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Right-Sizing RegTech for Emerging

Biotechs: Flexible Licensing & Deferred-

Value Models

Introduction

Emerging biotech companies operate under intense pressure to innovate on limited budgets

while navigating stringent regulatory requirements. Adopting regulatory technology (RegTech)

promises efficiency and compliance benefits, but smaller biotechs often struggle with the cost,

scalability, and implementation hurdles of these tools. “Right-sizing” RegTech refers to

tailoring compliance solutions – in functionality, scale, and business model – to fit the needs of

early-stage biotechs. This report explores how modular, cloud-native RegTech platforms and

creative licensing models (like usage-based pricing, tiered subscriptions, and deferred-value

agreements) can help small biotechs embrace digital compliance without breaking the bank.

We also examine case studies, vendor and investor perspectives, and how these flexible

approaches influence product-market fit, fundraising, and time-to-market for new therapeutics.

Challenges in Adopting RegTech for Emerging Biotechs

Financial Constraints: The biggest barrier to compliance technology for startups is cost.

Small biotechs have limited cash, and enterprise-grade RegTech or quality systems can carry

hefty license fees and implementation expenses. As one industry expert observed, “The biggest

barrier to quality systems compliance among small and startup biotechnology companies is

money” link.springer.com. This often forces startups to rely on ad-hoc manual processes

(spreadsheets, shared folders) which are error-prone but perceived as “free.” Yet skimping on

compliance can hurt long-term value – a biotech lacking basic regulatory systems may be valued

lower by pharma partners or investors due to anticipated re-work link.springer.com. Thus,

upfront cost vs. future payoff is a constant tension.

Scalability and Fit: Many RegTech solutions were originally built for Big Pharma scale, with

broad feature sets and complex configurations ill-suited to lean teams. A small biotechʼs

regulatory affairs group might be one or two people, lacking the bandwidth to manage a heavy

enterprise system. Over-engineered solutions can overwhelm startups, both financially and

operationally. For example, large on-premise systems might require dedicated IT support,

validation effort, and user training that a young company cannot afford. The challenge is to find

tools that scale down effectively – solutions that are effective for a handful of users or a single
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product pipeline, and can then scale up as the company grows. In practice, that means avoiding

monolithic “all-or-nothing” software. As one RegTech provider describes, a modular platform

allows functions to be “flexibly adapted to different needs” and is “freely scalable: from the

operation of a single system to a broad compliance solution.” deloitte.com. Emerging biotechs

need this scalability without paying for capacity they wonʼt use at early stages.

Implementation Hurdles: Even if a RegTech product is affordable, implementation itself can

be a hurdle for startups. Traditional software rollouts often involve lengthy validation, data

migration, configuration, and training – which can tax a small organization. Any downtime or

diversion of resources is costly when timelines for IND filings or clinical trials are tight. Indeed,

uncertainty about the effort and cost to establish a compliant system often leads biotech

executives to delay automation. Studies have found even larger firms struggle to budget for

compliance programs link.springer.com, so for startups this uncertainty is magnified. There may

also be a cultural hurdle: early-stage companies with a “science-first” mindset might not have

in-house regulatory IT expertise, making them hesitant to adopt new systems. They need

RegTech that is easy to deploy (ideally cloud-based with minimal setup) and comes with

strong support or pre-validation to reduce the internal burden.

Lean Compliance Mindset: By necessity, many emerging biotechs run lean compliance

workflows, focusing only on essential regulatory and quality activities to conserve resources.

While lean operations are efficient, they can risk gaps in documentation or oversight. The key

challenge is balancing lean practices with meeting regulatory expectations. Industry advisors

advocate a “smarter, leaner compliance posture” for startups link.springer.com – essentially

doing just enough to ensure compliance without wasted effort. This often means prioritizing

high-impact compliance elements (for example, a few critical standard operating procedures and

a basic document control process) rather than a full-blown quality system on day one. The lean

approach relies on flexible tools that can be configured quickly and evolve over time, as

opposed to big systems that require all processes defined upfront. In summary, small biotechs

need cost-effective, scalable, and quick-to-implement RegTech solutions that align with their

lean operations and can grow in complexity as the company matures.

