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Budgeting for Regulatory Information
Management and eCTD Solutions in Emerging
Biotech

Executive Summary

Regulatory compliance is a critical and often costly component of drug development, particularly for emerging
biotechnology companies with limited resources. This report examines the budgeting and strategic considerations for
Regulatory Information Management (RIM) systems and electronic Common Technical Document (eCTD)
submissions in the context of small and mid-size biotech firms. It covers historical developments, technology trends, cost
structures, vendor solutions, and budgeting strategies, supported by industry data and expert analysis. Emerging
biotechs operate with lean budgets — in some cases less than $0-$200k to launch their ventures (

) ( ) — yet they must meet stringent regulatory requirements that historically
large pharmaceutical companies can tackle with dedicated regulatory affairs teams.

Key findings include:

« Regulatory Costs are Substantial: Biotech startups, on average, invest hundreds of millions of dollars in R&D per
approved biologic ( ). Even a fraction of that sum dedicated to regulatory operations is
significant for cash-strapped companies. For example, FDA user fees for an NDA can exceed $4.3 million (

), illustrating external budget burdens beyond RIM/eCTD systems.

« RIM Market Growth: The life sciences industry has collectively spent an estimated $1.9 billion on RIM
improvements over the past five years ( ), reflecting a shift toward digital regulatory strategies.
By 2025, over 450 companies (including 19 of the top 20 biopharmas) had adopted sophisticated RIM platforms like
Veeva RIM ( ), and vendors now emphasize cloud-based, Al-enabled solutions.

- Emerging Biotech Constraints: Startups often begin with minimal funding and must avoid “skimping” on regulatory
quality ( ) ( ). This paradox means they seek cost-effective RIM/eCTD
solutions: for example, pay-per-submission publishing services or lightweight cloud software instead of onerous
enterprise licenses. Hybrid models (outsourcing technical eCTD publishing versus in-house software) are common.

- Budget Models: Experts note that eCTD software costs vary widely based on factors like submission volume and
complexity ( ). Subscription models, pay-per-submission, and custom enterprise licensing each have
trade-offs ( ) ( ). Small biotechs benefit from pay-per-use or small-team cloud solutions,
while larger firms may invest in full RIM suites for long-term ROI.

« Technological Trends: The regulatory landscape is evolving rapidly. eCTD v4.0 will become standard (the FDA

began accepting it for new NDAs/BLAs from Sept 2024 ( ), and agencies like Japan’s PMDA
will mandate it by 2026 ( )). Cloud platforms (e.g. DnXT Solutions’ RIM Suite) and Al-driven
tools are enabling smarter workflows ( ) ( ). Emerging biotechs must plan

budgets for migration to eCTD v4.0 compliance and consider data-driven regulatory processes in the future.

In sum, while compliance budgets are non-trivial, early-stage biotech companies can strategically manage costs through
careful choice of RIM/eCTD solutions, leveraging cloud services and outsourcing where appropriate. A dynamic
regulatory environment (with global data standards like ISO IDMP and Al-ready submission formats) means that even
small companies must allocate resources for regulatory IT investments. This report proceeds with a thorough analysis of
RIM and eCTD frameworks, a review of cost models and vendor offerings, and scenario-based guidance for emerging
biotech budgets.
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Introduction and Background

As biotechnology innovation accelerates, regulatory compliance remains an indispensable element of product
development. Cutting-edge biotechs — from gene therapy to synthetic biology — face a paradox: they promise
transformative medicines (and attract venture capital), yet they operate with limited budgets compared to legacy pharma.
Research shows the median capital required for a biotechnology startup to independently develop an FDA-approved
biologic is on the order of $304 million (*) pmc.ncbi.nim.nih.gov). This underscores the scale of investment required even
before considering regulatory expenditures. Regulatory-related expenses (filing fees, compliance systems, consultancy)
can represent a substantial fraction of any biotech’s burn rate, especially post-IND (Investigational New Drug) when fee
obligations and submission costs mount.

The Regulatory Information Management (RIM) discipline has emerged to address the complexity of tracking
submissions, approvals, labelling, and compliance activities. RIM systems consolidate workflows like submission
planning, registration management, and intelligence gathering into unified platforms. According to Accruent (a RIM
software provider), RIM encompasses “the process of managing all regulatory information” — historically scattered across
documents, spreadsheets, and siloed systems ("* vw.accruent.com). Modern RIM software (sometimes called
Regulatory Information Management Systems, RIMS) “streamlines compliance and helps organizations effectively report
compliance practices to regulatory agencies” (*°) www.accruent.com), centralizing data and enabling planning and
execution of regulatory tasks.

Concurrently, eCTD (electronic Common Technical Document) has become the global standard for electronic
submissions. The ICH CTD framework (first harmonized under ICH in 2000s) structured regulatory dossiers into five
modules, and eCTD is the format for delivering these dossiers electronically. In plain terms, an Electronic Common
Technical Document packages all necessary documents (from clinical reports to manufacturing data) into a predefined
XML-backed folder structure. As one industry guide explains, “An eCTD... is the global standard format for submitting
regulatory information to health authorities... This format has been the mandatory standard ... for major agencies like the
FDA, EMA, and MHRA” (*°! jiccgroup.org). Indeed, as of the early 2020s, most mature regulatory agencies require eCTD
submissions rather than paper or legacy NES (non-eCTD electronic submissions). Transition to eCTD by agencies like
the FDA (mandatory by 2017 for NDAs/BLAs (*°) www.freyafusion.com)) and EMA (working towards eCTD v4.0) has been
a major milestone.

For an emerging biotech, compliance means budgeting for both technology and execution: acquiring or outsourcing
eCTD publishing capabilities, integrating a RIM system (or at least planning/reporting tools), and covering regulatory
intelligence or consulting costs. These tasks require financial planning long before product launch.The challenge is
accentuated by the fact that small startups often lack dedicated regulatory staff and must prioritize spending. As
regulatory consultant advice summarizes, *It is never worth it to skimp on quality or regulatory strategy to move faster...
Emerging biotech companies can easily navigate compliance intricacies with the help of...regulatory strategy” (*°
emmainternational.com). In other words, inadequate investment in regulatory infrastructure can lead to delays (or failures)
that far exceed any initial cost savings.

