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Executive Summary

This report presents a comprehensive, in-depth analysis of three leading regulatory submission management solutions —
Veeva Vault Submissions, LORENZ docuBridge, and DnXT Solutions — comparing their history, technology, market
adoption, features, and strategic positioning. Veeva Vault Submissions (from Veeva Systems) is a mature, cloud-based
enterprise platform widely adopted by large pharma and CROs for end-to-end regulatory content management. LORENZ
docuBridge (from LORENZ Life Sciences Group, now part of Honeywell) is a long-established, high-touch eCTD
publishing and submission lifecycle toolset favored by regulatory agencies and mid-sized sponsors. DnXT Solutions is a
new entrant (founded 2024) emphasizing Al-driven automation and cloud-native agility in regulatory affairs.

Our analysis shows Veeva’s strengths in integrated content planning, collaboration, and broad industry adoption (e.g.,
over 100 customers for its Submissions application (" vwww.veeva.com), and 450+ adopters of its eTMF system (*!
www.veeva.com)). Veeva’s cloud architecture and RIM integration enable rich reporting and real-time co-authoring.
LORENZ docuBridge excels in fine-grained control of eCTD compilation (multi-format publishing, robust validation,
explicit change tracking, lifecycle management) (www.lorenz.cc) (www.pharmaregulatory.in). It has deep regulatory
pedigree (used by agencies like Germany’s BfArM and Norway's NOMA, 180+ installations worldwide (www.lorenz.cc)
(www.lorenz.cc)) and stable performance under heavy workloads, though its interface is older and requires technical
expertise. DnXT Solutions, by contrast, markets a modern SaaS platform built on Microsoft Azure, promising Al-powered
writing, predictive compliance, and seamless integrations (e.g., “works natively across the DnXT platform,” integration
with Vault and Smartsheet (°! dnxisolutions.com) (Y www.dnxtsolutions.com)). Early customers and benchmarks are limited,
but the strategy addresses the industry trend toward automation and data-centric processes (aligning with McKinsey’s
finding that ~80% of major pharmas are modernizing RIM systems and exploring Al (°/ vw.mckinsey.com)).

Case examples underscore the solutions’ differences. Agencies like Singapore’s HSA and Norway’'s NOMA have
implemented LORENZ docuBridge/eValidator to modernize submission reviews (www.lorenz.cc). By contrast, Veeva's
cloud suite is widely used by sponsors and CROs; as of 2023, “18 of the top 20 pharma companies” use Veeva'’s Vault
eTMF (“l www.veeva.com), and Vault Submissions is gaining traction for global filings. DnXT has announced partnerships
(e.g. its “400+ Submissions Published, 20+ Customers” claim (W www.dnxtsolutions.com)) but third-party case studies are
scarce.

Looking ahead, all three must address evolving needs: eCTD 4.0 (a global harmonization effort, reducing regional
divergences) ("l www.veeva.com), increased use of Al/automation (‘°! www.mckinsey.com) (°) vw.mekinsey.com), and
demands for integrated SaaS ecosystems. Veeva continues to expand its Vault ecosystem (e.g., new Al agents for
Regulatory Interactions, Al-enabled eCTD planning). LORENZ is enhancing cloud connectivity (e.g., Egnyte integration
(www.lorenz.cc)) and supporting authorities’ digitization. DnXT is betting on generative Al and rapid deployment.

In conclusion, Veeva and LORENZ represent proven solutions in overlapping domains of regulatory content management
and eCTD publishing, each with complementary strengths (Veeva for broad RIM/content management in the cloud,
LORENZ for deep publishing control). DnXT is an emerging challenger focusing on Al-driven efficiency. Selecting among
them depends on organizational strategy: large sponsors may favor Veeva's unified platform and scalability, agencies
and outsourcing publishers may rely on LORENZ's specialized eCTD capabilities, while agile companies looking to
“leapfrog” manual processes might explore DnXT’s novel approach. The future likely involves more integration among
such systems, plus adoption of advanced automation (Al writing, validation, data analytics) across all platforms.

Introduction and Background

The management of regulatory submissions is mission-critical for pharmaceutical, biotech, and medical device
organizations worldwide. Regulatory teams must compile extensive dossiers (NDA, BLA, MAA, IND, etc.) conforming to
evolving electronic Common Technical Document (eCTD) standards. Electronic submission requirements were first

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 2 of
reserved. 20


https://intuitionlabs.ai/articles/genai-medical-affairs-compliance
https://www.veeva.com/products/vault-submissions/#:~:text=,Mature%20Customers%20100
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://intuitionlabs.ai/articles/veeva-vault-rim-vs-qualitydocs
https://www.lorenz.cc/Solutions/docuBridge/#:~:text=docuBridge%20is%20an%20advanced%20electronic,submissions%20has%20never%20been%20easier
https://www.pharmaregulatory.in/ectd-tooling-stack-lorenz-extedo-mastercontrol-veeva-pros-cons-pricing-signals/#:~:text=Pros,environments%20with%20strict%20data%20residency
https://www.lorenz.cc/news/press-releases/press-release.cfm?ID=128#:~:text=industries,conform%20to%20the%20required%20standards
https://www.lorenz.cc/news/press-releases/#:~:text=,of%20their%20technology%20modernization%20strategy
https://dnxtsolutions.com/2021/05/18/hello-world-3/#:~:text=5,Packed%20with%20features%20that%20allow
https://www.dnxtsolutions.com/#:~:text=DnXT%20AI%20isn%E2%80%99t%20just%20automation,that%20learns%2C%20adapts%2C%20and%20empowers
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Technology%20is%20critical%20in%20sustainably,According%20to%20data%20from
https://www.lorenz.cc/news/press-releases/#:~:text=,of%20their%20technology%20modernization%20strategy
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://www.dnxtsolutions.com/#:~:text=Harness%20the%20energy%20of%20DnXT,Start%20Your%20Regulatory%20Operation%20Journey
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=eCTD%204,adopted%20by%20many%20biopharma%20companies
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Faster%20and%20higher,NPV
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Gen%20AI%20is%20emerging%20as,to
https://www.lorenz.cc/news/press-releases/#:~:text=,Integration%20Supporting%20Regulatory%20Document%20Management
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/articles/veeva-vs-lorenz-vs-dnxt?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf

[P owitiontabs  intuitionLabs - Al Software for Pharma & Biotech Veeva vs. LORENZ vs. DnXT: A Regulatory Software Analysis

piloted in Europe in the early 2000s and became globally ubiquitous by the 2010s. Veeva notes that eCTD “first
introduced [in] 2002... revolutionized regulatory processes by eliminating the need for multiple paper dossiers,” and by
2018 “the FDA required electronic submissions” (" www.veeva.com). Today, almost all agencies accept or mandate eCTD,
with some moving toward the next version (eCTD 4.0) which further standardizes global submissions (' vww.veeva.com)

(21 www.veeva.com).

This electronic environment has given rise to specialized software tools. Basic electronic submission management might
rely on office suites and manual assembly, but pharmaceutical companies increasingly use dedicated applications to
streamline planning, authoring, validation, and publishing of submissions. Veeva Vault Submissions, LORENZ
docuBridge, and DnXT Solutions represent three such approaches:

* Veeva Vault Submissions (often just “Vault Submissions”) is part of Veeva Systems’ cloud-based Vault Platform. Veeva (“Vault eTMF”,
“Vault RIM”, etc.) offers a unified SaasS suite for clinical, regulatory and quality content. Vault Submissions (introduced 2013) serves as a

regulatory content management application to plan, author, review and approve submission documents (L1lJ www.veeva.com). It is
designed for enterprise use with multi-tenant cloud architecture.

« LORENZ docuBridge is an eCTD publishing suite from LORENZ Life Sciences Group (a Honeywell business). Founded as Lorenz
Archiv-Systeme GmbH, the company has led eCTD innovation since the 1990s (www.lorenz.cc). DocuBridge provides desktop and
server tools for compiling and publishing eCTD (and NeeS, etc.) communiqués (www.lorenz.cc). It emphasizes precise control over
lifecycle operations, hyperlinking, validator integration (via LORENZ eValidator) and collaboration on submission sequences
(www.lorenz.cc) (www.pharmaregulatory.in).- DnXT Solutions is a very new entrant (founded 2024 according to industry profiles (LlZJ
www.chinsights.com)) that markets an “Al-driven” enterprise submission platform. It is hosted on Microsoft Azure and heavily promotes
generative Al and smart workflow features. DnXT claims to “build enterprise systems in weeks” and “author millions of pages in minutes”

for regulatory affairs using modern technology (LGJ www.dnxtsolutions.com) (l"lJ www.dnxtsolutions.com). The company is small (20+

customers reported (L6J www.dnxtsolutions.com)) but aims to innovate through deep Al integration (predictive analytic, automated
validation, etc.) in regulatory document workflows.

This report examines and contrasts these three solutions. We first introduce each product’s history, architecture, and
feature set. We then analyze their market adoption, user feedback, and case examples. Data from industry (such as
adoption statistics and analyst studies) and corporate materials provide evidence. We also consider current trends (cloud
computing, eCTD 4.0, Al/automation () www.mckinsey.com) (°) www.mckinsey.com)) and future directions. Throughout, we
use credible industry sources and direct vendor statements (with citations) to substantiate claims.

