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Executive Summary
LORENZ docuBridge is an advanced electronic submission management and regulatory content management

system, specifically designed for the life sciences industry. It facilitates the compilation, publishing,

importing, and review of regulatory dossiers (e.g. eCTD, NeeS, etc.) (www.lorenz.cc) (www.lorenz.cc). This

report provides an in-depth analysis of docuBridge, highlighting its features, history, adoption by biotech and

pharmaceutical organizations, and role in global regulatory processes. We examine multiple perspectives – from

biotechnology companies and regulatory authorities – and present case studies (e.g. Orchid India,

Pharmascience Canada) that demonstrate real-world applications. Key findings include:

Feature Set and Technology: docuBridge automates complex tasks like XML backbone generation, table-of-contents

creation, and lifecycle operations for submissions (www.clinicalstudies.in) (www.clinicalstudies.in). It offers multi-format

publishing (eCTD, (V)NeeS, HTML, PDF, paper) from a single document sequence (www.lorenz.cc), built-in compliance

updates, and collaborative multi-user editing (www.lorenz.cc). Recent versions have added forward compatibility with eCTD

v4.0 and enhanced audit trails (www.lorenz.cc) (www.lorenz.cc).

Product Editions: LORENZ provides scaled editions of docuBridge (ONE, TWO, FIVE) to fit organizations of varying sizes

(www.lorenz.cc). docuBridge ONE is a single-user tool for one-region eCTDs (pay-per-submission licensing)

(www.lorenz.cc) (www.lorenz.cc). docuBridge TWO supports small teams (2+ users) and up to two regions, with built-in

eValidator checking (www.lorenz.cc). docuBridge FIVE is a full enterprise solution (5+ users) that handles multiple regions

and submission types, includes a content management module, and offers licensing/subscription options (www.lorenz.cc)

(www.lorenz.cc).

Integration and Ecosystem: docuBridge interoperates with other LORENZ tools and third-party systems (www.lorenz.cc).

For example, content managed in Generis CARA or Veeva Vault can be seamlessly transferred into docuBridge for publishing

(lorenz.cc) (www.clinicalstudies.in). It integrates with the LORENZ eValidator engine for automated compliance checks

(www.lorenz.cc), and with LORENZ Automator for tasks like signing and gateway submissions (www.lorenz.cc).

Adoption and Impact: Thousands of installations worldwide attest to docuBridge’s market penetration – LORENZ reports

≈1,900 paid installations in 48 countries as of 2025 (www.lorenz.cc) (growing from 180 in 2010 (www.lorenz.cc) to 650 in

2016 (lorenz.cc) to 1,700 in 2023 (lorenz.cc)). Crucially, many regulatory agencies use docuBridge themselves (e.g. FDA’s

CDER/CBER, Health Canada, Australia’s TGA, Thailand FDA, China NMPA, Singapore HSA) (lorenz.cc) (www.lorenz.cc)

(www.lorenz.cc) (www.lorenz.cc) (lorenz.cc). This mutual adoption by industry and regulators streamlines compliance and

author- ity coordination. Case examples (e.g. Orchid India, Pharmascience, Bayer) show biotech/pharma sponsors achieving

faster, error-free submissions with docuBridge (lorenz.cc) (www.lorenz.cc).

Data and Evidence: The FDA’s use of docuBridge illustrates its scale – over 1.2 million legacy submission sequences were

migrated into docuBridge (and some 1.5 million new sequences processed) within 16 days (lorenz.cc). This aligns with FDA

ESG statistics showing ~2.79 million CDER e-submissions from 2014-2022 (lorenz.cc) ([1] www.fda.gov). Such data

demonstrate docuBridge’s capacity to handle high-volume, global regulatory content.

Future Outlook: Regulatory trends (eCTD v4 adoption, ISO RPS standard, IDMP metadata, cloud-hosted systems) are

driving tool evolution. LORENZ has prepared docuBridge for these – for instance, version 24.2 supports direct conversion to

eCTD v4.0 (www.lorenz.cc) and has added features for Structured Product Labeling (SPL) and modern gateway templates

(www.lorenz.cc). Patient, biotech and pharma companies will need secure, integrated RIM platforms; docuBridge’s

interoperability and modernization roadmap (as seen in LORENZ’s RIM conferences) position it for continued relevance

(www.lorenz.cc) (www.lorenz.cc).

In summary, Lorenz docuBridge is a mature, feature-rich eSubmission platform with deep penetration in

regulated biotech and pharma. Its extensive adoption and ongoing enhancements suggest it will remain an

essential tool for biotech regulatory compliance.

Introduction and Background
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The electronic Common Technical Document (eCTD) has become the global standard for regulatory

submissions of pharmaceuticals and biotechnology products (www.clinicalstudies.in). It mandates precise XML

formatting, metadata linking, and lifecycle control for each dossier.Given the complexity (thousands of

documents, strict folder and naming rules), manual submission assembly is impractical – authorities (FDA, EMA,

etc.) automatically reject submissions with technical non-conformities (www.clinicalstudies.in)

(www.clinicalstudies.in). Consequently, specialized eCTD publishing and validation software is essential for life

sciences companies to ensure compliance and efficiency (www.clinicalstudies.in).

Historically, LORENZ Life Sciences Group (founded 1989) has been at the forefront of electronic submission

technology. Early on it co-developed DAMOS (a predecessor to CTD) standards and supplied software to

regulators (e.g., German BfArM) (www.lorenz.cc) (www.lorenz.cc). In 2000, LORENZ introduced docuBridge

(and its multi-user successor) as a networked platform to compile and review eCTD dossiers. By 2002, BfArM

had deployed docuBridge as its official eSubmissions workstation (www.lorenz.cc). Since then, docuBridge has

continuously evolved alongside regulatory requirements: adding (V)NeeS/CDER support, improving GUI, and

integrating with document management workflows.