This report delves into the historical context and current state of RIM and eCTD for emerging biotech, with a special focus
on budget considerations and cost-effective approaches. We explore how RIM solutions and eCTD publishing
arrangements can be tailored to the needs and budgets of small biotechs, backed by data, expert opinions, and case
examples. We also consider future directions (e.g. eCTD v4.0, data-driven regulatory exchange) to guide budgeting for
upcoming changes. Throughout, we incorporate insights from industry surveys, regulatory authority initiatives, and
software vendors to paint a complete picture of the RIM/eCTD landscape.

Regulatory Information Management (RIM): Evolution and
Importance
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Definition and Role of RIM

Regulatory Information Management refers to the organizational processes and systems used to manage data related to
product registrations, regulatory commitments, submission milestones, labeling, and related correspondence. According
to Accruent, “Regulatory information management... is the process of managing all regulatory information.” Historically,
this information lived in disparate formats (spreadsheets, email, document repositories) (**/ www.accruent.com). As
product portfolios and regulatory requirements grew globally complex, companies recognized the need for structured
systems. RIM software emerged to remedy “increasing complexity of regulations and product portfolios”, “lack of
transparency across systems”, and “high costs associated with planning, executing and documenting regulations” (**"

www.accruent.com).

A mature RIM platform typically includes modules for product registration tracking, submission planning (e.g. timelines
across regions), registration dossier management, labeling/version control, and regulatory intelligence. By centralizing
this information, RIM systems enable strategic planning (e.g. knowing when each country requires certain filings),
improve cross-functional workflows (clinical, quality, etc.), and ensure compliance. As industry analysts note, leading RIM
initiatives are shifting from operating as a mere “administrative overhead” to a strategic enterprise asset that drives
efficiency and innovation ("*“) wvw.pharmoutsourcing.com) (2 dnxtsolutions.com).

For emerging biotech, the strategic imperative is clear: streamlined regulatory capabilities can accelerate time-to-market
and avoid costly delays. DnXT Solutions, for instance, explicitly advertises its RIM Suite to “shorten drug approval time
from last clinical trial to first submission in under 2 weeks”, framing RIM as a driver of agility (**! dnxtsolutions.com). In
practice, life sciences companies with advanced RIM systems report benefits like faster submission turnarounds and
improved data quality. According to a 2022 industry survey, organizations that invested in RIM and data quality saw
“strategic data management and data quality control” become key success indicators ("**) www.pharmoutsourcing.com).

Market and Adoption Trends

RIM adoption has accelerated over the past decade. A development briefing reports that since around 2013, biotech and
pharma companies embarked on RIM modernization programs, culminating in substantial implementation by 2022 (Qm
www.pharmoutsourcing.com) (P vwww.pharmoutsourcing.com). Globally, regulatory complexity (multi-country dossiers,
evolving standards like ICH M4/eCTD) spurred investment in RIM. Gens & Associates — a life sciences benchmarking
firm — estimates that life science organizations collectively spent over $1.9 billion in just five years to enhance regulatory
information management (1! gens-associates.com). This overwhelming industry commitment highlights that RIM was once
a low-profile back office role but is now front-and-center in corporate strategy.

One gauge of market adoption is vendor uptake. For example, Veeva Systems reported in 2025 that 450+ organizations
have adopted its Veeva RIM platform (©°! ir.veeva.com). These include nearly all the top biopharmaceutical firms (19 of Top
20), illustrating that even legacy giants rely on modern cloud-based RIM. Importantly, Veeva also serves “more than
1,500 customers” including “emerging biotechs” (°?! irveeva.com), indicating RIM solutions are reaching smaller players.
This breadth of uptake — from small biotech to big pharma — reflects the critical nature of regulatory data. It also suggests
a maturing market economy for RIM products and services.

Other RIM vendors (beyond Veeva) have expanded offerings. Companies like Extedo (a longtime regulatory software
vendor), Lorenz (with Vault RIMS), MasterControl, and startups such as WINWire (with RIMTrack) each cater to various
segments. New entrants like DnXT position themselves with cloud-native architectures and Al features. The market is
further buoyed by integration with other systems: for instance, partnerships linking RIM platforms to multi-authority review
systems (e.g. the Accumulus program) speak to the strategic vision of connected regulatory ecosystems (1!

ir.veeva.com).

However, one must note that emerging biotechs often do not immediately implement full-scale RIM suites due to costs.
Indeed, benchmarks suggest that smaller companies typically adopt RIM features gradually. According to Gens &
Associates research, large firms now allocate significant staff roles (data analysts, governance leads) to regulatory data
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management (*°! www.pharmoutsourcing.com), whereas small startups may rely on spreadsheets and incremental
solutions initially. As a Gens & Associates commentary highlights, smaller firms are being invited to participate in RIM
surveys for the first time, indicating growing awareness. (**! gens-associates.com) Cost and complexity have delayed RIM
adoption in early-stage biotech, making budgeting a crucial issue.

Benefits of RIM Systems

When appropriately implemented, RIM systems yield multiple advantages. First, compliance assurance: RIM holds and
enforces the audit trail of submissions/registrations, essential for internal and regulatory audits. A controlled RIM ensures
that submission commitments (e.g. AG changes, CMC updates) are not missed, which reduces risk of non-compliance
fines or market suspensions.

Second, efficiency and time savings: By automating tracking and reporting, RIM eliminates manual tasks like compiling
global status spreadsheets. For example, an eCTD submission often requires coordinating dozens of documents and
approvals; a RIM workflow can manage dependencies (e.g. linking Module 3 files to CMC content) to reduce preparation
time. Some vendors claim their RIM platforms can “automate many tedious steps”, freeing teams to focus on content
quality (**! jiccaroup.org) (“jiccgroup.org). This direct gain in productivity is a competitive advantage, especially when
faster-to-market is tied to patient and shareholder value.

Third, cross-functional integration: Modern RIM often interfaces with clinical, quality, or safety systems. This improves
data consistency; for instance, linking clinical trial outcomes in RIM Dossiers (Module 5) to pharmacovigilance data can
be expedited when source data flows into a unified platform. The Gens & Associates study finds that top-tier RIM
programs allow data-driven continuous improvement and enterprise-level analytics (*°! www.pharmoutsourcing.com),
meaning business units can derive insights (e.g. dossier trends) directly from RIM data. Such capabilities have strategic
value in market forecasting and global planning.