Right-Sizing RegTech: Modular, Cloud & Lean Solutions

“Right-sizing” RegTech means matching the tool to the scale and maturity of the

organization. For emerging biotechs, this often entails choosing modular, cloud-native

platforms and adopting an incremental approach to digital compliance:

IntuitionLabs - Custom AI Software Development
from the leading AI expert Adrien Laurent RegTech Adoption for Emerging Biotechs: Licensing Models

© 2025 IntuitionLabs.ai - North America's Leading AI Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 3 of 18

https://www.deloitte.com/lu/en/Industries/technology/analysis/regtech-companies-compliance.html#:~:text=Provider%20of%20digital%20legal%20%26,to%20a%20broad%20compliance%20solution
https://link.springer.com/article/10.1057/jcb.2008.60?error=cookies_not_supported&code=39e6c627-9ef9-49a2-a255-b57d6470ac51#:~:text=Ironically%2C%20in%20my%20work%20advising,related%20activities.1
https://link.springer.com/article/10.1057/jcb.2008.60?error=cookies_not_supported&code=39e6c627-9ef9-49a2-a255-b57d6470ac51#:~:text=example%2C%20%2425%20000%20in%20the,United%20States
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf
https://intuitionlabs.ai/articles/regtech-biotech-licensing-models?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf


Modular Solutions: Rather than one massive system tackling every compliance area, modular

RegTech allows startups to “start with what matters most and expand incrementally.” A modular

platform might offer separate components for document management, training, regulatory

submissions, etc., which the company can add one by one. This way, a biotech can implement the

core modules it needs now and defer others until the scope of operations grows. Modular design

also prevents paying for unused features – the platformʼs functions can be tailored to current needs.

For example, an AML compliance platform in finance was noted to have a “modular structure” that let

its range of functions be adapted flexibly and scaled from a single use case up to a broad solution

deloitte.com. In the biotech context, a modular RegTech might mean starting with a basic electronic

document repository (to replace paper records) and later adding, say, a full quality management or

eCTD submission module when the company is preparing to file an NDA. Modular offerings align with

the reality that early-stage companies donʼt need – or canʼt handle – a full enterprise

compliance suite at the outset.

Cloud-Native Platforms: Cloud-based RegTech has been a game-changer for right-sizing solutions.

A 100% cloud platform eliminates the need for on-premise servers, software installation, and heavy

IT maintenance – crucial for small firms with no internal IT department. Modern RegTech vendors

emphasize that their scalable cloud architecture supports teams “of any size” with nothing to

install rimsys.io. For example, Rimsys (a regulatory information management provider for medtech)

highlights that itʼs fully cloud and “supports teams of any size” while requiring no local

infrastructure rimsys.io. Cloud delivery also usually means the vendor manages validation and

updates centrally, so the biotech always has an up-to-date, compliant system without dedicating

staff to system administration. In practical terms, a cloud RegTech solution can be accessed via a

web browser from day one, often configured remotely by the vendor, drastically shortening

deployment time. This “instant on” capability helps startups avoid long installation projects and start

seeing benefits faster. Cloud platforms also typically enable subscription pricing (OpEx) instead of

large upfront licenses (CapEx), aligning with startup budget preferences (discussed more in the

next section). In short, cloud = lower overhead and faster time-to-value for small companies.
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Lean Compliance Workflows: Right-sized RegTech should embody simplicity and lean best

practices out-of-the-box. In other words, the tool shouldnʼt just be smaller; it should also encourage

efficient workflows. For example, lean compliance focuses on meeting GxP requirements with

minimal waste or bureaucracy pharmtech.com pharmtech.com. A right-sized solution might come

with pre-configured templates or processes suitable for a startup (e.g. a basic change control or

CAPA process that fits a 10-person company, rather than a complex multi-department workflow).