Veeva Vault Submissions

Overview: Veeva Systems (founded 2007) is a Silicon Valley company specializing in cloud software for life sciences. Its
Vault Platform (launched 2012) offers modular applications for clinical, regulatory, quality, and commercial domains. One
key component is Vault Submissions, introduced in 2013 (** www.veeva.com) () www.veeva.com). Vault Submissions is
a cloud-based Regulatory Information Management (RIM) tool focused on managing the content and processes of
submissions. It provides features to plan submission roadmaps, assemble document sets, manage versions/approval,
and interface with publishing tools. According to Veeva'’s product literature, “Submissions is a content management
application used to plan, author, review, and approve regulatory documents,” with support for “enterprise content
management” tasks like version control and real-time co-authoring (**/ www.veeva.com).

Architecture: Vault Submissions is delivered exclusively as a SaaS (multi-tenant cloud) solution. All data and documents
are hosted on Veeva'’s cloud infrastructure (Amazon Web Services) with built-in security and high availability. The system
is built on a modern platform that integrates across modules (Vault eTMF, Vault RIM, etc.), enabling seamless sharing of
data. For example, in 2023 Veeva highlighted that Vault eTMF connects with Vault RIM out-of-the-box to “increase
efficiency and collaboration” between clinical and regulatory teams (" wuw.veeva.com). Vault Submissions itself
includes dashboards and tracking reports so submission managers can monitor progress, missing documents, and

deadlines in real time ("°) vw.veeva.com).

Features: Key features of Veeva Vault Submissions include:
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« Submission Planning and Content Organizer: Users create an outline (regulatory content plan) that defines
metadata (e.g. sequence names, Module 1 structure) and links required documents. Vault can then match uploaded
documents to the outline. This aids consistency and reduces manual matching errors. The content plan and outline
can be reused for global filings.

« Document Management: Documents are stored in the Vault repository. The system provides version control, audit
trails, and roles/permissions. Content can be co-authored (multiple users working concurrently on documents).

System enforces compliance with rules (e.g. naming conventions).

« Publishing Integration: Vault does not itself generate eCTD sequences; instead it integrates with eCTD publishing
tools. Historically, Veeva'’s Vault has partnered with third-party publishers (Liquent, Extedo, LORENZ) to produce
submission output (\“*l www.veeva.com). More recently, Veeva developed its own publishing capabilities (Vault
Submissions Publishing) which can generate eCTD 3.2 sequences and EFPIA NeeS/Paper outputs, as described in
Veeva's documentation. (A related add-on “Submissions Archive” provides long-term archiving of submission
snapshots).

« Validation and Compliance: The system captures and enforces rules via validation checks (e.g. ensuring
documents meet eCTD requirements). As a modern cloud solution, Vault can receive spec updates without manual
software reinstall.

« Review & Approval Workflows: Vault includes controlled workflows so that reviewers and approvers (regulatory,
QA) can comment on and approve documents/sequences. It tracks change history and supports regulatory affairs
signoff.

« Collaboration & Mobility: Being cloud-based, Vault enables 24/7 global access. Teams across geographies (or
between sponsor and CRO/regulators) can access submission content as needed. Veeva promotes features like
“real-time co-authoring” and built-in communication (e.g. Vault's knowledge sharing).

« Analytics and Reporting: Vault Submissions provides dashboards (e.g. sequences ready for submission, overdue
tasks, regulatory tracker). The real-time visibility supports regulatory readiness metrics. Integration with Vault's
Analytics (built on TIBCO Spotfire) allows deeper Bl reporting on submission performance.

Market Adoption and Customers: Veeva Vault (broadly) is extremely well-adopted in pharma. By 2023, Veeva reported
that over 450 companies use Vault eTMF, including 18 of the top 20 pharma companies, and major CROs (!
www.veeva.com). This indicates strong trust in Veeva'’s cloud platform. Vault Submissions specifically has “100+”
customers according to Veeva’s site (Announced 2013, Status Very Mature, Customers 100+) (") vwww.veeva.com). These
users include large global pharmas and mid-size biotech sponsors. Veeva's SEC filings and case studies (though
confidential for many) imply usage by firms like AstraZeneca, Novartis, and Bayer (typical Vault customers). Veeva’'s
multi-module ecosystem is a selling point: customers already on Vault Clinical or Vault Quality often extend to
Submissions for integrated workflows.

Strengths: Veeva’s principal advantages are its enterprise-grade platform and cloud agility. As an established SaaS
solution, Vault Submissions requires no on-premise installation, simplifying validation. It offers a modern web Ul, frequent
automatic updates (no manual upgrades), and has a large support organization. Veeva continually innovates (see e.g.
the introduction of Veeva Al for Regulatory (“°/ vuww.veeva.com)) and supports global compliance with validated cloud
infrastructure (21 CFR Part 11, GDPR, etc.). The integration across Vault modules (eTMF, RIM, etc.) enables sponsors to
manage clinical and regulatory data in one ecosystem, breaking down silos. Finally, Vault Submissions boasts robust
regulatory planning capabilities (content outlines, submission planning, automated forms) that streamline dossier
assembly.

Limitations: Veeva’s platform is broad, which can also mean a comprehensive implementation effort. A major
implementation can consume 6-12+ months and requires consultants and extensive configuration (custom fields,
workflows, integrations). Pricing reflects premium positioning with a per-user subscription and module fees, consistent
with its industry-specific depth; organizations of all sizes should evaluate total cost of ownership relative to their scale and
requirements. While Veeva can integrate with third-party publishers, its standardized approach to eCTD workflows
supports compliance and consistency, though teams with highly specialized publishing needs may complement it with
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add-on publishing tools. The reliance on cloud means performance can depend on internet connectivity, and data is
hosted offsite (concerns for regulators in some regions). Also, since Vault Submissions focuses on content management,
sponsor teams still often use external validators (e.g. Lorenz eValidator or Extedo) to check technical compliance. Vault's
Al features for regulatory continue to expand, with Veeva’s regulatory Al currently focused on task automation with
content generation capabilities on the roadmap.

Key Metrics and Case: Veeva's press release (June 2023) on Vault eTMF highlights adoption by hundreds of
companies (“ www.veeva.com), demonstrating confidence in Veeva's offerings. While specific case studies on
Submissions are proprietary, industry reviews note that Vault's timeline from “database lock to filing” can be as low as 8-
12 weeks for advanced users (1 ww.mckinsey.com) () ww.mekinsey.com). Veeva claims to accelerate filings through
its “Report Level Content Plans” and integration of structured data. Given McKinsey’s finding that companies can triple
submission speed with modern tools (*°) www.mckinsey.com), anecdotally many Vault customers experience significant
timeline improvements. Veeva's own ROl arguments cite saved validation effort and error reduction via its automated
content plans.

LORENZ docuBridge

Overview: Lorenz (LORENZ Life Sciences Group) has been a pioneer in electronic regulatory submissions since the late
1980s (www.lorenz.cc). Originally a German company, Lorenz developed the DAMOS format (an early dossier standard)
and later led the industry into eCTD. Its flagship product, docuBridge, is a mature desktop/server suite for eCTD/NeeS
publishing and submission management (www.lorenz.cc). docuBridge focuses on the compilation and publishing phases
of a submission: assembling files into standardized sequences. It often works in conjunction with Lorenz’s eValidator (for
automated compliance checking) and Automator (workflow automation). Over 20+ years, Lorenz’s tools have been
adopted by many national regulators and publishing consultants.

Architecture: docuBridge is offered in both on-premises and hosted/cloud configurations. Traditionally it ran as a
Windows-based application (desktop client and/or server). It stores submission sequences (structured hierarchies of
folders and documents) in a repository. Teams can collaborate on sequences, but often via shared network drives or data
management layers. In recent releases, Lorenz has introduced more web components (e.g. docuBridge Web client) and
connectors (e.g. Egnyte integration (www.lorenz.cc)), but it remains less of a SaaS platform and more of a specialized
utility installed in the user’s IT environment. This suits use cases where data residency and fine control are critical (such
as regulator offices).

Features: docuBridge’s capabilities reflect deep eCTD expertise:

o Multi-format Submission Building: docuBridge can generate output in eCTD (3.x and 4.0), NeeS, VNeeS, PDF,
HTML, and non-eCTD formats. From a single source sequence, docuBridge can publish multiple formats for different
regions (www.lorenz.cc). This flexibility is vital for global submissions.

« Automated Spec Updates: The tool auto-downloads the latest regulatory specifications (e.g. EMA EU Module 1
forms, health authority rule sets) without requiring a new install (www.lorenz.cc), ensuring compliance with current
guidelines.

« Collaboration/Version Control: Teams can work concurrently on sequences. docuBridge tracks changes and
allows “check-in, check-out” workflows to prevent conflicts (www.lorenz.cc). It shows a clear indication in the
interface of what is “new”, “replace” or “delete” for each file in a sequence.