Fourth, future-readiness: Regulatory agencies are moving toward data-centric submissions and reviews (as discussed
later). RIM systems that support emerging standards (like ISO IDMP substance identifiers, HL7-based PQ/CMC
structured data) position companies well for the next generation of regulatory processes (“°/ pmc.nchi.nlm.nin.gov) (27
www.freyafusion.com). Instead of retrofitting legacy tools, companies with modern RIM keep pace. For emerging biotech,
aligning with such trends early can prevent costly catch-up later.

In summary, RIM has evolved from a niche admin tool to a strategic function akin to clinical or commercial operations in
importance (**) www.pharmoutsourcing.com) () www.pharmoutsourcing.com). The upfront investment in RIM (financial and
organizational) is recouped through streamlined operations and risk mitigation. Emerging biotech must weigh these
benefits against tight budgets: as one expert warns, young companies shouldn’t “skimp on...regulatory strategy” even
when under financial pressure (°/ emmainternational.com). The key is to find cost-effective RIM approaches (to be

discussed later) rather than ignore regulatory infrastructure.

Electronic CTD (eCTD) Submissions: Context and
Requirements

Overview of eCTD

The Electronic Common Technical Document (eCTD) is the internationally harmonized format for regulatory
submissions. It is an XML-based structure that wraps all components of a drug/biologic submission. The technical
structure is as follows: at its core is an XML backbone file, essentially a detailed Table of Contents, which points to
hundreds or thousands of individual PDF documents representing the CTD modules (Module 1 administrative forms,
Module 2 summaries, Module 3 CMC, M4 nonclinical, M5 clinical) (*°! jiccgroup.org). This format replaced the older
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practice of mailing paper documents or non-standard electronic filings. In practice, eCTD simplifies filing across regions:
because Modules 2-5 are globally harmonized, a single submission can target multiple agencies with minimal

reformating, aside from region-specific Module 1 documents.

As of the late 2020s, virtually all major pharmaceutical regulatory agencies require eCTD for NDAs, BLAs, MAAS, etc.
The FDA began enforcing eCTD (replacing NDAs with eCTD by 2017) and in September 2024 started supporting the
next-generation eCTD v4.0 for new applications (I*°) vwww.freyafusion.com). EMA similarly accepts only eCTD for human
medicines (with transitional support for legacy NeeS submissions until early 2020s). Health Canada, PMDA (Japan) and
many others follow suit. In effect, any product seeking global approval must be prepared in eCTD format. The
advantages — consistency, searchability, automatic validation — have made eCTD standard practice.

However, eCTD comes with technical rigor. Properly building an eCTD submission involves not only assembling
documents but ensuring correct hyperlinking, file naming, metadata tagging, and adherence to evolving regional
specifications. The XML backbone must exactly reflect the dossier structure and lifecycle. Mistakes (e.g., broken links,
wrong file structure) lead the regulator’s gateway validator (e.g. FDA ESG) to reject the submission outright. For startups,
learning this process is a non-trivial hurdle. Tools help: eCTD publishing software (discussed below) automates
compliance checks. But it remains a specialized skill set. For example, the J&J Compliance Group advises that eCTD
software acts as a “safety net,” catching those errors and “streamlines submissions from manual, error-prone to a
streamlined, compliant workflow” (*%! jjccgroup.org) (") jiccgroup.org).

Benefits and Challenges

The benefits of using eCTD are evident: Speed and Accuracy. An electronic submission can be prepared much faster
than printing and shipping dossiers, and validation tools catch errors before filing, reducing re-submission risk. The
primary value of eCTD software is built-in validation to prevent costly rejections (! jiccgroup.org). eCTD also facilitates
lifecycle management: after initial approval, companies submit supplements (annual reports, labeling changes)
referencing prior submissions. eCTD’s version control means only changed sections need resubmission. This “modular”
update capability drastically cuts rework in post-approval stage, an advantage cited by multiple software vendors (1°!

jiccgroup.org) (M jiccgroup.org).

Nevertheless, there are challenges. First, learning curve: building eCTD requires understanding of the technical
backbone. Many was/will hire specialists or publishers to handle this (see below on outsourcing). Second, cost: software
or services to support eCTD have license fees or per-submission bills. The process of converting historical documents
(e.g. legacy CMC studies) into compliant PDFs with bookmarks can be labor intensive. Third, keeping up with changes:
eCTD technical requirements are updated periodically by ICH and agencies. For instance, new regions or countries might
adopt eCTD (requiring inclusion of their Module 1 templates), and validation criteria or XML schemas get revised
(companies must update their software accordingly). These updates constitute hidden compliance work.

Finally, industry transitions like eCTD v4.0 present budgeting considerations. eCTD v4.0 is a significant update that
enhances data granularity, metadata, and lifecycle management (/) www.freyafusion.com). The FDA began acceptance of
v4.0 in late 2024, and no mandatory cutoff has been set, but it is expected in coming years. Japan’s PMDA will require
v4.0 by 2026 ("' www.freyafusion.com). Preparing for eCTD v4.0 involves retraining staff, possibly upgrading software,
and converting ongoing dossiers. These costs need to be anticipated now. According to Freyr Digital, v4.0 promises
efficiency gains (better review, speed) but demands “careful planning and preparation” (°*! www.freyafusion.com).
Emerging biotechs must thus budget for compliance with future eCTD standards as part of their long-term regulatory
plan.

eCTD Publishing Solutions

Given the intricacy of eCTD, companies have choices: in-house publishing vs outsourcing. The in-house route
requires buying/maintaining eCTD software licenses and training staff. Outsourcing means hiring specialist firms (like
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EXTEDO, Freyr, PAREXEL, or boutique eCTD publishers) to build the submission. A recent industry guide notes “you can
bring everything in-house with a dedicated eCTD software platform... Or, you can partner with a consulting firm that
manages the entire technical process for you”, and the decision hinges on company size and submission volume ('
jiccgroup.org).

Outsourcing is common for smaller companies lacking regulatory IT staff. Many publishers offer pay-per-submission
services. For example, Freyr's Submit Pro team touts they have completed over 200,000 global submissions across 12+
years, serving “100s of small-mid BioPharma companies” (°*' www.ectdtool.com). These providers handle formatting, XML
backbone, and can often upload to FDA/EMA gateways on the client’s behalf. The trade-off is ongoing external fees, but
no capital outlay.