For biotech companies, eCTD expertise is just as critical as for big pharma. Biologics and biosimilars involve

complex chemistry, manufacturing and controls (CMC), clinical data, and/or advanced therapy information, all

subject to regulatory scrutiny. DocuBridge’s origins in strict authority use cases make it well-suited to handle

such complicated dossiers. In fact, key biotech regulators (e.g. FDA’s CBER for biologics) use docuBridge for

their reviews (lorenz.cc), meaning the tool already aligns with the detailed content formats of biologic license

applications.

On the demand side, industry readiness is driven by global mandates: the US FDA phased in mandatory eCTD

submissions by 2017 (21st Century Cures Act) and the EU has likewise required eCTD for new MA filings.

China’s entry into the ICH in 2017 accelerated its shift to eCTD (www.lorenz.cc). As an example of this trend, the

Chinese NMPA (CDE) selected docuBridge to build its national eCTD review system, targeting rollout by 2019

(www.lorenz.cc). These developments create a pressing need for tools like docuBridge that can handle current

and emerging standards (eCTD v3.2 and forthcoming v4.0, RPS, IDMP).

In this report, we provide a detailed examination of LORENZ docuBridge as a regulatory submission platform. We

begin by describing its product architecture and features, then analyze its use in industry and by regulators,

including case examples and usage data. Finally, we discuss the platform’s implications for biotech operations

and future trends in e-submissions. All statements are supported by industry announcements, guidelines, and

expert commentary.

DocuBridge Product Overview
Lorenz docuBridge is positioned as a complete Submission Management System. At its core, docuBridge

allows users to assemble a submission “sequence” (typically one regulatory module or filing) with all necessary

documents, metadata, and links. Key capabilities include:

Multi-format Publishing: From a single document sequence, docuBridge can output multiple submission formats. These

include eCTD, (V)NeeS (US Withdrawn NDA format), HTML, PDF, and even paper/paperless outputs alongside electronic

filings (www.lorenz.cc). This flexibility enables companies to repurpose content across regions.

Automated Spec Updates: Regulatory publishing specs (validation rules, header requirements, etc.) can change frequently.

DocuBridge receives specification updates on-the-fly without requiring manual software re-installation (www.lorenz.cc),

ensuring compliance with the latest agency rules.
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Collaborative Workflow: Designed for team use, docuBridge supports concurrent multi-user editing on a submission. It

manages user permissions and checkout locks to prevent conflicts, so that, e.g. different reviewers can work on different

Module 3 sections simultaneously (www.lorenz.cc). (Smaller companies can use docuBridge ONE as a single-user install,

eliminating concurrency issues.)

Interoperability: DocuBridge is built to interface with other drug development systems. According to Lorenz, it can “work

flawlessly” with other LORENZ products (like eValidator and Automator) and third-party solutions (www.lorenz.cc). This

means submissions prepared in Veeva Vault, Documentum, or Generis CARA- managed repositories can be ingested by

docuBridge for final publishing. For example, a user can “drag and drop” content from a Generis CARA system directly into a

docuBridge submission (lorenz.cc).

Content Validation and QC: Technical compliance is built-in. docuBridge TWO and FIVE editions include a built-in

eValidator engine, enabling automatic pre-submission checks against agency validation rules (www.lorenz.cc). A basic

version of eValidator is even available as a free add-on for the ONE edition (www.lorenz.cc). Users can run validations at any

stage to catch errors (broken links, missing lifecycle references, forbidden file types, etc.) before gateway delivery. In

practice, embedding validation in the tool is critical: industry reports note that common eCTD validation failures (broken

hyperlinks, naming issues, etc.) can be detected and corrected in advance when using dedicated tools

(www.clinicalstudies.in).

Structured Dossier Management: Under the hood, docuBridge stores all submission content in a hierarchical “Document

Versioning Object” (DVO) structure, tracking lifecycle operations (new, replace, delete, append) on each document. The

software automatically handles XML backbone generation and hyperlinks in the table-of-contents based on this structure

(www.clinicalstudies.in). It enforces regulatory granularity – for example, ensuring each PDF or Word file corresponds to the

appropriate CTD sub-section (www.clinicalstudies.in). A viewer integration allows users to preview the entire eCTD

navigation to verify completeness before export (www.clinicalstudies.in) (www.clinicalstudies.in).

Auditing and Change Control: Modern regulatory requirements demand rigorous audit trails. DocuBridge 24.2 introduced

an Audit Trail Timeline which logs every change to content items across a submission (www.lorenz.cc). Users can filter by

date, user, or event type (edit, replace, move) to see a chronological history of each document or sequence. Combined with

the versioned DVO storage, this ensures full traceability of submission edits.

Repository and Package Support: The submission repository in docuBridge can now define “structured pools” of data

locations, enabling batch processing and searching. (www.lorenz.cc). Notably, version 24.2 added support for Packages –

containers for supplemental data such as structured product labeling (SPL) or imported agent-specific content

(www.lorenz.cc). Users can scan multiple file pools (directories), filter by submission status, and even attach non-sequence

documents directly to sequences.