« Lifecycle and Change Management: docuBridge explicitly maintains document lifecycle metadata
(new/replace/delete indicators) and can display differences between sequence versions (www.lorenz.cc). Users see
what changed between submissions. This explicit change tracking is stronger than in many tools, providing audit-
ready clarity.
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« Flexible Content Reuse: Users can copy or replicate content (files, links, node properties) from one submission
sequence to another (e.g. for related products or line extensions) (www.lorenz.cc), reducing redundant work.
Customizable templates speed up repeated filings.

- Validator Integration: While docuBridge can embed certain checks, Lorenz’s approach is often to use its separate
eValidator tool. The eValidator engine (with regional rulesets) checks the assembled package for technical
compliance. Integration between docuBridge and eValidator is tight, allowing end-to-end validation of the eCTD prior
to filing. Lorenz also offers Automator for scheduling publications and intra-system workflows.

« Interoperability: docuBridge is designed to work with other publishing tools and content repositories. The company
emphasizes that it can integrate with third-party document management systems (e.g. via connectors like Egnyte
(www.lorenz.cc)). The product’'s APl and import/export functions allow some automation scripting.

« Regulatory Review Tools: Notably, Lorenz’s software is used by regulators themselves for submission review. The
press release notes that regulatory agencies (e.g. BfArM, HSA) run docuBridge with a special “review” mode,
enabling agencies to consume industry submissions efficiently (www.lorenz.cc). All installations (industry or agency)
use the same code base, simplifying updates and ensuring consistency worldwide (www.lorenz.cc).

Market Adoption and Customers: LORENZ tools have a niche but solid following. As of 2010, Lorenz cited “180
installations around the world” of docuBridge (www.lorenz.cc). These include major national regulators (e.g. the
German BfArM, Europe’s first to require eCTD in 2010 (www.lorenz.cc)), large CRO service providers, and mid-sized
pharma companies. More recently, Lorenz announced that agencies like Singapore’s Health Sciences Authority (HSA)
and Norway’s NOMA are live on Lorenz submission platforms (www.lorenz.cc) (www.lorenz.cc). On the industry side,
docuBridge is popular among regulatory publishing bureaus (consultants) and some global/formulary companies who
prioritize robust publishing control.

Key customer segments include: (1) Regulatory Authorities: Many European agencies standardized on Lorenz tools for
their review systems. LORENZ PR notes that BfArM and other EU agencies have used Lorenz since 1989
(www.lorenz.cc), and recent news confirms expanding use (Singapore HSA's new portal, Norwegian NOMA)
(www.lorenz.cc) (www.lorenz.cc). (2) Mid/Large Biopharma: Companies with frequent submissions (e.g. global drug
launches) adopt docuBridge for its processing power. (3) Service Providers/ICROs: Outsourced regulatory service
companies use docuBridge to compile submissions on behalf of sponsors, valuing its throughput and configurability.

Strengths: Lorenz’s strengths revolve around maturity and precision. The product has one of the “mature publishing
core [s]” in the industry (www.pharmaregulatory.in). It offers exceptionally fine-grained control and validator depth.
Industry analysts note that docuBridge provides “lifecycle clarity” with “clean, explicit views of what is new/replace/delete,”
and has “strong regional rules” on validation (www.pharmaregulatory.in). In practice, this means submissions built with
docuBridge tend to be very well-formed technically, minimizing costly rejection cycles. The tool is “stable under heavy
loads” (www.pharmaregulatory.in), important for regulators or high-volume publishers. Its deployment options (on-prem vs
hosted) allow customers to meet strict data-residency or security requirements. All these make docuBridge a trusted
“industrial-strength” publisher.

Limitations: On the flip side, Lorenz docuBridge shows its heritage. The user interface is often described as utilitarian
and traditional (www.pharmaregulatory.in). Unlike modern web apps, the desktop Ul can feel dated (menus, dialogs, etc.)
— this may slow adoption by younger teams. Further, while APIs exist, many tasks (like programmable link crawling or
anchor stamping) rely on external scripts or companion tools (www.pharmaregulatory.in). Lorenz does not include a
comprehensive Regulatory Information Management system — it focuses only on submissions. Users needing end-to-end
RIM (with cross-study or labeling management) must integrate docuBridge with other systems. Implementation is also
intensive: configuring templates, validation rules, and training for docuBridge can take months for new customers.
Licensing is modular (validator add-ons, number of clients, etc.) (www.pharmaregulatory.in), which can make pricing
complex.

Key Metrics and Case: A 2024 Lorenz press release highlights adoption by Norway’s regulator, emphasizing “modern
automated submission processing” with docuBridge/eValidator (www.lorenz.cc). This underscores how even
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sophisticated national agencies rely on Lorenz. Customer feedback (via industry forums) often cites one-year projects to
implement and validate docuBridge for a global submission. In absence of large public case studies (Lorenz tends not to
publish customer names), one can infer usage: for example, the fact that Singapore HSA's eCTD portal uses Lorenz
confirms its viability for a national-level eCTD gateway (www.lorenz.cc). In summary, Lorenz docuBridge is a high-end
niche leader: it may not have millions of users, but among organizations that require bullet-proof publishing, it is regarded
as “industry-proven” (www.lorenz.cc) (www.pharmaregulatory.in).

DnXT Solutions

Overview: DnXT Solutions is a young company (the name suggests “the next dimension”) focused on life sciences
regulatory affairs software. According to CBInsights, DnXT Al (often just “DnXT") was founded in 2024 and is based in the
USA (?“hwwnw.chinsights.com). Its mission is to provide an Al-driven, cloud-native platform for regulatory submissions. The
website markets a “cutting-edge SaaS platform designed for Regulatory, powered by the latest technology” (!
www.dnxtsolutions.com). DnXT characterizes its approach as using “the DnXT intelligence network” to “build enterprise
systems in weeks, author millions of pages in minutes, and compare vast datasets in seconds” (°) www.dnxtsolutions.com).
It is explicitly an “Al” product, with taglines like “DnXT Al isn’t just automation — it's intelligence that understands

regulation” (“/ www.dnxtsolutions.com).

Architecture: The DnXT platform is fully cloud-based (hosted on Microsoft Azure, as stated on their site ()
www.dnxtsolutions.com)). It is SaaS provided via web app (with presumably rich Ul, though screenshots are limited
publicly). The platform claims to include AlI/ML components (for “predictive compliance” and automated workflows) built-
in. DnXT also emphasizes integration: its features list talks about “seamless integration” across the platform (*°!
www.dnxtsolutions.com). From the marketing material, it appears that DnXT’s system can ingest documents, plan
submissions, perform checks, and then output eCTD sequences. It likely incorporates (or competes with) functions done
by both Vault and Lorenz: content planning, quality checking, and publishing, but with a heavy Al flavor.

Features: Since DnXT is new, publicly available details are limited mostly to marketing claims, but key proposed features
include:

« Al-Powered Authoring: DnXT markets the ability to “author millions of pages in minutes,” implying generative Al for
drafting content (e.g. company background, summaries, possibly even intro sections of modules). It mentions Al in
contexts of “reports” and “derivative materials” efficiency. A DnXT article (company blog) lists “authoring and quality

checks” under its eCTD solution benefits (“*! dnxtsolutions.com).

» Predictive Compliance: They claim “Predictive Compliance: Early alerts on regulatory changes and risk impacts” ,
suggesting an Al engine monitors changing regulations (e.g. M1 form changes, new guidances) and flags impacts on
submissions workflows.

« Content Planning and Validation: The platform likely includes features for submission planning similar to Veeva
(outlining, hitlists) and automated validation (akin to eValidator). The company lists “submission validation and
review” as a core service in its CBInsights profile () www.chinsights.com). Automated quality checks are emphasized

[24]

as well (“* dnxtsolutions.com).

« Integration with Other Systems: DnXT explicitly claims compatibility with existing enterprise systems. For instance,
it lists integration with “Vault, SmartSheet, Bl Tools” on its site (°! dnxtsolutions.com). This implies DnXT can connect
to Veeva Vault (for document storage) and other productivity tools, enabling teams to keep using familiar
environments.

« Collaboration and Workflow: The DnXT site highlights collaboration features (“allow multiple team members to
collaborate on submissions, track progress, manage approvals” (°° dnxtsolutions.com)). Though specifics are scarce,
this likely includes task assignment, commenting, and status tracking in the web app.

. Security and Compliance: DnXT emphasizes cloud security and compliance with data privacy regulations (1°!
dnxtsolutions.com). As a new Saa$S solution, it would need to adhere to 21 CFR Part 11 for electronic records. They
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claim their system is built on Azure and meets these standards.

« Generative Al Add-ons: From their blog’s tone (and typical Al-centric startups), we infer upcoming features like Al
chatbots for content queries or auto-generating missing documents. However, no independent reviews confirm these
since DnXT is just ramping up.

Market Adoption and Customers: DnXT has very limited market presence at this time. Their homepage proudly
states “340+ Submissions Published, 20+ Customers, 4.9 User Rating” (:° www.dnxtsolutions.com). Of course, without
external validation, these numbers must be viewed as self-reported marketing. The actual customer base is presumably
any smaller biotech or small-to-mid pharma looking for modern tools; indeed, a mention of Smartsheet suggests DnXT
targets organizations with lean infrastructures (which often use Smartsheet for project tracking). There is one public blog
post (taxonomical list style) from 2021 on the DnXT site about why customers should choose their eCTD solution (%"
dnxtsolutions.com) — this appears to be authored by “dnxtuser” and reads like a marketing piece rather than an
independent case study.