Veevaʼs new Vault Basics for Biotechs is illustrative: it packages key applications (for clinical trial

master file, quality documents, and regulatory submissions) in a “complete, pre-validated

solution” designed to let a small biotech “operate quickly and efficiently as we scale our business,”

according to one biotech IT director stocktitan.net. The pre-validation and best-practice

configuration mean the company doesnʼt have to design everything from scratch – enabling quick

deployment and nimble operation. Lean also means focusing on the most critical compliance

needs first. John Avellanet, writing on biotech compliance, recommended startups define a minimal

overall quality framework and “make do with what you already have” rather than over-investing early

link.springer.com link.springer.com. A right-sized RegTech tool supports this approach by being

highly configurable (so it can map onto the startupʼs simple org structure and processes) and by

scaling smoothly – as compliance activities expand, the same system can track more processes or

users without a redesign. In essence, right-sized solutions grow with the company: they prevent both

overkill at inception and underperformance as complexity increases.

By leveraging modular design, cloud delivery, and lean configurations, RegTech providers are

making their products more accessible to emerging biotechs. A notable trend is the rise of “out-

of-the-box” packages specifically for small life science companies. For instance, Veeva

Vault Basics (launched in 2024) offers a turnkey bundle of Vault applications with zero

implementation cost, explicitly targeting growing biotechs stocktitan.net stocktitan.net. It

delivers just the core functionality needed (clinical eTMF, quality docs, submission archive) along

with training and support, and itʼs pre-set with industry best practices. Such offerings illustrate

how vendors are right-sizing their enterprise platforms for the startup segment,

acknowledging that smaller biotechs require a different scale and approach. The outcome is a

win-win: biotechs get to digitize compliance early – improving efficiency and audit readiness –

without the traditional barriers, and vendors cultivate relationships with companies that may

become major customers in the future.

Flexible Licensing Models Aligned to Startup Growth

Beyond product design, flexible pricing and licensing models are crucial to making RegTech

attainable for emerging biotechs. Traditional enterprise software licenses (large upfront fees or

per-user seat licenses) can be non-starters for startups. Instead, vendors are adopting models

that align cost to usage, value, and growth trajectory:
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Usage-Based Pricing (Pay-as-You-Go): An increasingly popular model in SaaS broadly, usage-

based pricing charges customers according to how much they use the software, rather than a flat fee

or fixed number of user licenses. In the context of RegTech for biotechs, usage metrics could be, for

example, number of regulatory submissions managed, volume of data stored, or number of

active projects. This model ensures a small company pays only for what it actually needs – a “pay-

as-you-go” approach that offers flexibility and minimizes waste techcxo.com. If an early-stage

biotech only has one drug candidate and a trickle of documents, its costs stay very low; as activity

scales up in later stages or with more programs, costs increase commensurately (at which point the

company presumably has more funding). This aligns well with startup cash flow constraints. Notably,

3 out of 5 SaaS companies now use some form of usage-based pricing openviewpartners.com,

reflecting a broad shift away from strict seat-license models in the software industry. Analysts

observe that “with UBP, you share in your customersʼ success – your revenue grows as they derive

more value” openviewpartners.com. For RegTech vendors, this means they invest in helping a

biotech grow usage (e.g. more trials, more submissions) and trust that revenue will follow. Early

adopters in life sciences include platforms offering “per-use” licenses for certain features or API

calls. As an example, an AI-driven compliance startup OntoPharma advertises “usage-based pricing”

for its services linkedin.com. The key benefit of UBP is lowering the entry cost – early-stage

companies can adopt enterprise-grade capabilities *“without enterprise budgets,” as one report put

it lifebit.ai, because theyʼre only paying for the modest usage they have. This model also reduces

risk: if the tool doesnʼt prove useful, the company hasnʼt sunk large fixed costs, and if it is useful, the

cost naturally rises at a pace the business can handle.

