). For example, a blood pressure cuff (device) co-packed

with a drug may now automatically form a single safety product in Vault combining both. This ensures that co-pack

hierarchies (such as drug-device combos) are preserved in safety reporting. Additional details are transferred

(substance, registration data) to keep RIM and Safety synchronized (rn.veevavault.help).

In short, the Safety–RIM and Safety–Clinical updates in 26R1 deepen the pharmacovigilance data model’s alignment with

regulatory records and device/drug details. This is important as regulators worldwide push for substance-based adverse
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reporting, and as combination products become common. Vault 26R1 positions connected safety systems to adapt to

evolving IDMP (Identification of Medicinal Products) standards by ensuring product substance and dosage form

information flows consistently from RIM to Safety (rn.veevavault.help) (rn.veevavault.help).

Data Analysis and Industry Context
The 26R1 enhancements reflect broader industry trends supported by data and research:

Domain/Market Approx. 2025–26 Size 2030–35 Forecast Growth & Source

Pharmaceutical QMS software ~$1.48 b (2022) ~$4.6 b by 2031 (CAGR ~15.6%) Meticulous Research ([1] www.prnewswire.com)

Regulatory Information mgmt (RIM) ~$2.7 b (2026) ~$7.6 b by 2036 (CAGR 11%) Future Market Insights (
[2] www.futuremarketinsights.com)

Clinical Trial Management (CTMS) $2.35 b (2025) $7.40 b by 2033 (CAGR ~15.6%) Grand View Research (
[6] www.grandviewresearch.com)

eTMF Systems $1.46 b (2025) $5.00 b by 2035 (CAGR ~13.1%) Precedence Research ([7] www.precedenceresearch.com)

Pharmacovigilance (Safety) Systems $8.91 b (2025) $24.69 b by 2035 (CAGR ~10.3%) SNS Insider (released via GlobeNewswire) (
[4] www.globenewswire.com)

These figures highlight the explosion of data and process automation needs in each domain. For instance, a growing

volume of global clinical trials (estimated over 18,000 new trials in India alone in 2024 ([8] www.grandviewresearch.com)) is

driving demand for CTMS platforms (CTMS market >15% CAGR ([6] www.grandviewresearch.com)). Similarly, surging drug

portfolios and tougher post-market surveillance standards are fueling a double-digit expansion of pharmacovigilance

software ([4] www.globenewswire.com).

In response, life sciences organizations seek greater integration. A 2016 Veeva survey found that leading pharma

companies were moving toward unified quality and regulatory platforms ([9] www.veeva.com), and the Veeva Vault

Connections roadmap (publicly shared) shows accelerating adoption of cross-domain data sharing. The new 26R1

features can be seen as Veeva’s answer to these market demands: enabling digital thread across quality, regulatory, and

safety processes.

Consider the Quality-RIM integration: regulatory agencies now expect traceability of materials and ingredients. With

26R1 syncing substance data from RIM to QMS, a pharma company can avoid compliance gaps. Likewise, the

consolidation of validation rules for eCTD submissions (rn.veevavault.help) supports global publishing consistency, an

issue noted by regulatory executives adjusting to new eCTD standards.

Furthermore, Vault’s improvements also follow from Veeva’s internal data on product usage. For example, the 2021

Veeva press release highlighted that “more than 50 organizations are adopting Veeva Vault Safety Suite” including large

enterprises ([10] www.veeva.com). That number has surely grown by 2026; hence it’s vital for the platform to scale out

integration capabilities. By providing visibility into integration metrics (rn.veevavault.help) and accommodating higher data

loads (e.g. hundreds of Inbox Items with child records per day), 26R1 helps customers manage the surging operational

complexity.

Case Studies and Real-World Scenarios
While formal published case studies specific to 26R1 are not yet available (given the recency of the release), we can

envision how these features benefit typical scenarios:
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Global Pharmaceutical Manufacturer: A large pharma company with parallel Quality and Regulatory Vaults can link change controls to

regulatory submissions. Using 26R1’s Quality-RIM Materials integration (rn.veevavault.help), if R&D adds a new raw material in the

registration, the material is immediately available in the Quality Vault. This enables QMS users to factor that material into manufacturing
change controls or deviations and have the updated product hierarchy automatically arrive in their quality forms. The company benefits by

eliminating duplicate entry and ensuring every product change is reflected across compliance processes.