No major press coverage or analyst reports are available for DnXT. It is not yet listed in Gartner or IDC lifesciences
subcategories (these usually lag startups). The lack of third-party mention in industry news suggests that DnXT is still in
early adopter testing. It may have a handful of small clients (perhaps some biotech or contract partners) but no large-
scale deployment is documented publicly.

Strengths: DnXT’s conceptual appeal lies in innovation and speed. As a greenfield platform, it can employ modern UX
design (assuming they did) and cutting-edge technologies (Al, cloud-native microservices, large language models etc.)
from the ground up. Their “intelligence network” and predictive Al features could significantly accelerate submission tasks
if realized. Chemistry of API-first design means easier integration (their own marketing emphasizes “works natively
across DnXT platform for end-to-end efficiency” (*°! www.dnxtsolutions.com)). Being on Azure gives scalability (and maybe
enterprise trust due to Microsoft backing). If DnXT truly can “learn” from previous submissions and suggest content, it
could drastically cut authoring time — aligning with trends noted by McKinsey (use of GenAl to compress writing time) (M
www.mckinsey.com). The startup nature also means they may be more flexible in pricing and customization for smaller

customers.

Limitations: On the downside, DnXT is unproven. It lacks the track record of decades that Veeva and Lorenz have. Its
feature set is not well-documented, so potential users must trust in future releases. Al promises are enticing but come
with risks: errors, hallucinations, or compliance issues if not carefully validated. Also, as a new SaaS, DnXT must earn
regulatory trust — validating their system (CSV/CSA) and achieving regulatory approvals/announcements (some vendors
partner with agencies to prove themselves; no such press is yet seen for DnXT). Integration with Veeva Vault is claimed,
but it may require custom development. The stated “340+ submissions” may include mock or pilot runs. Finally, a new
vendor has higher business risk (long-term viability, support); large corporations often hesitate to bet critical regulatory
submissions on an unestablished provider.

Key Metrics and Case: Since DnXT is nascent, case studies are scarce. The closest available numbers come from their
site: 340 submissions and 20 customers (°°/ vww.dnxtsolutions.com). None of the usual databases (e.g. G2, Capterra) list
DnXT, and we find no industry press announcements of DnXT landing marquee projects. That said, their high-level claims
(Al-fueled platform that can build publishing systems in weeks) seem aimed at emerging market demand; it aligns with
McKinsey’s industry call for “modernized core systems, scaled task automation, and Al-enabled content generation” as
part of regulatory transformation (“%/ www.mckinsey.com) (°) www.mckinsey.com). If DnXT can deliver on this roadmap, it
may attract forward-looking organizations, especially those not already locked into large legacy platforms.

Comparative Analysis

This section directly compares Veeva Vault Submissions, LORENZ docuBridge, and DnXT Solutions across key
dimensions: vendor background, architecture, features, and intended use-cases. We then summarize strengths,
considerations, and typical adopters of each in tables and narrative form.
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Veeva vs. LORENZ vs.

Company and Market Position

Category

Developer/Owner

Founded

Primary Focus

Deployment Model

Typical Customers

Notable Adopters

Content Types

Integration
Ecosystem

Validation & QA

Region/Scope

Pricing

Veeva Vault Submissions

Veeva Systems (USA)

Veeva Systems founded 2007; Vault Submissions launched 2013

(HJ www.veeva.com)

Regulatory content management (RIM) in cloud; part of
integrated Vault platform

Multi-tenant Saas (cloud only) ([l] www.veeva.comy
1

Large Pharma & CROs (100+ companies) ([ ]
WWW.Veeva.CoIm); used by 18 of top 20 pharma in

[2]

eTMF context ("~ \WWW.Veeva.com)

Global biotechs (e.g. AstraZeneca, Biogen — per Veeva case
materials); CROs (Covance/PPD efc.)

All submission-related documents (files, structured data)

Fully integrated with other Vault apps (eTMF, RIM); can link to
13

external publishers (Liquent, Extedo, LORENZ) ([ 3l
www.veeva.com)

Offered via content plans & rule checks; 3rd-party publishing
validators

Global focus (eCTD compliance for FDA, EMA, PMDA, MHRA,
etc.)

Subscription (license per user + modules); enterprise-grade
investment

LORENZ docuBridge

LORENZ Life Sciences Group (Germany; Honeywell-
owned)

LORENZ Archiv-Systeme founded 1989
(www.lorenz.cc); docuBridge evolved since early
2000s

eCTD/NeeS publishing and submission
management; heavy on technical control

On-premises or hosted/VPN; emerging cloud options

Mid-to-large pharma, regulatory agencies, publishing
CROs (180+ installations claimed) (www.lorenz.cc)

Regulatory agencies (e.g. BfArM, NOMA, HSA)
(www.lorenz.cc) (www.lorenz.cc); service bureaus

All eCTD/NeeS content; preserves hyperlinks,
anchors

Works with other Lorenz products (eValidator,
Automator); connectors (e.g. Egnyte)
(www.lorenz.cc); on-prem repo

Strong built-in and add-on validation (eValidator)
(www.pharmaregulatory.in)

Global/regional (supports US, EU, Japan packages;
used by regional authorities) (www.lorenz.cc)

Modular licensing (users, validator bundles, hosting)
(www.pharmaregulatory.in); on-prem version

DnXT: A Regulatory Software Analysis

DnXT Regulatory Platform
DnXT Solutions (USA)

2024 (as DnXT Al) ([201

www.cbinsights.com)
Al-driven regulatory submission automation (SaaS)

Saas (cloud, on Azure)

Small/medium biopharmas, CROs (20+ customers

[6]

claimed) (

www.dnxtsolutions.comy

Early adopters undisclosed; partnerships in progress

All regulatory documents; focus on generative content

3
Claims native connectors (Vault, Smartsheet) (L‘)J

dnxtsolutions.comy; open APIs likely

Automated QA envisioned; specifics not clear

Global, cloud-centric (focus on FDA, EMA compliance
features)

Likely SaaS subscription; claims competitive/usage-
based (not published)

This comparison shows that Veeva Vault Submissions sits firmly in the large-enterprise SaaS camp, with a suite of
capabilities beyond just publishing. LORENZ docuBridge is a specialized, high-touch solution celebrated for technical

depth. DnXT is positioned as a nimble, modern entrant leveraging Al; it is best suited to organizations wanting rapid
deployment of cloud tech.

Feature and Technology Comparison

Veeva Vault Submissions

DnXT Solutions

Feature | Capability

Content Planning

Content Repository

Co-authoring /
Collaboration

Validation & Compliance
Checks

Yes — Report Level Content Plans, content outlines matching

documents ([11] www.veeva.comy

Vault repository (document management, version control, audit

waits) (11 www.veeva.com,

Real-time co-authoring in cloud docs; comments; task

workflows ([111 www.veeva.com)

Basic auto checks (outline consistency); relies on external
validator for eCTD rules

Vault Publishing addon (eCTD, NeeS output) with some

Multi-Format Output

Lifecycle Tracking

Integration with eTMFIQMS

al ion scripts

Supports eCTD, NeeS, and printing (via Vault Publishing or
integrations)

Tracks version history; status of documents lifecycle (AWS)

[14]

Seamless with Veeva eTMF & Vault Quality by design (

www.veeva.comy

LORENZ docuBridge

Limited — mainly handles sequences after creation; planning
via templates

Files stored in docuBridge workspace; on-prem repository or
integrated DMS

Check-in/check-out on sequences; user roles (synchronous
but file-based)

Deep built-in rulesets via eValidator; configurable reports
mapping to nodes (www.pharmaregulatory.in)

Mature multi-format publishing; handles bookmarks, anchors,
M1 forms (www.lorenz.cc)

Supports eCTD (3.x, 4.0), (V)NeeS, PDF, HTML, paper
(www.lorenz.cc)

Explicit “new/replace/delete” marking for each file; detailed
version diff (www.lorenz.cc)

Relies on external QMS integration (e.g. via connectors)**

Yes — submission outlines, automated
mapping (Al assistance)

Web-based repository; integrates with
external (e.g. Vault)

Cloud collaborative editing;
commenting/tracking

Automated QA/validation (Al-assisted);

specifics unverified

Publishing via Al-driven tools; likely
generates eCTD export

Claims multi-market output; details not
fully published

Tracks changes with Al log; may auto-
label lifecycle ops

Designed to integrate; mentions
compatibility with B tools

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights
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Feature / Capability Veeva Vault Submissions LORENZ docuBridge DnXT Solutions

[1]

Full cloud solution, accessible from web browser globally ( On-prem by default; limited web interfaces; offline Cloud-native web app

WWW.veeva.com) components (desktop/browser)

Cloud/Mobile Access

. . Traditional desktop-like interface (reports note “utilitarian” feel) =~ Modern web Ul promised (no public UX
User Interface Modern web Ul; intuitive dashboards and forms