Tiered and Modular Licensing: Many RegTech providers offer tiered subscription plans or modular

licensing that map to a companyʼs size and needs. A tiered pricing model typically provides a

“Startup” tier (entry-level features at a lower price), a mid-level tier for growing companies, and

an “Enterprise” tier with full features and higher capacity techcxo.com. This segmentation ensures

that a small biotech can opt for a basic package (perhaps limited in number of user accounts or

functional modules) at a price point they can afford, and then upgrade tiers as their requirements

expand. For example, some eQMS (electronic Quality Management System) vendors have published

price ranges: one analysis noted Qualioʼs Startup plan at ~$12k per year vs. higher tiers at $20k+ for

larger teams cognidox.com. The lower tier gives core compliance functionality at a scale suitable for

a startup (maybe 5-10 users and essential modules only). Modular licensing goes hand-in-hand

with tiers – companies can license individual modules à la carte. If a biotech only needs a regulatory

submissions tool but not a full quality suite yet, a vendor might let them subscribe just to that

module. MasterControl, a quality/platform provider, explicitly markets “flexible pricing plans to meet

your business needs” mastercontrol.com, indicating a willingness to tailor what a client pays for.

Similarly, Rimsys promotes a pricing model “that isnʼt tied to individual user seats,” instead

focusing on the scope of usage rimsys.io. Unlimited user licensing is a boon for startups because it

means they wonʼt be charged per headcount – they can involve all team members or external

collaborators in the system without incurring extra fees. Modularity and tiering align the software

cost with a startupʼs stage: as the company progresses (more employees, more products, more

complex compliance needs), they can incrementally add users, modules, or move to higher tiers,

rather than facing a cost cliff from the start. This graduated investment model tracks the startup

growth curve.
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Freemium and Trials: While not licensing per se, itʼs worth noting that some RegTech providers

offer free trials or freemium versions for startups. This is common in SaaS and increasingly seen in

B2B compliance software as well. A limited free tier (for example, a sandbox for up to X documents

or a single project) can allow a cash-strapped biotech to start using the tool and prove its value

before committing budget. It also speaks to evolving customer expectations – many tech-savvy

startup teams expect to “try before they buy”. A freemium approach lowers the adoption barrier

and can convert to a paid tier once the company outgrows the free limits. For instance, some cloud

ELN/LIMS products in biotech have community editions. In RegTech, an analogy might be giving a

free compliance checklist tool, with the option to upgrade to a full RIM system. This model, combined

with usage-based scaling, means a biotech can begin digital compliance literally at no cost, then

gradually ramp up spending as a function of growth.

Outcome-Based or Value-Based Fees: A more innovative licensing concept is charging based on

outcomes or specific value metrics achieved. This model, used in other industries (e.g. legal

success fees, ad performance fees), ties payment to the clientʼs success. In RegTech, true outcome-

based pricing might be tricky (since outcomes like drug approval depend on many factors), but one

could imagine hybrids – for example, a vendor could charge a premium only when the biotechʼs

product gets regulatory approval (a milestone indicating huge value creation). This would effectively

defer substantial fees until the point when the biotech can afford them (after fundraising or

partnership triggered by the approval). Outcome-aligned models have the advantage of aligning

incentives: the vendor is motivated to ensure the customer achieves that result. As one pricing

strategist put it, “This results-oriented model aligns incentives for both the client and provider,

creating a win-win when objectives are met.” techcxo.com. In practice, outcome-based pricing for

RegTech might appear as performance guarantees (e.g. money-back if submission timelines arenʼt

improved by X%), or bonuses tied to successful filings. While not yet common, the industry is clearly

exploring ways to tie pricing closer to delivered value rather than just software inputs. It reflects a

broader shift from selling “products” to selling “outcomes” or “relationships” techcxo.com

techcxo.com.

In summary, flexible licensing lowers adoption barriers by ensuring that RegTech costs scale

with a biotechʼs usage and success. Instead of the traditional enterprise approach (large

perpetual licenses or annual fees agnostic of usage), these models make compliance technology

a variable expense that grows in proportion to the company. This is crucial for startups trying to

conserve cash and avoid fixed overhead. The trend is evident: one 2023 report found 61% of

SaaS companies will have some usage-based element by year-end openviewpartners.com,

and many take a hybrid approach (combining base subscriptions with usage add-ons)

openviewpartners.com. RegTech vendors in life sciences are catching up to this trend, with

offerings like “no seat license” pricing rimsys.io, “startup packages,” and publicly

emphasizing flexibility. The message to emerging biotech customers is that weʼll grow with

you – you can start small and you wonʼt be stuck paying enterprise prices until youʼre an

enterprise. This alignment builds trust and makes it far more feasible for early-stage companies

to adopt critical compliance systems early in their lifecycle.