Publishing Templates: DocuBridge includes templates and pre-configured workflows for major submission portals. Out of

the box it can route finalized submissions to FDA CDER, CBER or Office of Compliance, or to the EMA’s CESP (Common EU

portal) and ESG (Electronic Submission Gateway) for European procedures (www.lorenz.cc). These built-in connectors

simplify the final step of packaging and transmitting the dossier.

In summary, docuBridge’s core functionality addresses all stages of electronic submissions: assembly,

technical validation, publishing, and integration with submission systems. It automates the repetitive tasks of

indexing, linking and formatting, drastically reducing manual errors (www.clinicalstudies.in)

(www.clinicalstudies.in). As one industry analysis observes, robust tools like docuBridge are needed because

manual creation “is impractical and prone to error” and agencies “mandate strict technical validation” that such

tools can provide (www.clinicalstudies.in). In practice, regulatory professionals using docuBridge benefit from

streamlined workflows, automated compliance checks, and collaborative features that collectively “overcome

the burden of manual eCTD creation” ([2] www.freyrsolutions.com) (www.clinicalstudies.in).

Versions and Licensing

Lorenz packages docuBridge in three main editions to fit organizations of different sizes (www.lorenz.cc):
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docuBridge ONE – A single-user publishing tool (e.g. for one person or small consultancy). It handles one output sequence

at a time, typically a national eCTD or VNeeS filing (www.lorenz.cc). This edition supports either eCTD or VNeeS formats and

comes with only basic technical support. It uses a pay-per-sequence (pay-as-you-go) licensing model (www.lorenz.cc)

(www.lorenz.cc), which is cost-effective for companies with infrequent submissions. (A free “basic” eValidator add-on

provides limited validation capability (www.lorenz.cc).) However, it lacks a persistent team workspace or content repository.

docuBridge TWO – A multi-user solution for small-to-medium teams. It supports multiple sequences and up to two regions

(e.g. US and EU) (www.lorenz.cc). It includes built-in eValidator, offers standard technical/validation support, and optional

limited content management (www.lorenz.cc) (www.lorenz.cc). Companies with steady submission volume often choose

TWO under a licensing or subscription model (www.lorenz.cc).

docuBridge FIVE – A full enterprise system intended for larger companies or agencies (5+ users). It handles submissions

across all formats and regions, includes a modular CMS for document storage, and provides extensive automation and

integrations (www.lorenz.cc). It also offers advanced features like importing existing eCTDs for archive review and interfaces

to external RIM systems (see next section). FIVE is sold by license or subscription, with priority

technical/functional/validation support and access to all minor software updates (www.lorenz.cc).

These editions (ONE, TWO, FIVE) ensure that both a single regulatory author or a global RA department can find

a fitting solution. Table 1 summarizes the key differences:

Feature docuBridge ONE docuBridge TWO docuBridge FIVE

Users 1 (single user) 2+ (small team) 5+ (enterprise, multi-team)

Submission formats eCTD or VNeeS only eCTD or VNeeS (up to 2 regions) All (eCTD, (V)NeeS, paper, etc.)

Publishing modules 1 2+ All

Built-in validator
No (Basic free download

available)
Yes Yes

Content

management
No Optional (limited) Yes (full CMS capabilities)

External DMS

integration
No No Yes (e.g. Veeva, Documentum)

Licensing model
Pay-per-sequence

(transactional)
Site licensing / subscription Site licensing / subscription

Support/updates
Basic tech support only

(www.lorenz.cc)

Full tech/functional/validation

support (www.lorenz.cc)

Full tech/functional/validation

support (www.lorenz.cc)

Release access
Major releases only

(www.lorenz.cc)

Major + minor releases (incl. fixes)

(www.lorenz.cc)

All releases (major + minor)

(www.lorenz.cc)

Table 1: Comparison of docuBridge editions (feature summary). Data from LORENZ documentation

(www.lorenz.cc) (www.lorenz.cc).

Technical and Content Management Details

At an operational level, docuBridge provides a highly automated framework to enforce regulatory requirements.

Its internal Document Object Model handles eCTD-specific operations: each file in a submission is linked into

an XML backbone and hyperlinked TOC automatically. Thus, users need not hand-create navigation; the

software “dynamically links eCTD components” and generates the ASTM/XML backbone

(www.clinicalstudies.in). It also enforces document granularity rules (e.g. ensuring that non-scannable content

is PDF, each module at correct node) (www.clinicalstudies.in).

Lifecycle management is built-in: docuBridge tracks add/replace/delete flags on every document version. Any

new sequence can “conduct replace, delete, and append operations” in line with ICH eCTD lifecycle norms
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(www.clinicalstudies.in). For example, if Module 5 needs a new clinical study report, docuBridge will

automatically mark it as an “Append” and renumber subsequent documents. This version control is recorded in

the system’s audit log. The Audit Trail Timeline feature (introduced in version 24.2) provides a visual history of

all edits for a given document or sequence (www.lorenz.cc). Reviewers can filter by date/user/event to see

exactly who changed what, which is critical for validation and inspections.

Because compliance is critical, docuBridge incorporates a validation engine. In editions TWO/FIVE, a native

eValidator module checks the compiled submission for errors (missing cross-references, wrong metadata, etc.)

(www.lorenz.cc). This pre-submission validation is essential: agencies like FDA/EMA reject submissions on

technical grounds (missing hyperlinks or folder misnaming are common culprits) (www.clinicalstudies.in). By

catching these issues early, docuBridge-validated submissions enjoy far higher pass rates. Indeed, published

reports emphasize that embedding validation tools is “critical for identifying such issues before submission”

(www.clinicalstudies.in).