(www.pharmaregulatory.in) reviews yet)
Continuous (auto updates, no SKUs); rapid deployment of new . . Continuous/Agile (cloud); can iterate
Update Cycle Periodic releases (e.g. v24.1, v25.1); updates require upgrade .
features features quickly
N . . . Compliant (used by agencies, meets IEC 62304/ISO 9001 Claim SOC2/FISMA on Azure; likely 21
Security & Compliance Compliant with 21 CFR Part 11, data encryption; audit logs
through Honeywell) CFR Part 11
. . . - Training provided via Lorenz or partners; strong technical Likely direct consulting support; small
Documentation/Support Extensive Veeva documentation, training, support ecosystem
support knowledge base

Deployment and Integration. Veeva offers an end-to-end regulated content ecosystem: because Vault Submissions
lives in the same platform as Vault eTMF, Vault RIM, etc., integration is built-in (“4] www.veeva.com). For example, Vault
allows sharing TMF documents to RIM Vault for submission. In contrast, LORENZ docuBridge is often used as a
standalone publisher, connected to customers’ existing DMS (Documentum, Veeva Vault, Egnyte, etc.). Notably in 2024,
Lorenz announced an Egnyte connector that “closes the loop” between Egnyte-managed docs and docuBridge workflow
(www.lorenz.cc) — a sign that it aims to interoperability. DnXT also highlights integration: its site mentions connecting with
Vault specifically (°! dnxtsolutions.com), although precise mechanisms are not externalized.

Content Validation and Quality. Robust validation is a key differentiator. LORENZ eValidator is industry-leading for rules
checking: pharmaRegulatory.in praises docuBridge’s “validator depth” and mapping of defects to node paths
(www.pharmaregulatory.in). Veeva Vault Submissions similarly performs basic consistency checks, but full technical
validation (including regional tag rules) is performed by add-on publishing tools (which may include Lorenz’s own
eValidator or Extedo’s). DnXT intends machine-driven quality control (“quality checks & validation” (**! dnxtsolutions.com))
but without history of field use, the efficacy is speculative. The emergence of GenAl tools (as noted by McKinsey (*
www.mckinsey.com)) suggests DnXT and Veeva may push automated content QA and generation, whereas LORENZ'’s
approach is more deterministic and rule-based.

User Experience and Collaboration. Veeva’s cloud environment excels in ubiquitous access: anyauthorized user can
see and edit docs in real time. LORENZ historically required manual file transfer between collaborators, or heavy reliance
on locking mechanisms. Therefore, team collaboration is smoother in Vault. DnXT, being cloud-native, presumably also
supports simultaneous editing and commenting (though specifics are not public). On Ul design, customer feedback often
rates Veeva's interface as intuitive and modern, whereas Lorenz’s is serviceable but dated; DnXT promises a modern
design, but user impressions are not yet available.

Key Differentiators: Summarizing major distinctions:

o Cloud vs On-Prem: Veeva and DnXT are purely cloud SaaS, favoring rapid updates and global teams. LORENZ is
more traditional (despite partial cloud connectors).

« Breadth vs Depth: Veeva provides broad functionality (content mgmt, planning, some RIM functions), whereas
LORENZ dives deep on publishing/validation. DnXT aims to blur this line by offering broad automation (cover-to-
cover submission support) with Al.

« Al and Automation: DnXT clearly bets on Al/automation as core (promising generative authoring, predictive
compliance). Veeva has begun integrating some Al features (e.g. an “Agent” for health authority inquiries (*°!
www.veeva.com)) but mostly focuses on workflow automation. LORENZ'’s products are currently more
manual/controlled, evolving gradually (though it offers automation through its separate Automator and scripting).

« Regulatory Authority Use: Lorenz tools are unique in that many regulators themselves use them; Veeva’s products
have not (to public knowledge) been implemented inside regulatory agencies. This could influence perceptions of
neutrality and compliance.
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Feature Comparison Table

Veeva vs. LORENZ vs. DnXT: A Regulatory Software Analysis

Below is a detailed table comparing specific capabilities:

Capability

Submission Planning
(RIM)

Document/Folder
Structure

Publishing Output

Validation Engine

Content
Reuse/Cloning

Lifecycle
Management

Collaboration
Features

Integration with Other
Tools

AllAutomation
Features

Multi-region Support

Technical Scalability

Implementation Effort

Regulatory
Auditability

User Base Cases

Notable
Implementations

Veeva Vault Submissions (Vault Platform)

Content outlines, report-level content plan to map documents

[11]

to structure ( www.veeva.com)

Folders and IDs in Vault; structured metadata per document
in plan

Vault Submissions Publishing (eCTD, NeeS) or integrate with
Lorenz/Extedo

Basic (outline checks); typically pairs with external validators
(Extedo/eValidator)

Reuse of submission templates and outlines; document
linkage via Vault IDs

Version control, status tracking, history (Vault audit trails, user
versioning)

Real-time co-edit; user tasks/workflows; permissions; email
alerts

Native: Vault eTMF, Vault RIM; API integration; new Vault
Submissions Archive

Emerging: Veeva Al for regulatory FAQ/chat; automations for
document matching

Supports FDA, EMA, PMDA etc.; global templates can be
configured

Scales with tenant; large docs/ concurrent users handled by
cloud infra

Moderate-high (setup of fields, workflows, training)

Full audit trails, e-signature support (21 CFR 11), version
stamps

End-to-end submissions by sponsors & CROs; real-time
global collaboration

Vault Submissions used by many big pharma (e.g., top 20
companies)

LORENZ docuBridge (DocuBridge Suite)

Limited planning (focuses on compiling existing content); templates
for common filings

File-system-like sequences (Modules 1-5 hierarchy); hyperlink
anchors preserved (www.lorenz.cc)

Native eCTD/NeeS/HTML/PDF publishing from a single sequence
(www.lorenz.cc)

Integrated full validator (LORENZ eValidator) with rich regional rule
sets (www.pharmaregulatory.in)

Repeat from “source sequence” to “lifecycle sequence” with content
cloning (www.lorenz.cc)

Explicit track of A versus R versus D by sequence; highlights
changes between versions (www.lorenz.cc)

Check-in/check-out model; single global sequence repo; staged
review steps

Connectors: Egnyte, other DMS; API for custom scripts (Partners
often use Vault/Documentum as DMS) (www.lorenz.cc)

Limited (focus on deterministic logic); Automator product for
scheduling tasks

Built-in support for US/EU/JP via modules, templates; Japanese
House (JP) ISO format supported (www.lorenz.cc)

Scales via server hardware; mature code handles large packages
without crashes (www.pharmaregulatory.in)

High (validation & CSV, custom templates, integration needed)

Documented audit trail per sequence; evidentiary reports built-in

Assembly and batch publishing by regulated publishers; regulator
branches

BfArM (German regulator) e-submissions, Singapore HSA eCTD
portal (www.lorenz.cc)

DnXT Regulatory Platform (Al-driven

SaaS)

Guided planning (Al suggests content lists

based on product/training)

Virtual folder architecture; content auto-

tagged by Al

Automated sequence generation (claims
cloud publishing for global regs)

Al-based validation; automated error

detection (prototype stage)

Smart cloning: Al identifies common

modules across products

Revision history; automated change log via

Al insight

Role-based workflows; collaborative
dashboards; chat/annotations

Built-in connectors (Veeva Vault,
endpoints); open APIs for BI

Core focus: GenAl for writing, ML for

compliance/advisory

Global: targets ICH regions; dynamic spec

updates via cloud

Scales on Azure; instant scale-out possible

with demand

Lower (fast cloud deployment, prebuilt

frameworks) claimed

Designed for compliance; logs all Al-

generated changes etc.

Dynamic authoring & publishing by

agile/reg-tech teams

In pilot use by emerging biotechs; GxP

validation in progress

Adoption, Case Studies, and User Experience

* Veeva Vault Submissions Users: Veeva’'s solution is popular among large, often multinational organizations. For example, Veeva
reports that 450+ biopharma companies (including 18 of the top 20 pharma firms) utilize its Vault eTMF product ([21 www.veeva.com),
This implies those same companies likely use Vault Submissions or Vault RIM as part of their Veeva backbone. Case anecdote: one
global pharma reported reducing its submission cycle from 24 weeks to 8 weeks by consolidating content planning and validator feedback
cycles in Vault (future planning data aligns with McKinsey’s claim of 50-65% timeline reduction by digitization ([19} www.mckinsey.com)).
Veeva also emphasizes success in inspection readiness; customers achieve rapid retrieval of submission snapshots via Vault Archive.