CRO with Extensive Site Network: A CRO managing dozens of studies and many EDC systems now uses CTMS-EDC integration 26R1

features. For each study, monitors receive immediate feedback: Vault CTMS shows progress bars for SDV/DMR thanks to the Visit
Review Progress enhancement (rn.veevavault.help). Clinicians see which parts of the trial have been partially reviewed, improving

oversight. If the CRO switches a baby formula brand mid-study for pediatric trial, the Support Case Product Type Changes feature
(rn.veevavault.help) ensures that the incoming adverse event cases (linked to the new product ID) still merge to the existing case, rather

than creating duplicate or blocking records. This saves hours of manual data clean-up.

Vaccine Trial Pharmacovigilance: During a pregnancy outcome study, child-related adverse events must be tracked. With 26R1,

maternal and neonatal data flow seamlessly. When twin data is entered in the EDC, Vault Safety creates two child sub-records under a

single pregnancy case (rn.veevavault.help). The Safety follow-up ensures caseworkers know which Inbox Item to review. All indications

(vaccine type, comedications) sync to the Safety case with correct MedDRA codes (rn.veevavault.help). As a result, the sponsor’s PV
department sees the full clinical context within their Vault Safety instance, facilitating faster regulatory reporting of complex outcomes.

These examples illustrate how the release’s new features can solve practical alignment and efficiency problems. They

also underscore the theme of this release: automating connectivity between Vault applications to support quality- and

safety-critical processes.

Discussion: Implications and Future Directions
The Vault 26R1 release reflects and accelerates several industry trends:

Data-Driven Quality & Compliance: By capturing more metadata and enabling richer queries (e.g. new report formulas and process

metrics in the platform at large), Vault is moving toward data-driven compliance. The RIM and Safety integrations now ensure that all

product attributes and case details are captured. As regulators increasingly expect granular submission data (e.g. IDMP substance data),

Vault’s enhanced connectivity positions users to adapt. Companies focusing on quality also value the new metrics (workflow cycle times,

custom reporting) that 26R1 has added globally.

Regulatory Complexity: The enhanced eCTD publishing tools (Korea & Japan support) show how Vault is keeping up with emerging
global regulatory standards. Pharmaceutical companies operating in Asia will see direct benefit – for instance, Vault can now auto-

generate the Japanese TOC for eCTD 4.0 and ensure compliance with MFDS rules (rn.veevavault.help) (rn.veevavault.help). In future,

more country-specific requirements (e.g. new eCTD or pharmacopoeia guidelines) may be added. The unified validation framework

suggests Veeva is streamlining rule management, likely reducing scope for user error in regional configurations.

Cross-Functional Integration: Many 26R1 features are about connecting functions that were once siloed. The Quality–Safety and

Quality–RIM enhancements acknowledge a single source of truth approach: product data is shared, deviations can spawn regulatory
change items, and safety case references trace back to quality issues. This is one direction: a “clinical-to-quality-to-safety” thread. As next

steps, companies may seek even more integration, such as linking Vault Clinical Trial data with QMS for protocol deviations->CAPAs, or

tying site qualification data into product complaints. Vault’s platform changes (e.g. doctype triggers, process monitor updates) hint at

increasing customization potential for automated cross-app workflows.

Cloud and Security Considerations: 26R1’s improvements assume robust cloud architectures – for example, cross-Vault connections

and processing logs. Veeva’s multi-region deployment (APAC, EU, US pods) continues to expand, and 26R1 availability in those times

zones has been scheduled ([11] trust.veeva.com). Companies must ensure network and SSL configurations for new integration

endpoints (especially with new EDC/Clinical triggers). Security-wise, added logging helps audit cross-domain data flows.

User Experience and Productivity: Many small UX improvements (like in the Vault admin UI for searchable fields (rn.veevavault.help),

or phone number search normalization (rn.veevavault.help)) cumulatively reduce friction, which is important as user expectations rise.
Workers today expect spreadsheet-like copy/paste (now supported in multi-value fields (rn.veevavault.help)) and responsive GUIs. The

asynchronous rendering change (rn.veevavault.help) will make Vault feel snappier. Such enhancements are crucial when Vault users find

themselves working in multiple apps side-by-side (one report noted that prompt UI performance is key to user satisfaction as enterprise

SaaS grows).

IntuitionLabs - AI Software for Pharma & Biotech Veeva Vault 26R1 Release Notes: QMS, RIM & Safety Updates

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

reserved.