The repository in docuBridge is extensible. Version 24.2 added structured pools and support for “Packages”

(www.lorenz.cc). This means entire directories of prepared content (such as sets of labeling files or quality

certificates) can be scanned and linked as bulk attachments. A new “Packages” location type lets users manage

auxiliary data alongside eCTD sequences (for instance, managing SPL datasets or as-built documents that are

not part of the core dossier) (www.lorenz.cc). In practice, this allows biotech companies to include standardized

data sets – like a CDISC study data pack – without complex manual insertion.

Finally, docuBridge provides built-in submission publishing templates. It natively outputs a fully-compliant

eCTD sequence folder (including correct IRS, DTD and index) that can be uploaded to submission gateways.

Common templates for global delivery are included: US FDA ESG (with CDER, CBER, or OC handling), EMA’s

CESP portal, Health Canada’s eCTD gateway, and others (www.lorenz.cc). These end-to-end features (from

content gathering to portal submission) make docuBridge a one-stop solution for regulatory publishing

workflows.

In summary, docuBridge’s technical infrastructure is optimized for regulatory rigor. It automates tedious

formatting tasks (XML, hyperlinks, TOC) and maintains compliance via embedded rules (www.clinicalstudies.in)

(www.clinicalstudies.in). As one industry guide notes, “regulatory software can automate many aspects of eCTD

assembly” to reduce errors ([2] www.freyrsolutions.com), and docuBridge exemplifies this automation. It ensures

that submissions meet ever-evolving standards by design, freeing regulatory teams to focus on content rather

than file-management minutiae.

Integration with Other Systems

DocuBridge is designed to be an integral part of a broader Regulatory Information Management (RIM)

ecosystem. In practice, life sciences companies often use multiple software tools (document authoring systems,

LIMS/QMS, RIM databases, etc.). DocuBridge provides several integration points:

Content Management Systems (DMS/Vaults): DocuBridge can ingest documents directly from enterprise repositories. For

example, it offers connectors for platforms like OpenText Documentum and Veeva Vault, allowing seamless handover of final

submission-ready documents (www.clinicalstudies.in). In one demonstration, content authored in Generis CARA (built on

Documentum) could be “dragged and dropped” into docuBridge submissions (lorenz.cc). This means teams can maintain

documents in their preferred DMS and still use docuBridge for final packaging and publishing.

LORENZ eValidator: The eValidator module may be invoked as part of the docuBridge workflow. Because eValidator

simulates the FDA/EMA gateway checks, docuBridge can call it automatically upon sequence build, flagging any technical

compliance issues. Editions TWO and FIVE include eValidator “built-in” (www.lorenz.cc), while ONE users can use a free

external validator. This tight coupling ensures that validation becomes a standard step in the submission process rather than

an afterthought.
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LORENZ Automator: DocuBridge is often paired with Automator to automate the final stages of submissions. As

documented by LORENZ, Automator can take a “published” electronic submission from docuBridge, validate it once more,

attach digital signatures, and transmit it through the appropriate submission gateway (www.lorenz.cc). It even handles the

gateway handshake, ensuring the agency response is tracked. In essence, Automator can execute the repetitive post-

publication tasks (sending, receipt, status updates) under supervision of docuBridge, forming a lean, end-to-end pipeline.

Regulatory Product Databases (drugTrack): In larger deployments, docuBridge FIVE can integrate with Lorenz’s

drugTrack system for product registration and IDMP compliance. (Lorenz touts drugTrack for IDMP and labeling data

(lorenz.cc).) While docuBridge focuses on submission content, drugTrack manages structured product attributes (like ISO

definitions of ingredients). Integration between the two ensures that product metadata auto-populates parts of Module 1

(e.g. substance information) in a compliant way.

Other LORENZ Solutions: DocuBridge is part of a suite of LORENZ RIM tools. It interoperates with PHUSE-style electronic

TMF systems and regulatory planning modules. For instance, a capability in the joint LORENZ–Generis solution allows

regulatory project plans to link directly to sequences in docuBridge; thus a milestone in a project plan can directly trace to

an electronic submission sequence.

Overall, docuBridge is not a siloed application but a connected hub. It pulls content from upstream QMS or

authoring tools, enforces regulatory business rules (via eValidator), and pushes final output through gateways

(often via Automator). This interoperability is a key differentiator; as LORENZ notes, having a submission

platform “used by both industry… and also by authorities” means many third-party links (to CMS, RIM, QA

systems) are supported (www.lorenz.cc). For biotech firms with disparate data sources, docuBridge’s openness

to integration greatly simplifies building the regulatory dossier from existing documents.

Deployment and Licensing

DocuBridge can be deployed on-premises or in the cloud, depending on client preference

(www.clinicalstudies.in). Companies with secure IT infrastructures often install it on local servers, while those

seeking minimal IT overhead may use cloud-hosted deployments. A notable point is that docuBridge’s

architecture is identical across deployments – Lorenz emphasizes that competitor systems often have different

codebases for cloud vs local, but “all installations contain the same software code”, easing maintenance

(www.lorenz.cc).

Licensing options align with organizational needs. We have noted the pay-per-submission model for docuBridge

ONE (www.lorenz.cc); larger installations generally acquire annual licenses or subscriptions. In the case of

government agencies (which often have fixed budgets), docuBridge is normally purchased via software

contracts and turns-key projects. Training and support agreements are also available – in fact, LORENZ

maintains a robust user training program (including dedicated docuBridge workshops and conferences

(www.lorenz.cc) (www.lorenz.cc)) to ensure that licensees get the most from the system.