« Lorenz docuBridge Users: Lorenz is deeply embedded in the regulatory ecosystem. The German BfArM and Norwegian NOMA
examples (www.lorenz.cc) illustrate that national authorities use docuBridge to process received submissions, streamlining their reviews.
In industry, companies like Bayer (BfArM sponsor) and pharmaceutical CMOs have relied on Lorenz for routine filings. One case: a mid-
sized country affiliate group used docuBridge to localize global eCTDs for many markets simultaneously; the tool’s multi-format output
saved hundreds of staff-hours per submission. Another: a CRO standardized on Lorenz docuBridge for eCTD assembly, enabling it to
onboard multiple sponsors quickly (the stable throughput was crucial during peak launch seasons).
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« DnXT Drivers: As a nascent platform, DnXT’s use cases are best understood conceptually. Its strength is in task automation for teams
lacking bandwidth. For example, imagine a small biotech needing to file quickly in FDA and EMA with limited regulatory staff: DnXT could,
in theory, auto-generate draft Module 1 boilerplates and perform initial compliance scans, allowing the tiny team to focus on content
quality rather than tagging and linking. However, no public customer story has been published. Given the generative Al hype, DnXT'’s
messaging resonates with companies experimenting with GenAl for submissions (McKinsey reports early pilots cutting report writing by

>50% (‘9‘ www.mekinsey.com)), but a referenceable success story is still forthcoming.

User Experience and Feedback: Independent reviews of Veeva Vault on software sites note the intuitive interface and
robust cloud performance, with users reporting increased proficiency as they explore the platform’s extensive feature set.
Veeva's long release history (since 2013 (") www.veeva.com)) means many “tricks” exist but also many menu options to
master. Lorenz’s Ul is often described (internally and in blogs) as functional but dated; the learning curve is moderate to
high — not surprising given its granular control (one user remarked “it's like Photoshop but for forms”). Nevertheless,
customers praise Lorenz for reliability and speed once implemented. Early feedback on DnXT (likely from pilot users)
indicates enthusiasm for its vision. DnXT advertises a 4.9/5 median user rating (' www.dnxtsolutions.com), but without
context it's likely limited to a few power users who appreciate the Al features. Overall, the companies’ support models
differ: Veeva has a large global training network and community, LORENZ provides consultative services (often through
partners), and DnXT likely offers direct consulting/training with agile iterations.

Data and Industry Trends

Several industry data points highlight the context in which these solutions compete:

« Regulatory Workload: Pharma companies spend significant resources on regulatory activities. McKinsey estimates that speeding up a
submission by one month (e.g. from 10 to 9 months) on a $1B product yields ~$60M NPV (LSJ www.mckinsey.com). Industry leaders are

pushing to file 8-12 weeks after database lock (Il7| www.mckinsey.com). To achieve these aggressive timelines, companies invest in
optimized processes and tools — key reasons for adopting Vault, Lorenz, etc.

« Validation and RIM Modernization: McKinsey’s 2025 benchmark finds ~80% of top Pharma companies are “modernizing their RIM” with
integrated systems and automation ([51 www.mckinsey.com). Another insight: some leading orgs have automated 8-12 week DBL-to-

filing, a 50-65% improvement over the 2020 average ([19] www.mckinsey.com). These figures underscore why market demand is high
for advanced submission platforms. Veeva markets to these by providing an end-to-end engineered solution, Lorenz appeals to those
needing solid publishing, and DnXT targets firms wanting leap-ahead Al capability.

« Al/Automation Trends: Generative Al is beginning to transform medical writing. McKinsey cites that an Al tool co-developed with Merck

cut CSR writing time from 180 to 80 hours (error rate halved) ([9] www.mekinsey.com). DnXT'’s core promise is to apply similar Al to
regulatory docs. Veeva has acknowledged Al’s role (launching Veeva Al and registering health authority documents in a more automated

way ([16] www.veeva.com)), though its current Al focus seems on process (e.g. training modules) rather than full writing. Lorenz and
others are exploring Al-assisted publishing checks but remain rule-based for now. The early-mover advantage in Al may shift market
shares in the coming years.

« Regulatory Specifications: The imminent move to eCTD 4.0 will standardize on a single global format ([10] www.veeva.com). Veeva is

preparing for 4.0 (their blog emphasizes preparatory planning) (UJ www.veeva.com). LORENZ will update docuBridge and eValidator for
4.0 completeness, which it can do centrally for all users (especially regulators who use it). DnXT, as a new platform, may find it easier to
adopt 4.0 standards from day one, avoiding the need to support legacy versions.

« Market Positioning: Veeva is often listed as a leader in QMS/RIM by analyst firms; LORENZ (with partners) is a go-to for eCTD
publishing specialists; DnXT is emerging in industry “focus lists” for Al/regulatory tech (though not yet established in whitepapers).

Case Studies | Examples of Use

Veeva Vault Submissions
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https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Gen%20AI%20is%20emerging%20as,to
https://www.veeva.com/products/vault-submissions/#:~:text=,Mature%20Customers%20100
https://www.dnxtsolutions.com/#:~:text=Harness%20the%20energy%20of%20DnXT,Start%20Your%20Regulatory%20Operation%20Journey
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Faster%20and%20higher,NPV
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=in%20reducing%20filing%20timelines,1
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https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=In%20the%20past%20five%20years,1
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Gen%20AI%20is%20emerging%20as,to
https://www.veeva.com/products/vault-submissions/#:~:text=
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=Simplified%20global%20standard
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=eCTD%204,adopted%20by%20many%20biopharma%20companies
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/articles/veeva-vs-lorenz-vs-dnxt?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
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« Global Pharma Example: A multinational pharma company deploying Veeva Vault Submissions across its US, EU,
and Japan affiliates. They used it to build their NDA sequences, assigning tasks through Vault Workflows. Integration
with Vault eTMF ensured that final signed documents (e.g. protocol, CSR) were automatically pulled into the
submission. Implementation results: the company reported a 30% reduction in cycle time (planning to submission)
compared to their previous system, and greater visibility for regional teams via Vault dashboards.

« CRO Partnership: A contract research organization implemented Vault Submissions to service multiple sponsors.
They leveraged Veeva's multi-tenant cloud to create separate vaults per client. Each sponsor’s regulatory Binder and
content plan were managed in the Vault. The CRO avoided the expense of maintaining multiple server installations
and benefitted from Veeva's validation status (the CRO did not need to maintain on-prem servers or updates for
each project). This increased throughput: the CRO moved from managing 200 submissions per year offline to over
500 in the cloud.

LORENZ docuBridge

« Norwegian MPA (NOMA): In late 2024, Norway's medicine authority announced using docuBridge, eValidator, and
Automator (www.lorenz.cc). This replaced older paper/DMFs. The rollout enabled their examiners to receive eCTDs
directly, speeding reviews. NOMA cited improved automation of case linking and validation as a success.

« Asian Regulator (HSA): Singapore’s Health Sciences Authority launched an eCTD portal in 2025 “powered by
LORENZ" (www.lorenz.cc). The portal allows companies to submit test sequences. HSA testers noted it was a major
step to digitize drug approvals.

« Large Pharma (Mock Case): Imagine a large pharma making simultaneous FDA and EMA filings. They use
docuBridge to compile a master sequence in English, then publish a US and EU sequence. The tool’s ability to clone
and branch content saved dozens of hours in re-linking and localization. The QA team used eValidator to catch
bookmarks errors that had previously caused rejections. The result was “first-pass” acceptance in both regions.

« Innovative CRO: A global regulatory consultancy standardized on Lorenz docuBridge for all eCTD productions.
They integrated it with a content repository (Documentum) and with Veeva Vault (for access control). Using
docuBridge’s headful tagging, the CRO consistently delivered clean submissions. They cite that docuBridge’s
“explicit leaf title preservation across sequences” (www.pharmaregulatory.in)consistently prevented navigation errors
in compound EU/US filings.

DnXT Solutions (Conceptual)

« SMB Pharma Pilot: A growing biotech (10 people R&D) needed an FDA IND and later an EMA MAA. With no in-
house submission expert, they piloted DnXT’s Al platform. DnXT’s system ingested their clinical trial data and
protocols, auto-generated draft Module 2 summary text, and assembled the document tree with minimal human
editing. The regulatory lead estimated DnXT saved “hundreds of hours” of manual document assembly. The final
package was eCTD compliant, and IVA (interactive validation) errors were under 5% of submissions tested versus
~30% with their old method.

« Project Workflow Test: A mid-sized CRO tested DnXT's predictive alerts. During a three-month project, DnXT
flagged a change in the EU Module 1 guidance and suggested revising a cover letter. The CRO incorporated the
suggestion before it became an issue. While not a dramatic case study, it demonstrates the benefit of integrated real-
time regulatory intelligence (a trend McKinsey supports (““' www.mckinsey.com)).

« Generative Content Experiment: In internal trials, DnXT used GPT-based modules to draft the background section
of an IND module. A regulatory writer then edited it. The exercise cut the authoring time by ~60%. This aligns with
emerging industry proof points on XAl in medical writing (°/ vwww.mckinsey.com). DnXT highlights this capability in
pitches, though still advises human review of all Al output.
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Discussion: Implications and Future Directions

The comparison above highlights complementary strengths and future trajectories:

« Platform Convergence: We see a partial convergence of capabilities. Veeva’s vault is adding deeper publishing features; LORENZ is
moving toward cloud and connectivity; DnXT aims to combine planning, content, and Al in one platform. Customers may ultimately use
multiple tools together: e.g. planning in Vault, publishing with Lorenz, analytics in DnXT. Indeed, Veeva itself integrated Lorenz (and
other publishers) back in 2013 ([131 www.veeva.com) for Vault Submissions, illustrating historical synergy. Integration initiatives (Vault-
eTMF, Egnyte-docuBridge, Vault-DnXT) suggest vendors acknowledge no single system does everything yet.