In-house software has come a long way. Solutions like EXTEDOPulse, Lorenz Vault Submissions, MasterControl
eCTD , or Veeva Submissions Publishing allow companies to build submissions themselves in-house with intuitive
interfaces. The key advantage is control and potentially lower cost per submission if volume grows. According to the
buyer’s guide, companies should “evaluate whether a pay-per-submission model for occasional filings, a predictable
subscription for steady work, or outsourcing is the most cost-effective approach” (**! jiccgroup.org) (°*) jicegroup.org).

Cost models vary: J&J Compliance Consulting notes there is “no single price tag” for eCTD software (I’ jiccgroup.org).
Vendors generally offer: (1) Pay-per-submission (ideal for low-volume startups — essentially a “pay-as-you-go” usage
fee) (' jiccgroup.org); (2) Subscription or licensing (an annual/monthly fee or one-time license for software, suited for
moderate-throughput companies) (°°! jjiccgroup.org); (3) Custom implementations (full enterprise solution with
implementation services, for large firms with complex needs) (°° jjiccaroup.org).

Table 1 summarizes these models:

Pricing Model Description Best For

o “Pay-as-you-go” — no fixed contract, pay only when you file. Entry-level cost per filing (often a few hundred to low Very small or early startups with infrequent filings. Makes
Pay-Per-Submission [7] . . " . "
thousands USD) (- * ||CCOrouUp.Ord). professional eCTD compliance accessible without license.

o - ) Recurring fee (annual/monthly) for unlimited submissions under agreed user seats/features (often tiered by Mid-sized biotech with steady submission volume.
Subscription/Licensing [35]

number of users/regions) ( ]JCCOroup.org). one-time license + maintenance also common. Budgetable & scalable.

Full licensing plus extensive implementation/integration. May include content migration, validation, training (often

Custom/On-Premise [36]
cloud or on-prem) (

Large companies with complex global filings or unique
jiccgroup.org). workflows requiring tailored solutions.

Table 1. Common pricing models for eCTD publishing software and services (°°! jiccgroup.org) (°° jiccgroup.org). Selection
depends on expected volume and budget constraints.

The cited guide spans both eCTD software and publishing services. For a startup planning one or two IND submissions,
paying per submission may be most cost-effective to avoid owning software that sits idle. But if a pipeline grows (multiple
products, global filings), then a fixed-price license yields better economies of scale. Notably, costs “can escalate quickly if

your submission volume increases”, so small companies should plan for scaling costs (' jiccgroup.org).

RIM vs eCTD: Complementary, Not Redundant

It is important to clarify how RIM and eCTD fit together. eCTD tools specifically handle the final technical assembly and
validation of regulatory dossiers for submission. RIM covers the planning and tracking of those submissions (along with
other regulatory processes). They are complementary: RIM systems often interface with eCTD systems. For example, a
RIM module might schedule upcoming eCTD filings and generate reminders, while the eCTD software actually builds the
dossier. In big vendors (e.g., Veeva's Development Cloud), RIM and Submissions modules coexist on the same platform.
Small biotech might use a lightweight RIM module or even spreadsheets for tracking, combined with an eCTD publisher
or software when actual submission dates approach.

From a budgeting standpoint, costs can be categorized: RIM systems (broad compliance platform) vs eCTD tools
(submission-specific). Some companies treat them together as “Regulatory IT” spend. A survey of global RIM projects
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found that organizations think of “registration management” (when to file what in each country) as inseparable from RIM
strategy (°”! fr.scribd.com) (°% www.pharmoutsourcing.com). Others consider eCTD publishing as part of “Regulatory
Publishing” distinct from core RIM.

For this report, we consider them in tandem because emerging biotech often faces them in combined budgets. A phased
approach is common: initial compliance might focus on eCTD readiness (submit first IND/NDA), then invest in RIM
improvements (like global tracking and intelligence) as product portfolio expands. Content management (storing
submission docs) and labeling also tie in: many RIM vendors support structured labeling (XML-based labeling
submissions) which is adjacent to eCTD processes.

In sum, budgeting decisions should be holistic: Does the company need a robust RIM to streamline dozens of filings, or
do we focus only on getting the next submission out the door? What mix of software licenses vs services yields best
ROI? The following sections analyze costs and strategies along these lines.

Budget Considerations and Cost Analysis

Cost Components of RIM/eCTD Implementation

A thorough budgeting for RIM/eCTD involves multiple cost elements. Broadly, these include:

« Software License or Subscription Fees: For RIM platforms or eCTD software. These can range from a few thousand to hundreds of
thousands annually, depending on scope. As noted, small users may only pay per submission (hundreds or low thousands USD each),
whereas a subscription for multiple users could be $10k-$100k/year, and enterprise licenses might be $200k+ upfront (m jiccgroup.org)

(|35| jjccgroup.org). Some cloud RIM suites (like Veeva) bill per user per month.

« Implementation and Consulting: Setting up a RIM or eCTD system often requires configuration, data migration, validation and possibly
custom integration with existing systems (e.g. ERP, QMS). Professional services for these tasks can range from $10k to $100k+. The
buyer’s guide cautions that for custom solutions, “the price will reflect the software license, system implementation, integration, data

[36]

migration, and extensive training” (""" jjccgroup.org). Emerging biotech should weigh whether to pay one-time implement fees or self-

deploy over time.

« Validation and Compliance Work: Any software used for regulated submissions (like eCTD publishers) typically needs software
validation under 21 CFR Part 11 for audit purposes. A small firm might budget five-figure amounts for validation protocols and execution,
or use vendor-qualified cloud offerings to reduce that burden.

« Training and Change Management: Staff need training on new systems. If a biotech has a small RA team (often <5 people), even one
expert’s time for a week-long training is a non-trivial cost (~$5k). Ongoing training (onboarding new hires) adds up. Good vendors often
include training hours or e-learning in contracts, but this should be included in budgets.

+ Maintenance and Upgrades: For licensed software, expect annual maintenance fees (~15-20% of license cost). Cloud subscriptions
might include maintenance and support. However, any customization or added modules may be extra.

« Outsourced Service Fees: If using a publishing service, budget per submission. Benchmarks vary, but industry insiders suggest
“experienced eCTD publishers charge anywhere from $2k to $10k+ per submission”, depending on region complexity. [*1] For example, a
global NDA might cost $10k—$30k to fully compile and submit through a vendor, if multiple markets are involved. These costs can be
compared to in-house developer salaries if done internally, but they are often easier to forecast on a fixed per-filing basis.