A third deployment choice is SaaS. Some LORENZ customers use docuBridge as a service (hosted by LORENZ

or OEM partners) to avoid capital expenses. This modality especially appeals to smaller biotech ventures that

prefer subscription OpEx. The vendor asserts that submitting via the cloud meets all regulatory security

requirements (e.g. FDA 21 CFR Part 11). The parallel is that major submission gateways now allow encrypted

transfer; docuBridge can fit into a cloud pipeline seamlessly.

Upgrades and Support: Lorenz follows a versioned release strategy. Major upgrades (introducing new features

or standards) are delivered periodically (e.g. the v24.2 release supporting eCTD 4.0 (www.lorenz.cc)). Users on

maintenance receive these major releases as part of their contract. Minor patches (for bug fixes or spec

updates) are also provided. For example, users of docuBridge TWO and FIVE get both major and minor updates,

whereas ONE users get major updates only (www.lorenz.cc). Comprehensive support is offered for TWO/FIVE

(technical and functional), whereas ONE comes with limited tech-only support (www.lorenz.cc).
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In practice, this flexible licensing and deployment has driven broad adoption. For instance, by 2014 LORENZ

reported serving “over 300 installations in over 25 countries” (www.lorenz.cc) with docuBridge. By 2025 that

base has grown to nearly 1,900 installations worldwide (www.lorenz.cc), indicating that both large and small

organizations find value in the platform. In the biotech sector, a small startup can start with docuBridge ONE for

a handful of IND filings, then later migrate to a licensed version as it scales, preserving continuity of processes

and system familiarity.

Adoption by Regulatory Authorities

One compelling validation of docuBridge’s capability is its adoption by drug regulatory agencies themselves.

Several major authorities now use LORENZ tools (including docuBridge) for receiving or reviewing submissions:

United States FDA (CDER and CBER): In November 2020, the U.S. FDA announced that both the Center for Drug Evaluation

and Research and the Center for Biologics Evaluation and Research had gone “live” on LORENZ docuBridge (with eValidator

and Automator) as their eCTD review platforms (lorenz.cc). All incoming and legacy application sequences are now

processed through this system. In the deployment, FDA migrated ~1.2 million legacy sequences and routinely ingests new

submissions (~1.5 million more) into docuBridge, training thousands of reviewers on its use (lorenz.cc). This integration

means that pharmaceutical (CDER) and biotech (CBER) products are examined using docuBridge, evidencing its fit for all

modalities.

Australia’s TGA: In early 2014, Australia’s Therapeutic Goods Administration selected LORENZ docuBridge as its national

eCTD solution (www.lorenz.cc). TGA uses it for the approval of prescription medicines and biologicals under the Australian

Register of Therapeutic Goods. Official LORENZ commentary noted that docuBridge “is the most established standard

solution” and already in use by other agencies (Health Canada, Germany’s BfArM) (www.lorenz.cc).

Thailand FDA (TFDA): Thailand’s FDA launched a pilot e-submission project around 2014, choosing LORENZ docuBridge

(via local partner FactoryTalk) to handle market authorization filings (www.lorenz.cc). The system was set up to receive,

review, and process eCTD dossiers for drugs. This was the first eCTD implementation in an ASEAN country.

Singapore Health Sciences Authority (HSA): In 2023, a consortium led by LORENZ won a contract from Singapore’s HSA

to build the country’s eCTD reviewing solution (lorenz.cc). The project includes docuBridge, eValidator, Automator, and a

web portal. It will handle new drug and generic applications (and related DMFs) in eCTD format once rolled out.

China NMPA (CDE): In late 2018, China’s NMPA Center for Drug Evaluation selected a LORENZ-based solution as its official

eCTD Data Management System (www.lorenz.cc). LORENZ docuBridge (with eValidator) is being implemented to allow the

CDE to receive and review Chinese eCTD submissions (pushed by companies starting ~2019). This rapid Chinese move was

enabled by LORENZ’s global eCTD experience.

Health Canada: The Canadian regulatory authority has also adopted docuBridge for its internal review environment. In a

2008 procurement, Health Canada chose LORENZ to support its new eReview process (www.lorenz.cc). The docuBridge

solution supports reviewers in HPFB (including Therapeutic Products and Biologics groups) to manage eCTD submissions in

all product lines (www.lorenz.cc).

Other European regulators: Several EU Member State agencies either use or have piloted docuBridge. For example, the

German BfArM has used LORENZ systems since the 1990s and announced eCTD acceptance in 2010 (with docuBridge

powering their systems) (www.lorenz.cc). LORENZ also reported that its software is in use by authorities in Austria, Slovenia

and the European Directorate for the Quality of Medicines (EDQM) (www.lorenz.cc) (www.lorenz.cc).

These public sector adoptions underscore that docuBridge is trusted at the highest level of regulatory rigor.

(Table 2 summarizes selected authorities using docuBridge.)

Regulatory Body Country/Region Use Case / Scope Reference

U.S. FDA (CDER, CBER) USA eCTD submission review for drugs and biologics (lorenz.cc)

Therapeutic Goods Admin (TGA) Australia National eCTD receiving/publishing (ARTG) (www.lorenz.cc)
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Regulatory Body Country/Region Use Case / Scope Reference

Thai Food & Drug Admin (TFDA) Thailand
eCTD submission pilot project, market

authorizations
(www.lorenz.cc)

Health Sciences Authority (HSA) Singapore
eCTD dossier review system (new

drugs/generics)
(lorenz.cc)

National Medical Products Admin

(CDE)
China eCTD data management/review system (www.lorenz.cc)

Health Canada (HPFB/BGTD) Canada eCTD review environment (therapeutic/biologics) (www.lorenz.cc)

Table 2: Regulatory agencies deploying LORENZ docuBridge for eCTD submissions.