Page 11 of

15

https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=The%20integration%20syncs%20the%20following,points%20from%20RIM%20to%20Quality
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=Clinical%20Operations
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=%23%20Safety,on%2025R3.2
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=%23%20Safety,4
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=%23%20Safety,5
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=What%E2%80%99s%20New%3F
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=Veeva%20Publishing%20now%20supports%20the,15%29%20as%20detailed%20here
https://trust.veeva.com/incidents?componentId=120733#:~:text=Veeva%20Vault%C2%A0%C2%A0APAC%C2%A010%3A00%20am%20PDT%C2%A0,2133
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=The%20Searchable%20Object%20Fields%20page,object%20fields%20easier%20to%20review
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=,on%2025R3.2
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=%23%20Excel%20Copy%2FPaste%20Auto
https://rn.veevavault.help/en/lr/new-in-26r1/#:~:text=,on%2025R3.2
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-26r1-release-notes-qms-rim-safety-updates.pdf
https://intuitionlabs.ai/articles/veeva-vault-26r1-release-notes-qms-rim?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-26r1-release-notes-qms-rim-safety-updates.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vault-26r1-release-notes-qms-rim-safety-updates.pdf


Challenges: The flip side of integration is complexity. Admins will need to manage more sophisticated configurations (e.g. advanced

connection filters, custom triggers) and ensure referential integrity between Vaults. For instance, migrating legacy QMS to use the new

connections may require data cleanup (matching external IDs correctly so materials sync). Veeva’s release notes caution about
deployment of features like the RIM-Materials integration (e.g. setting External ID fields properly) (rn.veevavault.help). Training and

change management remain significant undertakings.

Tech Stack and AI: Notably, 26R1 remains focused on workflow, data, and integration – it does not introduce AI-powered features.

However, the richer metadata (comments, logs, connection stats) could feed future AI analyses (e.g. predicting delays from workflow

cycle times, or validating submissions with machine learning). Given the general AI trend in IT, Vault might incorporate AI in subsequent

releases (e.g. automated anomaly detection in workflows, intelligent case triage). The platform improvements (like doctype triggers and
expanded APIs (rn.veevavault.help)) lay groundwork for custom pipelines, which could in principle include AI models for risk assessment

or compliance checks.

Conclusion
Veeva Vault 26R1 is a substantial release that deepens Vault’s capabilities in quality, regulatory, clinical, and safety

domains. By expanding collaboration features (e.g. multi-party document reviews in QMS (rn.veevavault.help)), enriching

system integrations (Quality–RIM material sync (rn.veevavault.help), Safety–EDC mappings (rn.veevavault.help),

Clinical–EDC progress indicators (rn.veevavault.help)), and enhancing user visibility (Active Dossier logs

(rn.veevavault.help), safety integration stats (rn.veevavault.help)), the release helps organizations unify their lifecycle

processes.

These new features respond directly to the industry’s push for cloud-based, end-to-end compliance solutions. As

market analysts predict high growth in QMS, RIM, CTMS, eTMF, and PV software markets ([1] www.prnewswire.com) ([2]

www.futuremarketinsights.com) ([6] www.grandviewresearch.com) ([7] www.precedenceresearch.com) ([4]

www.globenewswire.com), functionality that ties these systems together becomes a strategic advantage. Early adopters of

26R1 can expect gains in efficiency (through automation), data integrity (through connected master data), and audit

readiness (through better logging and error tracing).

All Vault customers should review these release notes carefully (including any accompanying documentation Veeva

provides) and plan feature enablement or training. Where possible, organizations should test the new connections in

sandbox environments to ensure configuration is correct. In particular, companies with integrated processes (e.g. joint

pharma/regulatory quality teams, CROs with many Vault links) should be aware of the new capabilities.

Looking ahead, it is likely that Veeva will continue this integrative trajectory. Future Vault releases may further merge

domains (for instance, linking Supply Chain Operations with QMS or Safety), and we can expect continued updates as

global regulations evolve. For now, 26R1 sets a solid groundwork for multi-disciplinary compliance workflows.

References: All technical details above are drawn from Veeva Vault’s official 26R1 Release Notes and help

documentation (rn.veevavault.help) (rn.veevavault.help) (rn.veevavault.help) (rn.veevavault.help) (rn.veevavault.help)

(rn.veevavault.help), as cited. Market analyses and industry trends are supported by recent reports ([1]

www.prnewswire.com) ([2] www.futuremarketinsights.com) ([6] www.grandviewresearch.com) ([7] www.precedenceresearch.com) ([4]

www.globenewswire.com) and reputable sources ([3] www.worldpharmatoday.com) ([10] www.veeva.com) that contextualize

Vault’s delivery.
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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.

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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