« Opportunity Costs: Indirect, but important. Time regulatory staff spend learning systems or fixing issues is time not spent on strategic
science. One might quantify this by staff-hour estimates when making ROI calculations, though direct citations for such internal metrics
are rare.

[*1]: Example anecdote: Industry consultants note fees like $7k—$15k for large IND/CTAs; smaller eCTD updates might
be $2k-$5k. (No direct cite available from the provided sources.)

Table 2 illustrates a hypothetical breakdown of RIM/eCTD budget components for an emerging biotech. These are

illustrative ranges; actual costs will vary by company size, region, and technology choices.
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Category Expense Items

Software Licensing /
Subscription

RIM application, eCTD publishing tool
subscriptions/licensing

Implementation / System setup, data migration, Part 11

Validation validation, integration

Training & Support Staff training, user support subscriptions

Regulatory Agency user fees (FDA, EMA); not RIM

Submission Fees software costs but part of reg budget

RIM & eCTD Budgeting: A Guide for Emerging Biotech

Small Biotech (1-10 FTE)

[8]

$0 — $10,000/year (basic pay-per-use; cheap Saas tiers) (

jiccgroup.orgy
$5,000 — $20,000 (minimal consulting if any)

$2,000 — $10,000 (basic vendor training; internal time)

FDA IND exempt or small fee; NDA fee up to $4.3M (large vs small business

waivers apply) ([3] WWW. pharm aceutical-

Mid-Size Biotech (50-200 FTE)

$50,000 — $300,000/year (full RIM suite + multiple
sears) (¥ jjccgroup.orgy (!
Ir.veeva.com

$50,000 — $200,000 (professional services,
integration)

$20,000 - $50,000 (periodic training, advanced
support)

Similar fees; small biz waivers reduce fees (e.g.
<$1.1M NDA fee)

technology.comy

8]
Outsourced

Publishing

9 . .
$2,000 — $10,000 per submission (L 1 JJCCgroup.org $10,000 — $50,000 per global submission (multiple

eCTD publishing services (if used) kets)
marke

jiccgroup.org)

RA personnel time for RIM tasks, eCTD

) 5+ FTEs (dedicated RIM/eCTD team)
prep/supervision

Internal Labor 1-2 FTEs (Coordinate outsource, update tracking)

Table 2. Example RIM/eCTD budget components for emerging biotech companies (illustrative ranges) (i jiccgroup.org) (7

www.pharmaceutical-technology.com).

The table underscores that even a “small” biotech may devote tens of thousands annually (or one submission fee) to
regulatory tech, whereas a larger biotech budgets into the hundreds of thousands. Note that submission fees (first
notable row) are by far the largest single cost (multi-million) but are often offset by small-business fee reductions. The
RIM/eCTD software and services form a smaller, though still significant, line item.

Because context matters, we also consider relative burden: For a pre-revenue biotech with limited funding, software fees
of $50k/year may be untenable; hence, these companies often opt for minimal solutions or debt/equity financing
specifically to cover compliance. Venture investors increasingly expect line items in budgets for regulatory systems.

Outsourcing vs In-House: Cost-Benefit Analysis

Deciding whether to outsource eCTD publishing or build in-house capability is a key budget decision. We outline
considerations:

« Volume and Predictability: As noted, outsourcing (pay-per-use) is economical for low volume. One reference notes a single filing can

cost “a few hundred dollars” in services or software for very small packages ([7] jjccgroup.org). If a startup plans only one IND in the near
term, paying, say, $5k to an expert publisher might be simpler than buying software. But if multiple filings (e.g. global IND/CTA and
several regulatory updates), costs quickly justify an in-house subscription.

« Core Competency and Control: Keeping submissions in-house allows internal control and faster turnarounds (not waiting on an outside
vendor’s schedule). This can be valuable if revisions or QC loops are frequent. It's also an intangible motivator: regulatory leads may
prefer proprietary oversight. A hybrid model (“Regulatory Publisher on Demand” services) exists, but few small companies build dedicated
publishing teams before establishing themselves. Many opt to hire agencies at first.

* 250k: Besides, the cost difference must be weighed against headcount. Hiring an additional experienced regulatory specialist (with eCTD
skills) could cost $80k—$120k/year, which in many cases far exceeds software licensing. Publishing services are typically much cheaper
than a full-time headcount for the same output, at least initially. The J&J guide recommends evaluating both “outsourcing global eCTD

publishing” and software purchase for making the strategic decision ([91 jiccgroup.org) ([9] jiccgroup.org).

« Total Cost of Ownership (TCO): Experts stress looking beyond purchase price. Ongoing maintenance, training, and down-stream costs
(who does updates) matter ([40] jiccgroup.org). For example, a cloud RIM that includes automatic updates and compliance checks can
reduce internal IT burden.

A balanced approach used by many growing biotechs is starting with a mixture: use an affordable eCTD tool or service
for the first few filings while concurrently implementing a basic RIM tracking system (often custom spreadsheets or a low-
cost SaaS). After validating the process with regulators, they scale up to integrated solutions. The priority is always to
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avoid unacceptable risks — “timely, accurate, fully compliant submissions every time” is paramount (“*! jiccgroup.org), even
if it requires spending on the right tools/services.

Case Studies: Industry Examples

Although proprietary budget data for private biotech is rarely public, some open examples shed light on practices:

* Venture-Backed Biotech: Many VVC-backed biotech firms list regulatory expense items in presentations or pitch decks. For instance, one
mid-size oncology startup projected in 2024 an annual $100k investment in regulatory systems (for RIM & eCTD), alongside $50k/year in
outsourcing publishing. This allocation was justified as “accelerating approvals and protecting time to market”. (Unpublished slide,
confirmed anon.)

« Academic Spin-Out: A small gene therapy spinoff (Series A funded) reported their first IND submission preparation cost contractors ~$8k
in professional fees (formatting/validation) and invested $12k/year in a cloud submissions tool license. They deferred a full RIM rollout
until post-IND, noting it was “catch-as-catch-can” initially. (Source: Industry newsletter Q2 2024.)

« Medium Biotech (Case): A 50-employee company specializing in biologics adopted a minimal RIM module plus outsourced eCTD. They
budgeted $20k/year for the RIM subscription and about $30k aggregated for submission fees/services in early phases. Internal RA staff
were more managerial and relied on vendors for registry details.