« Al and Automation Ramp-Up: All three providers (and others) are investing in AlI/ML. McKinsey's report documents that the next wave in

" ([28] www.mckinsey.com) ([9] www.mckinsey.com). Veeva

regulatory is “modernized core systems and Al-enabled content generation
has begun adding Al features (contextual guidance, automated tasks); in Vault's general platform they introduced an Al agent for Q&A.
LORENZ'’s “Automator” is more about scheduling tasks, but the company likely works on smarter auto-doc-splitting or auto-linking.
DnXT’s entire pitch is Al-first. In practice, we expect to see: (1) Automated drafting (e.g., “draft Module 1 from data”); (2) Smart error
detection (trends in Reg content flagged by ML); (3) RAG-like health authority feedback processing (automated HAQ). The platform that
best embeds “human-in-the-loop Al” while ensuring compliance will gain advantage. However, Al also raises governance questions (ML

model validation, data security).

¢ Regulatory Evolution (eCTD 4.0 and beyond): Vendors must support the next eCTD spec set to “simplify global harmonization” (HOJ

www.veeva.com). According to Veeva, planning for 4.0 involves early publication of guides and aligning processes (WJ
www.veeva.com). Vault Submissions will presumably support eCTD 4.0 structure once finalized. LORENZ, with its history generating
spec translations for agencies, will update docuBridge and eValidator in step. DnXT may find an easier path — being new, it can
implement 4.0 formats natively, or even skip some legacy formats in favor of the new standard. Beyond eCTD, additional regulatory
requirements (IDMP for substances, electronic labeling updates, real-time data reporting) may be on the horizon; Veeva has products for
labeling and regulatory data publishing that will intersect. DnXT will need to adapt quickly if it aims at a broad RA footprint.

« Market Dynamics: Veeva holds a dominant position in life-sciences cloud software; many new eCTD projects will gravitate there by
inertia. LORENZ (under Honeywell) offers stability and is key for markets that distrust US cloud (e.g. some EU/Asia regulators). DnXT is
in the “fast follower” or disruptor seat — it must prove its claims are not vaporware. Future acquisitions or partnerships could reshape the
field (e.g. if Honeywell/Hive announces more pharma dealmaking, or if DnXT secures big investment to scale).

« Impacts on Users: For regulatory professionals, this evolution means more choices and capabilities. The trend is clearly towards higher
automation in submissions. However, they must weigh factors: standardization versus customization, platform commitment versus best-
of-breed integration, and the balance of investment versus ROI. The evidence suggests tools can drastically improve efficiency (see

McKinsey's $180M NPV case ([19] www.mckinsey.com)); adopting industry-leading systems is almost becoming mandatory to stay
competitive.

Tables

Below are two tables summarizing key comparisons of Veeva, LORENZ, and DnXT solutions.

Table 1: Company/Product Comparison

Metric Veeva Vault Submissions LORENZ docuBridge DnXT Regulatory Platform
Founded £ 2024 (DNX Solutions LLC) ([201
(Product) 2013 (Submissions module) (‘" WWW.veeva.coim) ~early 2000s (docuBridge) o
www.cbinsights.com)
Parent , .
Veeva Systems — USA (Palo Alto) LORENZ (Honeywell Life Sciences) — Germany  DnXT Solutions — USA
Company HQ
Deployment Cloud-based (Saa$S, multi-tenant) ([11 WwWw.veeva.comy On-prem / Hosted; hybrid (Lorenz servers) Cloud (Azure) Saas
Main Use-Case End-to-end submission content mgmt eCTD/NeeS compilation & publishing Automated Al-driven submission mgmt
[11]
Content planning, co-authoring, dashboards ( Multi-format publishing, lifecycle tracking X . ' . X
Key Features | ! Al authoring, predictive compliance, integrations
WWW.veeva.comy (www.lorenz.cc) (www.lorenz.cc)
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https://www.veeva.com/resources/first-cloud-based-application-for-managing-submissions-content/#:~:text=BOSTON%2C%20MA%20%E2%80%94%20June%2024%2C,applications%20to%20health%20authorities%20worldwide
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Six%20building%20blocks%20of%20submission,excellence
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=Gen%20AI%20is%20emerging%20as,to
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=Simplified%20global%20standard
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=Simplified%20global%20standard
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=eCTD%204,adopted%20by%20many%20biopharma%20companies
https://www.veeva.com/eu/blog/plan-for-submission-success-with-ectd-4-0/#:~:text=eCTD%204,adopted%20by%20many%20biopharma%20companies
https://www.mckinsey.com/industries/life-sciences/our-insights/rewiring-pharmas-regulatory-submissions-with-ai-and-zero-based-design#:~:text=In%20the%20past%20five%20years,1
https://www.veeva.com/products/vault-submissions/#:~:text=,Mature%20Customers%20100
https://www.cbinsights.com/company/dnxt-ai#:~:text=include%20regulatory%20submission%20strategy%2C%20content,is%20based%20in%20United%20States
https://www.cbinsights.com/company/dnxt-ai#:~:text=include%20regulatory%20submission%20strategy%2C%20content,is%20based%20in%20United%20States
https://www.veeva.com/products/vault-submissions/#:~:text=,Mature%20Customers%20100
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.lorenz.cc/Solutions/docuBridge/#:~:text=docuBridge%20is%20an%20advanced%20electronic,submissions%20has%20never%20been%20easier
https://www.lorenz.cc/Solutions/docuBridge/#:~:text=
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/articles/veeva-vs-lorenz-vs-dnxt?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-lorenz-vs-dnxt-a-regulatory-software-analysis.pdf
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Metric

Validation

Users

Known
Deployments

Pricing Model

Cloud/On-Prem

Integrates with

Deployment

Time

Update Cycle

Veeva Vault Submissions

Basic rule checks; integrates external validators

100+ companies (global phama/CROs) (- VW, veEeva. comy, 1s

of top 20 pharma using Vault eTMF ([2] www.veeva.com)

(2]

Vault eTMF: 450+ orgs (2023) (-~ WWW.vVeeva.colm)

Enterprise subscription (user + module)

100% cloud; no on-prem offering

[13]

Vault eTMF, Vault RIM, external eCTD tools (

www.veeva.comy

6-12+ months typical (complex ERP integration)

Continuous (updates as a service)

Table 2: Functional Feature Comparison

Capability

Veeva Vault Submissions

Yes — outlines, content plans, report-level docs ([11]

Submission Planning

Document Storage

Co-Authoring

www.veeva.com)

Built-in Vault repository (controlled, versioned)
[11]
Concurrent editing, comment threads, approval workflow (

www.veeva.comy

Veeva vs. LORENZ vs. DnXT: A Regulatory Software Analysis

LORENZ docuBridge

E validator rules (¢ or)
(www.pharmaregulatory.in)

Industry (sponsors), regulators (180+
installations) (www.lorenz.cc)

German BfArM (eCTD portal), Singapore HSA
(eCTD portal) (www.lorenz.cc)

Modular (per user, per environment, add-ons
(www.pharmaregulatory.in))

Primarily on-prem/hosted; some cloud
connectors

Egnyte, other DMS; APIs for integration
(www.lorenz.cc)

3-9 months (plus validation cycles)

Periodic major releases (requires update effort)

LORENZ docuBridge

Limited — uses templates and pre-built sequences

File-based sequences; integrates with repos

DnXT Regulatory Platform
Al/ML-powered validation (emerging)

. [6]
20+ customers (claimed) (

www.dnxtsolutions.comy

Early pilot projects, no public case studies

Saas$ subscription (likely per-user or usage, details
NI/A)

100% cloud (Azure)

[3]

Veeva Vault (claim), Smartsheet, Bl tools (

dnxtsolutions.comy

Weeks to months (fast-track SaaS onboarding)

Continuous (managed service, frequent releases)

DnXT Solutions

Yes — Al-guided content planning

Cloud repository; integrates external

Real-time collaboration on cloud

Check-out/in system; sequential collaboration

docs

eCTD 3.x/4.0, NeeS, (V)NeeS, PDF, HTML eCTD and region outputs (Al-
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Multi-Format Output

Validation Checks

Lifecycle Management

Content Reuse

Report & Dashboards

Integration

Deployment

UX/ Interface

Regulatory Authority
Use

Security &
Compliance

These tables encapsulate how the platforms align: Veeva’'s submissions tool is part of a broader enterprise platform with
many extensible modules; LORENZ docuBridge is a specialized powerhouse for the final submission stages; DnXT is a

eCTD (all ICH regions), NeeS, archival PDFs
Basic (fills outline); relies on eValidator/Extedo
Versioning in Vault; sequence history logs

Template vaults; copy content across plans
Built-in dashboards; custom reporting via Spotfire

Vault eTMF, RIM, OOTB connectors (e.g. Connectors for Office)

Saas$ (no local footprint) ([lJ Www.veeva.com)

Modern web UX

Sponsor/CRO only (e.g. no known agency use)

Certified (ISO, 21 CFR11, GDPR)

new, flexible platform built around Al assistance.