IntuitionLabs - Custom AI Software Development
from the leading AI expert Adrien Laurent RegTech Adoption for Emerging Biotechs: Licensing Models

© 2025 IntuitionLabs.ai - North America's Leading AI Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 7 of 18

https://www.techcxo.com/evolving-pricing-models-relationship-based-strategies/#:~:text=upgrades,situation%20when%20objectives%20are%20met
https://www.techcxo.com/evolving-pricing-models-relationship-based-strategies/#:~:text=behavior.%20,per%20use%20of%20licensed%20software
https://www.techcxo.com/evolving-pricing-models-relationship-based-strategies/#:~:text=software%20providers%20and%20entertainment%20companies%2C,per%20use%20of%20licensed%20software
https://openviewpartners.com/blog/state-of-usage-based-pricing/#:~:text=In%20fact%2C%20we%20predict%20that,and%20vertical%20software%20giant%20Autodesk
https://openviewpartners.com/blog/state-of-usage-based-pricing/#:~:text=With%20the%20growing%20popularity%20of,more%20usage%20as%20they%20grow
https://www.rimsys.io/pricing#:~:text=We%20believe%20that%20truly%20centralized,tied%20to%20individual%20user%20seats
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf
https://intuitionlabs.ai/articles/regtech-biotech-licensing-models?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=regtech-adoption-for-emerging-biotechs-licensing-models.pdf


Deferred-Value Models: Milestones, Royalties, and Risk-

Sharing

While flexible pricing helps reduce upfront cost, some vendors and service providers go a step

further with deferred-value or risk-sharing models. These models minimize initial costs by

tying payment to future value generation – an approach very familiar in biotech deal-making

(e.g. milestone-based license payments), now being applied to service and technology

agreements. Key deferred-value strategies include:

Milestone-Triggered Payments: In this model, the client pays the vendor in stages when certain

predefined milestones are achieved, rather than paying fully from the start. Biotech startups are used

to milestone deals in partnerships (e.g. paying a licensor upon IND filing, Phase I completion, etc.),

and similar logic can apply to RegTech procurement. For instance, a RegTech vendor contract might

require only a nominal fee upfront, with larger payments due when the biotech reaches regulatory

milestones like filing an IND, starting a clinical trial, submitting an NDA, or securing FDA

approval. This ensures the biotech is not shelling out large sums until those critical value-inflection

points – by which time, if a milestone is hit, the company likely has more funding or revenue to pay. It

also shares risk: if the project fails early, the vendor receives less (but also the biotech gained less

value from the software). This model was pioneered by some CROs and clinical service providers as

a way to partner with biotech clients. For example, Lindus Health (an innovative CRO) uses a “risk-

sharing, milestone-based payment model” that many see as “much needed in the CRO industry”,

aligning payments to trial milestones lindushealth.com. The same concept can translate to

compliance technology – essentially treating the software like a development partner that bets on

the programʼs success. Milestone payments might also be tied to time-based goals (e.g. successful

completion of a regulatory submission within X months) or usage milestones (e.g. when the

company exceeds a certain number of filings or products in the system, a payment is due). By

structuring fees this way, upfront investment risk is reduced for the biotech, since payments map

to tangible progress. From the vendor perspective, it creates a deeper partnership and potential for

larger total reward if the client succeeds in the long run.
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Royalty-Based or Value-Share Agreements: Royalty-based pricing means the vendor takes a

percentage of future revenues or value instead of (or in addition to) fixed fees. In software, this

model is seen in certain cases (for instance, some game engines charge a royalty on game sales

above a threshold, rather than an upfront license). The TechCXO consulting group notes that even

tech and content firms are “moving towards royalty-based pricing”, continuously rewarding

stakeholders per use or revenue generated techcxo.com. For an emerging biotech using a RegTech