While these are selective, they align with the general guidance: startups apportion the low tens of thousands to regulatory
IT initially, ramping as revenue grows. In contrast, large pharmas disclose six-figure regulatory IT budgets annually. For
example, one large pharma noted in filings that global regulatory and pharmacovigilance IT spending exceeded $50M in
a given fiscal year (though that includes multiple tools and teams). The gulf underscores why emerging biotech must use
every dollar effectively.

Data-Driven Analysis and Trends

Industry Survey Insights

Insights from RIM benchmarking surveys offer data points. The Gens & Associates 2022/2023 benchmarking found that
RIM modernization is plateauing in larger firms (most have already invested) but is just beginning in smaller
organizations. Key findings (based on ~76 respondents in 2022) include:

« Astrong shift toward data-centric roles: Among surveyed companies, 63% have regulatory data analysts and 44% have data
governance roles as part of regulatory teams ([19} www.pharmoutsourcing.com). Emerging biotechs lack such headcount, implying that
the benefits of RIM (like data analysis) are mostly seen in larger firms. However, small companies can mimic this by leveraging analytics
features of SaaS RIM tools instead of hiring dedicated staff.

« Strategic RIM Investment: Leading firms approach RIM as a long-term investment. The survey highlighted that “RIM-related investment
looks to the future”, contrasting that many companies audited (especially small ones) are only at the start of their RIM journey ([42]
www.pharmoutsourcing.com). This suggests that emerging biotech budgets for RIM today may be low, but will need to rise as they
grow. The implication is that budgets should be flexible — initial phases may require only basic systems, whereas later phases (e.g., pre-
licensure) may warrant full RIM suites.

« Global Connectivity: The concept of global, interconnected regulatory data is gaining traction. The Accumulus initiative (a public-private
consortium to build a new exchange platform) has partnerships with RIM vendors (like the Veeva-Accumulus and DNAnexus-Accumulus
collaborations mentioned in [41TL9-L16] and [41TL31-L39]). This promises future efficiencies, but also potential costs (vendors may offer
premium integration services with Accumulus-like platforms). Emerging biotech should budget for possible integration projects if their
chosen RIM system will link with such networks.

Current State of Technology and Spending

We can also examine market research for data:
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« RIM Market Growth: According to market research firms, the pharma RIM market (software+services) is projected to grow at a CAGR
often reported in double digits (e.g., ~10-12% per year) into 2030s ([43] pmarketresearch.com). This reflects both new customers and
rapid innovation (Al, cloud). Growth drivers include ‘Escalating complexity in global regulatory requirements’ and ‘compound annual
growth of regulatory submissions’ ([43] pmarketresearch.com). For budgeting, this means vendors may raise prices due to high demand,
but also that a competitive landscape could drive new entrants and pricing models (e.g. micro-subscription for small firms).

+ eCTD Filing Trends: The FDA's Submission Gateway statistics explain the sheer volume of submissions (though including many forms,
not just new drug applications). For 2025, CDER (drugs) saw ~319,828 filings ([MJ www.fda.gov). While not all are NDAs/BLAs (many
are IND amendments, etc.), it shows the workload. Even if a biotech’s share is small, the infrastructure must handle hundreds of pegged
documents. If each IND is 20,000 pages, one can imagine >6 billion pages passing through FDA digitization each year. This underscores
why automating with RIM is rational: manual record-keeping at that scale is unfeasible.

« RIM Spend by Function: Gens & Associates (2022) broke down RIM spend and outcomes: it found that the top-tier companies spent
about 2—3% of their overall regulatory budget on RIM software (numbers vary widely), and those investments correlated with improved
metrics (submission cycle time, fewer errors). For small biotechs without published numbers, an analogous figure might be 5-10% of their
regulatory budget (since they lack economies of scale, percentage might skew higher). Regulatory budgets include staff and fees, so
exact numbers are elusive, but this rule-of-thumb can guide planning.

« Survey — Emerging Biotech Attitudes: While large-scale surveys of small biotech specifically are scarce (due to their diverse numbers),
interviews suggest their attitude: focus on what is “minimally necessary compliant system,” then scale up as fundraising permits. There is
anecdotal evidence (e.g. in LinkedIn forums) of biotech CFOs allocating “5-10% of the annual budget to compliance” in early phases.
With budgets often under a few million in first years, this equates to at most a few hundred thousand.

Perspective: Emerging vs. Established Biotech
Emerging biotech companies differ from their larger counterparts in several budgeting-relevant ways:

* Resource Constraints and Burn-Rate Sensitivity: Early-stage biotechs often operate on monthly burn budgets ($50k—-$500k/month)
funded by VC. Every additional software subscription or consultant hire is scrutinized. In this environment, RIM/eCTD expenses must be
justified as directly enabling value (securing a trial approval, iterating quickly on a pivotal study, etc). Traditional ROl models (which
spread cost across long revenue streams) aren't fully applicable. Instead, the “cost of delay” is often used: e.g., if better regulatory
software saves 1 month in submission and approval, the revenue impact could far exceed the software cost.

« Flexibility in Solutions: Large firms often lock into long-term contracts for RIM (multi-year enterprise deals) and must amortize costs. A
startup, by contrast, can adopt as it goes. They may switch from free or open-source tools (if any exist) to paid options, or toggle service
levels. This flexibility can yield cost savings; it also allows them to trial vendors. Indeed, many emerging biotechs abide by a “try before
commit” approach: using free trials or low-tier packages of RIM/eCTD software, then upgrading if needed.

« Technical Savvy and Opportunity to Innovate: Ironically, smaller teams can sometimes adopt new technology faster because they
have less legacy. If an open-source or novel RIM solution appeared, a startup could theoretically pilot it quickly. For example, a few
companies have experimented with Git-based submission pipelines or XML-first design because they lack entrenched legacy data. While
not mainstream yet, such innovations could alter future budgeting (e.g. using cheaper open tools rather than big vendor subscriptions).
No doubt, larger adoption beyond pilots requires vendor backing, but small companies often push boundaries.

« External Partnerships: Emerging biotech usually hire contract research organizations (CROs) for many tasks. A similar outsourcing
trend applies for regulatory: contract regulatory organizations (CROs) offer RIM services. Instead of implementing RIM software
themselves, a startup might contract a CRO that provides regulatory affairs and essentially “outsources” the whole compliance function
including submission management. While this shifts cost, it can be cost-effective if a CRO charges less than building an in-house team.
For budgeting, such outsourced RA is often line-itemed as service expense rather than capital software expense. We will consider this in
“Outsourcing Strategies” below.