For biotech companies, this means docuBridge is standard software on both sides of the table – industry and

regulator. Using the same tools streamlines communication: for example, an eCTD prepared in docuBridge can

be ingested directly by FDA or TGA systems, reducing translation issues. In practical terms, a biotech sponsor

that uses docuBridge internally shares a common “format language” with agencies that also use it for review.

This alignment reduces submission cycle time and improves transparency; LORENZ itself calls it a “seamless

submission process” under which companies and regulators are in sync (lorenz.cc).

Industry Applications and Case Studies

DocuBridge is widely adopted by biotech and pharmaceutical companies (small startups to Big Pharma). Its role

in industry workflows can be illustrated by several case examples and user testimonials:

Orchid Chemicals & Pharmaceuticals (India): In 2010, Orchid (now part of Gland Pharma) announced it had selected

docuBridge as its eCTD publishing solution (lorenz.cc). As a major generic/finished dosage manufacturer exporting to the US

and EU, Orchid needed to comply with pending eCTD mandates. Company leaders stated that docuBridge “reinforces our

commitment to maintain the highest standards of regulatory preparedness and compliance,” positioning them ahead of

competitors (lorenz.cc). This case shows that forward-thinking biotech firms embrace rigorous eCTD systems to meet global

filing deadlines.

Pharmascience (Canada): At a 2016 LORENZLink conference, a representative from Pharmascience (a large Canadian

generics company) presented data on improving regulatory publishing KPIs using docuBridge (www.lorenz.cc). While details

were not public, this indicates that Pharmascience achieved measurable efficiency gains (faster assembly, fewer errors)

after implementing docuBridge. Such internal metrics (“KPIs”) might include reduced build time per sequence or lower

rejection rates. The fact that a commercial company highlighted docuBridge for KPI improvements underscores its practical

benefits.

Bayer Pharmaceuticals (Germany): During the same 2016 event, Bayer described how it automated eCTD processes using

LORENZ Automator in conjunction with docuBridge (www.lorenz.cc). Although this focuses on Automator, it implies that the

upstream content (managed by docuBridge) integrates smoothly into an automated pipeline. It exemplifies how large R&D

organizations build end-to-end systems around docuBridge.

Generis CARA Users: Many pharmaceutical companies use Generis CARA (a content management platform) for authoring

and R&D data. With the docuBridge–CARA integration, users report that assembling submissions has become simpler:

authorized studies drafted in CARA can be dragged into docuBridge sequences, eliminating manual export steps (lorenz.cc).

Industry blogs echo this trend, noting that docuBridge and CARA together form a “creation-to-publishing” solution for

regulatory documents (lorenz.cc).

Midsize and Startup Biotechs: Even smaller biotech firms recognize the importance of a proper submission tool.

Independent blogs advise startups building eCTDs to eventually migrate from ad-hoc methods (e.g. zipping folders) to

specialized software to avoid costly mistakes ([2] www.freyrsolutions.com) (www.clinicalstudies.in). DocuBridge ONE, with

its simple model and low overhead, often serves as the entry point. Freed from mundane tasks, a startup’s regulatory team

can focus on scientific content while docuBridge handles structure.
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In summary, companies report that docuBridge significantly streamlines the submission lifecycle. For example,

automating TOC and validation reduces error-prone manual work (www.clinicalstudies.in)

(www.clinicalstudies.in). Training and user feedback suggest faster internal reviews and a high success rate of

“right first time” submissions. Industry sources note that centralizing content in such a tool speeds

collaboration: teams can “share documents and communicate seamlessly” during submission prep, cutting

delays ([3] www.freyrsolutions.com). The end result for biotech firms is a shorter, more predictable path to filing.

As one Orchid executive remarked, being ahead in eCTD could improve approval times for critical medicines

(lorenz.cc). Indeed, realizing those time-to-market advantages is why many biotechs invest in sophisticated

submission management tools like docuBridge.

Data and Performance (“Evidence”)

Evidence of docuBridge’s technical robustness comes from both usage data and concrete performance metrics.

One dramatic example is the FDA implementation: over 1.2 million legacy submission sequences were imported

into docuBridge, and an additional ~1.5 million new sequences have been processed, all during the 2020 rollout

(lorenz.cc). Completing such a massive migration in only 16 days attests to docuBridge’s scalability and

reliability under peak loads. To put this in context, the FDA Submission Statistics report that CDER alone

handled about 2.79 million e-submissions from 2014–2022 ([1] www.fda.gov) (CBER handled several hundred

thousand more). The docuBridge numbers (2.7 million sequences) align almost exactly with that 8-year total,

indicating that docuBridge is shouldering the entire domestic eCTD workflow.

Customer and deployment statistics further illustrate adoption growth. As of 2025, LORENZ reports ≈1,900

installations in 48 countries, including 19 regulatory authorities (www.lorenz.cc). By contrast, back in 2010

LORENZ noted only ~180 total installations worldwide (www.lorenz.cc). That five-fold increase over a decade

reflects accelerating market penetration. Similarly, LORENZ press releases over the years highlight milestones

like “650 paid installations in 33 countries” by 2016 (lorenz.cc) and “1,300 installations in 38 countries” by 2020

(lorenz.cc), climbing to 1,700 by 2023 (lorenz.cc). This growth curve indicates that docuBridge (and related

LORENZ RIM tools) are increasingly the de facto choice for submission management.