platform, a royalty-style deal could involve the biotech paying the vendor a small percentage of its

product sales or license revenues if and when the product reaches market. In essence, the RegTech

provider would be investing its software/service into the biotech in return for a future slice of the

pie. Another variant could be equity: the vendor takes a tiny equity stake or warrants in lieu of some

fees, effectively banking on the biotechʼs future valuation (not exactly a royalty, but a similar value-

sharing concept). These arrangements are rare but not unheard of – they resemble what law firms

sometimes do (defer fees for equity in startups). The benefit to the biotech is obvious: near-zero

cost until success, and even then payments scale with actual revenue. For the vendor, the upside can

be much larger than standard fees if the biotech hits big (akin to an investorʼs return). However,

vendors must be selective and conduct due diligence to feel confident enough in a client to accept

this risk. Royalty-based models also require clear definitions of the revenue base and audit rights,

to ensure trust on both sides. In practice, a modest royalty rate on eventual drug sales might be

agreed, or a capped royalty that ends after a certain amount is paid. This model aligns extremely well

with the biotechʼs interests – the vendor essentially becomes a stakeholder in the therapeuticʼs

success – but it hinges on a long-term outlook and is only viable for vendors that can afford to defer

immediate income.

“No Cure, No Pay” and Performance Guarantees: A simpler form of deferred-value model is when

vendors guarantee outcomes or offer “no cure, no pay” terms. For example, a compliance consulting

firm might say: we will implement your eQMS, and if you donʼt pass your next FDA inspection, you

owe nothing. This places the onus on the provider to deliver quality. In software terms, a vendor

could agree to defer subscription fees until the system demonstrably streamlines a process by X% or

until the company achieves some compliance goal. These guarantees are essentially putting fees at

risk if value isnʼt realized, which builds customer confidence. While not as directly monetary as

milestone or royalty deals, itʼs part of the same philosophy of “we only get paid if you get value.”

Outcome-based fees (discussed above) fall here too. For instance, paying a RegTech provider a

bonus for every month of time saved in preparing a regulatory submission (compared to baseline) –

effectively sharing the value of speed gained.

Such deferred-value models transfer some risk from the biotech to the vendor, which is a

bold shift from the traditional client-vendor dynamic. In biotech R&D, everyone is familiar with

risk-sharing because of the high failure rates; extending this to compliance tech is an emerging

idea that seeks to align the vendorʼs incentives with the biotechʼs success milestones. A real-

world example in a related domain is patient recruitment services: one firm, 1nHealth, advertises

“shared-risk pricing based on milestones – when you win, we win”, charging based on

enrollment milestones like signed informed consents or randomized patients 1nhealth.com. They

even note that if milestone pricing isnʼt a fit for the client, theyʼll offer other flexible models

1nhealth.com. This shows a customer-centric flexibility that is likely to become a differentiator

among service providers.
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For RegTech vendors, adopting deferred or success-based models can be a way to break into

the startup market and build loyalty. It demonstrates confidence in their productʼs ability to drive

the clientʼs success (theyʼre willing to wait to get paid). It also addresses the elephant in the

room for many biotechs: the fear of spending on infrastructure that might not be needed if

the science fails. By saying “pay us later when things go right,” vendors can overcome that

objection. From the investor perspective, these models are intriguing because they effectively

reduce the upfront burn rate of the startup. If a biotech can conserve cash by deferring

payments, its runway extends – possibly reaching critical milestones on the same funding, which

investors love. On the flip side, investors in the RegTech vendors might question the risk – but if

managed well (e.g. a portfolio approach of many small bets on promising startups), it could pay

off handsomely and capture market share.

It should be noted that structuring such agreements requires trust and legal clarity. Both

parties need clear terms on what triggers payments and how much. The vendor also needs to

ensure it can cover its own costs in the interim. Often, a hybrid approach is used: some reduced

base fee plus a success kicker. The key point is that the financial burden of compliance tools

can be shifted in time to align with when the biotech has gained value (and presumably

funding) from its R&D. This is essentially an investment by the vendor into the biotechʼs

development process. As the industry matures, we may see more formalized programs – akin to

incubator packages – where software companies partner with accelerators or VCs to provide

tools at low cost up front, with agreements for future compensation once the startups hit certain

growth markers.