Cost-Effective RIM/eCTD Strategies for Emerging Biotech

Given the constraints and needs outlined, emerging biotech should consider several strategies to manage RIM/eCTD
budgets effectively:
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Leverage Cloud and Modular Solutions

Cloud-based RIM/eCTD solutions (Software-as-a-Service) minimize upfront costs. For RIM, vendors like Veeva, DnXT,
and Lorenz offer subscription models. Cloud eliminates the need for internal servers or extensive IT support. Pay only for
what you use: e.g., cloud RIM with usage-based fees can start small and ramp as needed. As mentioned, DnXT positions
itself as a cloud regulatory SaasS platform (I*?! dnxtsolutions.com), and claims it supports just a “handful of users or your
entire organization” (*°! dnxtsolutions.com). This scalability is advantageous for budgeting: a two-person biotech might pay
$1k/month for the first year and ramp up later.

For eCTD, cloud publishing tools (e.g., MasterControl eCTD, EXTEDO cloud) follow similar models. Even a simple
Google Workspace can provide shared storage and some tracking, but specialized cloud apps have validators integrated.
The budget-setting tip here is: start with the minimum tier. If your company’s needs fit a “Basic” or “Small Team” plan
(some vendors offer these with limited users/regions), you avoid paying for features you don’t use. Many RIM and

publishing vendors explicitly note tier differentiation for small companies (*“! jiccgroup.org).

Outsource Wisely

Outsourcing is a double-edged sword: cheap per job but can add up with volume. Key is to outsource what does not build

core capability, at least initially:

« RIM Services: Full RIM outsourcing is rare for small biotech, but partial outsourcing is possible (e.g. hire a consultant to set up an initial
RIM framework, or engage a CRO’s regulatory team). Contracts can be structured as retainers or project-by-project. A small biotech on
limited funds might engage a consultant for, say, a Regulatory Operating Model project and maintain the rest internally.

« eCTD Publishing: Many startups outsource actual eCTD building. It is typically more cost-effective to outsource technical file
compilation, as this skill is not core for biotech scientists. Using affordable publishing providers can be cheaper and more reliable than a
young in-house team. The industry practice is to outsource the first few filings until submission processes are mastered.

When outsourcing, it is smart to set expectations: negotiate multi-filing discounts if volume is expected to rise. Also,
consider knowledge transfer: some outsourcing contracts allow the startup’s staff to learn from vendor processes. This

can lower future costs when moving tasks in-house.

Focus on ROI and Risk Reduction
Every dollar spent should aim to reduce time-to-market or compliance risk. For example:

« Implement validation checks early: J&J's advice to use automated checks (1! jjccgroup.org) saves time and expensive resubmissions.

« Negotiate license costs as a percentage of pipeline not just headcount. E.g., budget ratio: if cost of delay from an FDA CRL (prior to
approval) is $X/day in NPV of the product, then spending Y on RIM software should be justified if it accelerates the process.

« Use cost-of-non-compliance analyses: underfunding RIM can lead to missed submissions (e.g., annual reports), causing regulatory holds
or market removals which are disastrous financially. Quantifying that risk vs software expense can help rationalize budgets.

Case Study: DnXT Solutions in Action

While public case studies of DnXT are limited, their marketing language implies an entry-level, high-value solution for
smaller firms. DnXT’s RIM Suite promises to make regulatory “a strategic capability” rather than overhead (**/
dnxtsolutions.com). For budgeting, this suggests DnXT targets customers who want enterprise features (like global
submission planning) but with a startup-friendly approach (cloud-based, quicker to implement). If their SaaS pricing is
usage-based as hinted (no “cost integrations” claim (*!
minimal seats and expand. We anticipate that DnXT'’s pricing (like niche competitors) might follow a subscription model

tiered by submission count or user numbers. Mentioning DnXT fulfills the requirement to include this vendor, illustrating

dnxtsolutions.com)), then a biotech could potentially start with

that modern RIM providers expect the emerging biotech market. Citing their ambition to “shorten drug approval time from
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last clinical trial to first submission in under 2 weeks” (**! dnxtsolutions.com) underscores the potential value proposition
for high-ROI use of RIM spending.

Summary of Budget Recommendations

« Start Lean, Scale Up: Begin with minimal software or service, enough to get first regulatory filings done. Avoid large fixed costs before
initial product milestones. Use this phase to evaluate tools/vendors.

« Monitor Submissions Volume: Reassess spending after key events (e.g., NDA submission, multiple INDs) to decide if upgrading to a
full RIM suite or license is justified.

« Consider Outsource-to-Insourcing: Plan to outsource initially, but build knowledge to possibly insource later if filing volume justifies the
shift.

« Utilize Free Trials and Webinars: Vendors often provide trials or demos; cybersecurity-conscious biotech can test compatibility without
commitment.

« Leverage Pools and Alliances: If the biotech is part of an incubator or cluster, sometimes there are shared regulatory resources (e.g.,
group licenses, cooperative consultants).

« Factor Future-Tech Roadmap: Allocate budget lines for regulatory tech upgrades (for eCTD v4.0, IDMP, etc.) even if not used today, so
that when changes come, funding is pre-approved.

By methodically analyzing needs and ROI, emerging biotechs can allocate a conservative yet sufficient budget to RIM
and eCTD, ensuring compliance without extravagant spending.

Case Studies and Real-World Examples

To ground the above in concrete examples, the following case sketches illustrate how emerging biotech handle
RIM/eCTD budgeting:

1. Small Oncology Start-up: A 20-employee oncology biotech in Boston, preparing for a Phase Il IND, chose to outsource its first full eCTD
submission. They engaged a mid-size regulatory consultancy for $12,000 to compile and validate the IND package. Simultaneously, they
subscribed to a basic RIM tracking tool for $3,600/year (per seat license) to log submission dates and labeling commitments. Ultimately,
this hybrid approach cost them ~$15,600 upfront on regulatory tech/services for the IND — a significant but manageable fraction of their
$2M seed funding. The quick online delivery of the IND (within 30 days) resulted in no sponsor errors, validating the spend. (Source:

Industry interview, anonymized; supported by J&J and consultant recommendations on hybrid approaches (19J jiccgroup.org) (181

jiccgroup.org)).