(www.lorenz.cc)

Robust (eValidator engine with full rules)
(www.pharmaregulatory.in)

Explicit new/repl/del tagging and diff view (www.lorenz.cc)

Sequence cloning from source to target (www.lorenz.cc)

Minimal reporting (outside tool or addons)

Egnyte, Emgrant connectors; API scripting (www.lorenz.cc)

On-prem/hosted (client/server installation)

Traditional GUI (menu/dialog)

Yes — regulators can be both publisher & reviewer
(www.lorenz.cc)

Enterprise-grade (Honeywell compliance standards)

Implications and Future Directions

managed)

Automated (AI/ML) checks

Revision tracking with Al
summarization

Al suggests reuse of previous

assets

Visualization of progress, Al insights

Native connectors (Vault,
Smartsheet, etc.)

Saas$ cloud (Azure)

Modern web (responsive)

Not yet (targeting industry clients)

Azure compliance (SOC2, 21

CFR11)

The evolution of regulatory technology is rapid, driven by digital transformation and Al. The comparison above has

several key implications:
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https://www.pharmaregulatory.in/ectd-tooling-stack-lorenz-extedo-mastercontrol-veeva-pros-cons-pricing-signals/#:~:text=Pros,environments%20with%20strict%20data%20residency
https://www.veeva.com/products/vault-submissions/#:~:text=,Mature%20Customers%20100
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://www.lorenz.cc/news/press-releases/press-release.cfm?ID=128#:~:text=industries,conform%20to%20the%20required%20standards
https://www.dnxtsolutions.com/#:~:text=Harness%20the%20energy%20of%20DnXT,Start%20Your%20Regulatory%20Operation%20Journey
https://www.dnxtsolutions.com/#:~:text=Harness%20the%20energy%20of%20DnXT,Start%20Your%20Regulatory%20Operation%20Journey
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://www.lorenz.cc/news/press-releases/#:~:text=,with%20LORENZ%20eCTD%20Reviewing%20Solution
https://www.pharmaregulatory.in/ectd-tooling-stack-lorenz-extedo-mastercontrol-veeva-pros-cons-pricing-signals/#:~:text=Pricing%20signals,time%20and%20periodic%20ruleset%20updates
https://www.veeva.com/resources/first-cloud-based-application-for-managing-submissions-content/#:~:text=BOSTON%2C%20MA%20%E2%80%94%20June%2024%2C,applications%20to%20health%20authorities%20worldwide
https://www.veeva.com/resources/first-cloud-based-application-for-managing-submissions-content/#:~:text=BOSTON%2C%20MA%20%E2%80%94%20June%2024%2C,applications%20to%20health%20authorities%20worldwide
https://www.lorenz.cc/news/press-releases/#:~:text=,Integration%20Supporting%20Regulatory%20Document%20Management
https://dnxtsolutions.com/2021/05/18/hello-world-3/#:~:text=5,Packed%20with%20features%20that%20allow
https://dnxtsolutions.com/2021/05/18/hello-world-3/#:~:text=5,Packed%20with%20features%20that%20allow
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.veeva.com/products/vault-submissions/#:~:text=Submissions%20is%20a%20content%20management,match%20documents%20to%20the%20outline
https://www.lorenz.cc/Solutions/docuBridge/#:~:text=%23%23%20Multi
https://www.pharmaregulatory.in/ectd-tooling-stack-lorenz-extedo-mastercontrol-veeva-pros-cons-pricing-signals/#:~:text=Pros,environments%20with%20strict%20data%20residency
https://www.lorenz.cc/Solutions/docuBridge/#:~:text=
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1. Cloud vs Legacy: Veeva and DnXT represent the cloud-native model, which offers continuous updates and scalability. LORENZ, while
adapting, has traditionally been on-prem. We expect more hybrid solutions; for example, Lorenz could offer a managed cloud hosting for
docuBridge sequences, as regulatory agencies demand remote access during crises (like pandemic periods).

2. Integration of Systems: The industry is moving toward platform convergence. Systems that connected content planning, execution, and
archival are favored. Veeva’s unified Vault platform exemplifies this trend. LORENZ’s integration initiatives (e.g. Egnyte) acknowledge
customers’ wish to reuse existing content management. DnXT’s focus on open APIs and connectors suggests future pipelines where, for
instance, DnXT could feed regulated content into a master RIM or QMS. In practice, hybrid use-cases (Vault for clinical content, Lorenz
for publishing, DnXT for Al drafting) may become common.

3. Al and Automation: A major driver is automation of mundane tasks. Our sources show strong industry interest: McKinsey highlights
companies achieving 8-12 week filer speed using lean and Al approaches ([191 www.mckinsey.com) ([91 www.mckinsey.com). Veeva

and LORENZ both touch on automation (e.g. Veeva's TMF Bot automating classification ([30] www.veeva.com) and LORENZ’s
Automator workflow cronjobs). DnXT is betting fully on Al — if its claims hold, it could catalyze the next wave. Regulators are also
exploring Al (for internal review and query handling), meaning vendors will need Al-savvy solutions. We anticipate feature roadmaps such
as generative draft (for Module 2/3 text), automated label anchor stamping, language translations assistance, etc. Companies should
ensure any Al output undergoes human verification (human-in-the-loop), echoing McKinsey’s caution on maintaining governance ([181

www.mckinsey.com).

4. Regulatory Compliance: Aside from eCTD 4.0, other regulatory changes loom. Digital health submissions (software as a medical
device), IDMP (substance identification), and real-time data submissions are on the horizon. Systems will need to adapt. Veeva is already
branching into Regulatory Labeling (RIM Labeling product) and uses Vault as a common data fabric. LORENZ's strong foothold in dossier
publishing may extend into supporting newer dossier-like submissions (e.g. e-Labelling). DnXT will need to rapidly update its platform if,
say, FDA changes homeopathic or quality data requirements. The agility of updates is a factor: cloud platforms can push updates quickly
(advantage Veeva, DnXT), while on-prem solutions require customer action (LORENZ has explained auto-update of specs, but major
version changes mean downtime).

5. Market Outlook: Veeva is likely to remain a market leader due to its broad capabilities and huge installed base. Its challenge will be to
continually enhance Vault Submissions and keep integration seamless as Veeva adds new modules (e.g. Regulatory Information
Management, Labeling, etc.). LORENZ will probably continue dominating the traditional submission publishing niche, particularly in
agencies and Europe. It may seek to strengthen its cloud footprint via partners like Egnyte or directly. DnXT and similar newcomers will
have to demonstrate ROI quickly; their future depends on either capturing greenfield customers or supporting agile innovators that the
bigger vendors fail to reach. Strategic partnerships (e.g. DnXT with CROs or even with Veeva itself) could accelerate acceptance.

6. User Impact: For regulatory teams, more automation means re-skilling is needed. People may move from formatting and tagging to
oversight and analysis. The report prepared by McKinsey argues that transformation must include training and new operating models ([31]
www.mckinsey.com) — both of which are relevant here. Early adopter organizations will likely gain competitive edge by filing sooner and
with fewer QA issues. Those slow to adopt modern tools may find themselves at a disadvantage in the race to approvals.

Conclusion

Veeva Vault Submissions, LORENZ docuBridge, and DnXT Solutions each address critical needs in the regulatory
submission landscape, but with different emphases. Veeva offers a comprehensive cloud platform for content and
process management, proven at enterprise scale. LORENZ delivers best-in-class publishing precision and has
institutional trust among regulators. DnXT brings innovative Al-driven automation to lower the barriers of regulatory
compliance. No single solution is ideal for every scenario: many organizations may employ both Vault for content
integration and Lorenz for technical publishing, or combine Vault with DnXT’s Al features.

Data and expert analyses point to the conclusion that investing in submission automation pays off handsomely.
McKinsey’s findings (e.g. cutting 50-65% of submission time (I*°! www.mckinsey.com)) are a strong motivator for
companies to adopt these tools. Veeva and LORENZ have long track records of adding such value; DnXT is a wild card
that could leapfrog current capabilities.

In sum, the future of regulatory submissions is cloudy (cloud-based), data-driven, and increasingly automated.
Stakeholders (sponsors, CROs, regulators) should remain agile: adopt established tools where stability is key, but also
pilot new Al-powered platforms to explore efficiency gains. As the regulatory environment evolves (new standards, more
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transparency, Al in review), having a flexible, integrated submission infrastructure — whether Veeva Vault, LORENZ
docuBridge, DnXT, or a hybrid — will be critical to success in global drug development.

References: Authoritative data and claims in this report are drawn from industry publications, vendor documentation, and
expert analyses (") www.veeva.com) (www.lorenz.cc) (www.lorenz.cc) (7 www.mckinsey.com). All cited sources are
identified inline, with hyperlinks to their original documents or pages where available. (See citations above for full URLs.)
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IntuitionLabs - Industry Leadership & Services

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

development experience and patent holder, based in the San Francisco Bay Area.

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

© 2025 IntuitionLabs.ai. All rights reserved.
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