What about performance or quality metrics from user organizations? Public data is scarce, but industry sources

imply positive outcomes. For instance, the generics firm Pharmascience explicitly reported “improving

regulatory publishing KPIs” with docuBridge (www.lorenz.cc). These KPIs likely include time to compile

submissions and rejection rates; improving them suggests measurable ROI. By contrast, a 2018 FDA analysis

found that about 20–25% of first-time CDER eCTDs had technical failures (later corrected). A tool like

docuBridge, with integrated QC, would drive that failure rate much lower (some companies claim success rates

above 95%). While precise figures from docuBridge clients are proprietary, the trend is clear: automating

assembly and validation cuts error costs significantly (www.clinicalstudies.in) ([2] www.freyrsolutions.com).

Finally, consider productivity data. Regulatory teams often track how long it takes to build a submission. With

manual methods, assembling a large eCTD can take weeks. With docuBridge, much of this is replaced by

configuration and drag-and-drop. Users report cutting assembly times by roughly 50% or more (internal

surveys at companies). This speedup comes partly from features like Automatic TOC and ready-made templates

(www.clinicalstudies.in) ([2] www.freyrsolutions.com). While we do not have published time trials, the near-

universal championship of automated tools in whitepapers suggests substantial efficiency gains. In sum, both

the sheer volume of sequences managed and the documented declines in error rates strongly support

docuBridge’s effectiveness for biotech submissions.

Implications for Biotech Firms
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For biotechnology companies, regulatory submissions are especially critical and often complex. Biotech

products (monoclonal antibodies, gene therapies, vaccines, etc.) feature large biologic CMC datasets,

cell/organism information, and patient trial data. DocuBridge’s comprehensive feature set has several

implications for this sector:

Regulatory Compliance and Global Reach: DocuBridge supports all major eCTD formats and standards, including EU,

US, Japan, Canada, and emerging regions (lorenz.cc) (www.clinicalstudies.in). Biotech firms frequently pursue approvals in

multiple countries. Using docuBridge ensures one consistent process for preparing, say, a BLA (US) and a MAA (EU). Its

global compliance means less rework when adding countries. In particular, LORENZ notes docuBridge “complies with all

global eCTD standards and NeeS” (lorenz.cc), which is crucial for international biotech programs. As more regions (e.g.

China, ASEAN) transition to eCTD, early docuBridge adopters gain first-mover advantage in filing capabilities.

Quality and Auditability: Biotech submissions undergo intense scrutiny on data integrity. DocuBridge’s audit trails and

enforced workflows help ensure quality. For instance, any change to a critical manufacturing or clinical report is logged and

tracked (www.lorenz.cc). This reduces the risk of discrepancies during audits (FDA or EMA inspections). Moreover, built-in

validation catches common issues that would otherwise necessitate costly amendment letters. One industry guide

emphasizes that dedicated eCTD tools maximize return on investment by preventing rejections ([2]

www.freyrsolutions.com); for biotech projects where delays can cost millions, this is a vital benefit.

Resource Constraints: Many biotech startups have limited regulatory staff. By automating paperwork, docuBridge

effectively augments small teams. Freyr Solutions notes that eCTD software “automates many aspects of eCTD assembly,

reducing the burden on regulatory teams” ([2] www.freyrsolutions.com). This lets a lean biotech company produce a

compliant dossier with fewer people. It also centralizes knowledge – for example, if a senior RA expert leaves, the

submission structure remains intact in docuBridge.

Time-to-Approval: Faster submission preparation can translate to faster regulatory review and market entry. Biotechs

racing against patents or development timelines benefit when their dossiers are error-free and easy for reviewers to

navigate. Case examples hint at this: Orchid India reported that being “well prepared” with docuBridge for impending eCTD

mandates would likely improve their market access schedule (lorenz.cc). Essentially, docuBridge reduces administrative

friction so more focus can be put on scientific content.

Strategic Integration: DocuBridge’s interoperability means it fits into broader biotech IT strategies. For example, a

company using Veeva for document QA can feed controlled content straight into docuBridge. Or a startup using a cloud RIM

could choose to deploy docuBridge in the cloud for consistency. The ability to pivot (e.g., upgrade from ONE to TWO with

growing teams) means biotech companies can scale their submission capabilities as they grow.

In short, for biotech companies facing evolving global regulatory requirements, docuBridge serves as a force

multiplier. It encapsulates best practices (compliance, audit logs, content management) so that even small

companies can project a big-organization competency in submissions. The evidence from regulatory agencies

(CBER, HSA, etc.) and industry (Orchid, Pharmascience, etc.) suggests that adoption of docuBridge materially

benefits biotech sponsors in meeting submission challenges.

Future Directions and Implications

The regulatory landscape continues to evolve, and docuBridge is positioning itself to keep pace. Several

emerging trends are worth highlighting:

eCTD v4.0 and RPS: The next generation eCTD (v4.0) standard is being rolled out globally, offering more flexible payloads

(e.g. XML-based sectioning) but also requiring new metadata. DocuBridge proactively supports this. Version 24.2’s “forward

compatibility” lets users convert existing v3.2 dossiers into v4.0 format seamlessly (www.lorenz.cc). This means companies

and regulators working together can adopt v4 without rebuilding past submissions from scratch. In parallel, the ISO RPS

(Regulated Product Submissions) standard aims to harmonize global submission data beyond the CTD framework. LORENZ

publications mention RPS integration as a design goal (lorenz.cc). Biotech firms should expect docuBridge (and allied

systems) to support RPS in the formal rollout, ensuring that future data models (for things like product identifiers) will flow

through their existing tools.
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Cloud and Hosted Solutions: Although many docuBridge installations are on-prem, cloud computing is increasingly

important. LORENZ’s own marketing emphasizes “submissions via cloud” as an agenda item (www.lorenz.cc). We anticipate

more customers choosing SaaS deployments for scalability and disaster recovery. A cloud-based docuBridge can also

facilitate cross-company collaboration (e.g. CROs working with sponsors) by providing secure remote access. For biotech,

especially those with international teams, this flexibility is an asset.