Industry Perspectives: Vendors, Investors, and Customers

The move toward right-sized, flexible RegTech models is driven by evolving perspectives of

vendors, investors, and the biotech customers themselves in the life sciences industry.

Vendor Perspective – “Land and Expand” with Startups: Established RegTech providers see

the burgeoning biotech startup sector as an important growth avenue, but only if they adjust

their approach. Large vendors historically catered to big pharma, but now they are creating

offerings for the “small to mid-sized biotechnology firms” that were often underserved

stocktitan.net. The launch of Veeva Vault Basics exemplifies this strategic shift. By offering a

low-barrier, bundled solution with no implementation fees, Veeva aims to capture these young

companies early and accompany them through growth. A market analyst noted that Vault

Basics not only addresses a pain point (high compliance costs) but “positions \ [Veeva] as a vital

partner in these companiesʼ growth journeys.” stocktitan.net stocktitan.net. The vendorʼs bet is

that a biotech which starts on Vault Basics will “graduate” to full Vault products as it scales,

creating a steady pipeline of future large customers stocktitan.net. This land-and-expand

model values lifetime customer value over short-term license revenue. It also helps vendors

maintain market share against newer point-solution startups by locking in relationships early.

From a product standpoint, vendors are simplifying and “pre-packaging” solutions
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specifically for this segment, acknowledging that ease-of-use and quick time-to-value are

paramount. They are also increasingly willing to customize pricing (as we saw with flexible

models) and even provide extra support or services to ensure small clients succeed. In essence,

leading RegTech vendors are shifting from a one-size-fits-all sales strategy to a customer-

centric approach that meets biotechs where they are – often offering mentorship, best

practices, and scalable packages. This is a significant evolution: it treats compliance not just as

software delivery, but as a collaborative partnership, which can differentiate their brand in a

crowded market.

Investor Perspective – Enabling Efficiency and Reducing Risk: Investors in both biotechs and

in RegTech companies have vested interests in these new models. For venture capital backing a

biotech startup, seeing a sound compliance infrastructure in place can be a de-risking factor.

Sophisticated life science investors understand that strong regulatory compliance “maturity”

is linked to a stronger negotiating hand and smoother pharma partnerships

link.springer.com link.springer.com. If a startup has a right-sized quality system early, it can

prevent costly delays or deal-breakers later (such as failed inspections or extensive data

cleanup before a partnership). However, investors also do not want their funds diverted to overly

expensive IT systems at the expense of R&D. Flexible and deferred pricing models solve this

dilemma by conserving cash for science while still putting essential compliance tools in place.

An investor will appreciate that a company using, say, a subscription-based eQMS is paying a

manageable monthly fee instead of having spent half a million upfront on software licenses. It

stretches the investmentʼs impact. Moreover, deferred-value deals essentially act like non-

dilutive financing for the startup – the vendor is financing the compliance operations until

success, which frees investor capital to go into value-creating research. Some investors may

even negotiate packages with preferred vendors for their portfolio companies. On the flip side,

investors in RegTech vendors are closely watching these models to ensure they make business

sense. The promise is that by capturing more of the startup market, the total addressable

market (TAM) grows significantly, and those startups that succeed could yield very lucrative

long-term contracts. Itʼs analogous to how cloud providers offer credits to startups, knowing a

few will turn into huge spenders down the road. The risk is deferred revenue and the chance not

all bets pay off, but diversified across many biotech clients, the statistics (only a minority of drug

programs succeed) can be managed if pricing accounts for it (e.g. higher take from successes).

Overall, the investor community encourages innovation in pricing that removes barriers – as one

industry veteran put it regarding CROs, having “cost certainty” and “aligned incentives” with

partners is a “game changer” for biotech projects lindushealth.com lindushealth.com.