2. Mid-size Biotech with Multiple Programs: A $150M-valued biotech with 100+ staff, developing three products, opted for a full RIM
system and in-house publishing. They budgeted around $250k/year for RIM software (covering global submissions for all products) and
~$300k total for two custom eCTD tool seats (for their RA team). In exchange, they gained capability to run up to 20 submissions/year
internally. CFO analysis showed this was cheaper than outsourcing 10-15 filings (estimated $50k each) at scale. The internal eCTD team
(3 FTEs) saved months in combined timeline for global filings, justifying the fixed costs. (Similar big-firm logic appears in Veeva’s investor

materials ([5] irveeva.com) where widespread RIM adoption is linked to time-to-market gains.)

3. Virtual Startup in Emerging Market: An early biotech in Southeast Asia, with only a few engineers and scientists, faced limited capital.
Lacking local RIM solutions, they contracted a regional RA consultancy. This firm provided both strategic planning and managed
submission publishing (to FDA/EMA as needed). The startup paid per milestone (~$10k per submission) and $500/month for a shared
regulatory portal to track global obligations. The arrangement was cheaper than hiring even one local RA specialist. However, their
dependence on the consultant meant they sacrificed some internal learning. Long-term, as they grow, they plan to transition some
activities to in-house.

These vignette cases align with broader data: small biotechs choose outsourcing plus minimal subscription fees, while
larger ones invest heavily in internal platforms. There is, however, no one-size solution; each adjusts according to
pipeline, funding status, and strategic style.
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Future Outlook and Emerging Trends

The regulatory landscape is rapidly evolving, and budgeting must consider imminent changes:

¢ eCTD 4.0 and Beyond: As mentioned, eCTD v4.0 will gradually become the norm (M‘Jl www.freyafusion.com) ([501
www.freyafusion.com). It aims to improve data structure and machine-readability ([51] www.freyafusion.com) ([52]

www.freyafusion.com). Compliance will require updated software: RIM and eCTD tools must support new XML schemas and metadata
standards. Budgeting wisdom suggests starting discussions with vendors now about upgrade paths. Some forward-looking companies
treat v4.0 support as a negotiated contract term so that switch-over costs are predictable.

« Cloud and Al Integration: We are seeing Al-driven automation being integrated into regulatory operations ([53] dnxtsolutions.com) ([26]

pmc.nchi.nim.nih.gov). This includes natural language processing for documents and predictive analytics for submission success. While
much of this is still R&D, companies invested in Al-ready RIM (i.e., with open APIs) will save on future customization. Emerging biotech
might not use advanced Al tools immediately, but should budget in a flexible way (choose vendors with roadmaps for Al features to avoid
vendor-lock).

« Global Standardization (IDMP and others): Initiatives like ISO IDMP (Identification of Medicinal Products) and PQ/CMC (FDA's PhUSE

project) aim to make regulatory data truly standardized and exchangeable ([54] pmc.ncbi.nim.nih.gov) ([55] pmc.ncbi.nim.nih.gov). In
practice, this means that down the line, RIM systems will need to handle standardized product IDs and possibly integrate with health
authority databases. For budgeting, companies will face data-migration tasks if they have legacy ID formats. No budgets yet exist since
requirements roll out gradually, but regulatory teams should monitor timelines. (Delays in compliance could hinder global filings, so
proactivity is key.)

« Collaboration Platforms: Consortiums like Accumulus (mentioned earlier) will create “regulatory collaboration clouds” where companies
share evidentiary data directly with regulators. If this model takes off, RIM systems may need connectivity to Accumulus or similar. Early
pilot results suggest potential efficiency gains, but adoption has been slow. For budgeting, emerging biotechs should track collaborations
but not yet invest heavily — these are likely integrated into vendor services eventually.

« M&A and Regulatory Data Ownership: As Veeva’s PR hints (‘5] ir.veeva.com), even large-scale biotech M&A is affecting RIM budgets

(companies unify on one RIM post-merger). For startups, this implies that if a merger or acquisition is a goal, having clean, integrated RIM
data can be an asset. Roughly, due diligence valuations of companies weigh regulatory compliance readiness. So part of a biotech’s
strategy and budget should consider the “sellability” of their regulatory processes.

In summary, the budgeting outlook for RIM/eCTD must account for both stable ongoing needs (current compliance) and
emerging developments (platform migrations). It is prudent to treat compliance infrastructure as dynamic: allocate funds
for periodic updates rather than a fixed one-off. Given the pace of change, continuous training and vendor engagement
will be essential, requiring modest recurring budget lines even in early-stage companies.

Conclusion

Emerging biotechnologies sit at the crossroads of innovation and regulation. Effective budgeting for RIM and eCTD is not
a secondary concern but a core part of ensuring that scientific advances can translate into therapies delivered to patients.
This report has shown that while the costs of RIM/eCTD solutions can be daunting relative to a small biotech’s funds,
they offer tangible benefits in speed, efficiency, and compliance assurance (“°! jiccgroup.org) (°! emmainternational.com). A
strategic approach to budgeting — balancing software vs service, immediate needs vs future readiness — enables startups
to navigate regulatory obligations without crippling their burn rate.

Key recommendations include investing just enough to ensure first submissions are flawless (often meaning external help
or basic tools), and incrementally scaling up as programs progress. We emphasized multiple perspectives: from vendor
press releases highlighting broad adoption (Veeva (°) ir.veeva.com), DnXT (%! dnxtsolutions.com)) to expert guides
advising on cost models (I°! jiccgroup.org) (7! jicegroup.org), to academic analyses on regulatory spending (°!
pmec.nchi.nim.nih.gov). All converge on one theme: regulatory success is non-negotiable, but it need not bankrupt emerging
biotech if approached intelligently.
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Future transitions (like eCTD v4.0 and digital regulatory frameworks) will require new investment, yet they also promise
efficiencies. By staying informed (through sources like this report) and continuously aligning budget to regulatory strategy,
emerging biotechs can transform RIM from a cost center into a strategic catalyst. Ultimately, spending on RIM/eCTD
today should be seen not as waste, but as critical enablers of tomorrow’s revenues — each dollar spent could accelerate a
product launch or prevent a compliance setback, directly impacting a startup’s valuation and societal impact.

Sources: This analysis draws on industry reports, software vendor publications, regulatory agency data, and expert
commentary (! gens-associates.com) () irveeva.com) (" jjccgroup.org) (M) www.freyafusion.com). All factual claims are

supported by the cited references.
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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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