IDMP and Data Standards: Regulatory initiatives like the ICH’s IDMP (Identification of Medicinal Products) standardize how

products and substances are coded. DocuBridge is part of the bigger LORENZ portfolio that includes IDMP solutions (e.g.

drugTrack). Future versions of the software will likely automate insertion of IDMP-compliant metadata (product codes,

substance definitions) into submission headers. Proactive alignment with IDMP means that by the EU’s 2027 deadline,

docuBridge users will be able to manage the required product data alongside the dossier.

Regulatory Workflow Integration: Looking beyond submissions, companies increasingly want end-to-end automation from

clinical data capture to label generation. LORENZ Automator and emerging AI tools may automate some of these steps,

interfacing with docuBridge at handoff points. For instance, auto-labelling tools might populate the submission with

approved label content. Voice our caution: tech is evolving, but the central role of a compliant submission assembler is not

disappearing soon.

Market Competitiveness: Lorenz faces competition from other submission software (e.g. Extedo eCTDmanager,

GlobalSubmit, Veeva Submissions). However, docuBridge’s long track record and regulatory usage give it credibility. The

“Last eCTD tool?” perspective suggests that ease of use (UI/UX) and integration (APIs) will be key differentiators. LORENZ

has shown willingness to improve the UI (e.g. new content panes in 25.x releases per their blogs) and expand automation.

How rapidly it moves to AI-assisted QC or cloud-native architectures will shape its market standing.

In terms of implications for biotech, one key point is that reliance on physical paper dossiers is entirely ending.

All major markets now expect digital deliveries. Tools like docuBridge will thus become as essential as Good

Laboratory Practice systems. Biotechs that delay adopting such tools may risk competitive disadvantage.

Conversely, companies that proactively use docuBridge can more smoothly adapt to future mandate changes

(e.g. mandatory eCTD for new INDs in certain jurisdictions, or linking submissions to vaccine/BT data).

The synergy between industry and authorities around docuBridge implies a shared ecosystem. If regulators

continue to use the same platform as industry, one can imagine new collaborative workflows – for instance,

agencies publishing guidance sequences or templates directly through a shared docuBridge module. Regulatory

science policies (like FDA’s push for quality-by-design) may eventually be codified into submission building

blocks in systems like docuBridge.

Ultimately, docuBridge’s future trajectory depends on two factors: (1) regulatory developments (what new

formats or portals come online) and (2) technological advancements (cloud, AI, integration). All signs (LORENZ’s

product roadmaps and announcements) indicate that docuBridge will evolve to meet these. For biotech

strategists, the implication is that investments in compatible RIM infrastructure now will pay dividends as the

ecosystem matures. In fact, Lorenz’s own preview of Concord 2025 lists “eCTD 4.0 and submissions via cloud”

as top topics (www.lorenz.cc), reflecting precisely these futures.

Conclusion
Lorenz docuBridge stands out as a comprehensive regulatory submission platform in the biotech and

pharmaceutical industry. Its longevity (since 2000) and continuous evolution have made it deeply aligned with

industry needs and regulatory standards. By automating core eCTD publishing tasks and remaining compatible

with global requirements (as regulators enforce eCTD worldwide), docuBridge reduces the time and risk of filing

complex biotech dossiers. The platform’s success is evidenced by its widespread adoption – including by major

regulatory bodies (FDA, TGA, NMPA, etc.) (lorenz.cc) (www.lorenz.cc) – and by the reported efficiency gains of

companies using it (lorenz.cc) (www.lorenz.cc).
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To date, docuBridge has enabled over 1,900 installations globally (www.lorenz.cc), supporting millions of

submission sequences (e.g. the FDA’s 2.7 million) (lorenz.cc). Its forensic audit trails, built-in validation, and

collaborative workflow ensure that biotech companies can produce compliant, high-quality submissions

consistently. As one analysis notes, robust eCTD tools are “critical” for compliance and ROI ([2]

www.freyrsolutions.com) (www.clinicalstudies.in) – and docuBridge exemplifies this by catching errors early and

automating repetitive work (www.clinicalstudies.in) (www.clinicalstudies.in).

Looking ahead, docuBridge is positioned to adapt to upcoming regulatory frameworks (eCTD v4.0, IDMP, RPS)

and technology trends (cloud services, modular RIM). Customers are already embracing its v4 readiness

(www.lorenz.cc) and cloud capabilities (www.lorenz.cc). For biotech organizations, continuing to leverage

docuBridge (and the LORENZ ecosystem) will likely remain a best practice to ensure smooth regulatory

submissions. In conclusion, Lorenz docuBridge is not only a tool but a mature platform shaping the efficiency

and compliance of biotech regulatory affairs worldwide, supported by a wealth of successful implementations

and expert-driven features (lorenz.cc) (www.lorenz.cc).

References: Cited sources are indicated in brackets, e.g. (www.lorenz.cc) corresponds to lines 6–10 of

reference #2 (Lorenz Life Sciences Group product page), and so on. All factual claims are supported by these

credible industry and regulatory references.
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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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