Customer Perspective – Evolving Expectations: Todayʼs emerging biotech executives and

regulatory managers, often coming from a generation accustomed to modern SaaS tools, have

higher expectations for convenience, flexibility, and alignment of price to value. There is a

noticeable shift in customer attitude: they are “getting tired of subscription models” that feel

inflexible or overpriced techcxo.com. Just as consumers experience subscription fatigue,

biotech startups are wary of software that forces them into a big commitment or a bundle of

features they donʼt need. They increasingly demand “a strategy that supports growth, fosters
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loyalty, and drives profitability” for them as the customer – not just for the vendor linkedin.com.

This means they look favorably on vendors who offer transparent pricing, easy scaling, and who

do not require, for instance, paying for 100 user seats when the company has 15 employees.

Customers expect a dialogue around value: if a certain compliance tool is only needed once

they hit Phase 2 trials, they want the option to add it at that time, not pay for it during discovery

phase. They also expect fast onboarding and minimal disruption. The success of “self-serve”

software in other domains influences biotech – clients now often prefer a cloud solution they can

spin up in weeks over a heavy implementation taking months. The Vault Basics user quote

encapsulates this expectation: having “proven technology that was easy to deploy” allowed the

company to remain nimble and reduce ramp-up time, while cutting risk of non-compliance

stocktitan.net. In short, emerging biotechs want enterprise-grade capabilities delivered in a

startup-friendly way. Pay-as-you-go, as mentioned, means they can get those capabilities

“without enterprise budgets” lifebit.ai – an expectation that vendors either meet or risk losing

the business. Another dimension is support: small companies often expect vendors to act almost

as advisors (since they may not have internal regulatory IT experts). So the customer

experience becomes a selling point – companies will gravitate to RegTech providers who offer

hands-on help, pre-configured templates, and knowledge of regulatory best practices,

effectively extending the startupʼs team. Overall, the bar has been raised: flexible licensing and

right-sized offerings are not just nice-to-have, they are quickly becoming an expectation

among life science startups shopping for solutions.

Impact on Product-Market Fit, Fundraising, and Time-to-

Market

Adopting right-sized RegTech with innovative business models does more than save money – it

can materially influence a biotechʼs trajectory in product development and commercialization:

Product-Market Fit for RegTech Vendors: From the vendorʼs standpoint, tailoring products and

pricing to emerging biotechs significantly improves their product-market fit in this segment. A

RegTech solution that might have been “too much” for a 20-person company becomes viable and

attractive when itʼs scaled down and offered via flexible models. By solving the real pains of cost and

complexity, vendors unlock a new customer base. The evidence is in uptake: for example, ten

biotechs quickly signed up for Veeva Vault Basics soon after its launch stocktitan.net

stocktitan.net, validating that the offering fit a market need. For RegTech startups themselves

(companies building compliance tech), focusing on flexible, cloud, affordable solutions is a

competitive advantage to capture the long tail of smaller biotechs that incumbents previously

ignored. This broader adoption contributes to network effects as well – if many small biotechs adopt

a platform early, it could become an industry standard as they grow, feeding back into the vendorʼs

success. In sum, right-sizing RegTech is a key to achieving product-market fit in the large, growing

segment of biotech startups, which in turn can drive the next wave of growth for RegTech

providers.
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Fundraising and Valuation for Biotechs: For emerging biotechs, having appropriate compliance

systems in place can strengthen their position in fundraising and partnering. When pitching to VCs or

negotiating with pharma, a biotech can point to its established digital compliance infrastructure as

evidence of being “due-diligence ready” and able to scale. This can shorten the diligence process

and inspire confidence that the company wonʼt falter on regulatory grounds. As noted in Journal of

Commercial Biotechnology, a startup biotech with a good compliance program “will always demand a

higher price” in partnerships because the partner wonʼt have to fix compliance gaps

link.springer.com. Thus, investing (smartly) in RegTech can increase the companyʼs valuation or

deal terms – a significant ROI beyond operational efficiency. Flexible licensing and deferred payment

models make it feasible to gain this benefit early without straining the balance sheet. Additionally, by

deferring costs or tying them to success, startups preserve precious capital. This can affect

fundraising strategy: a company that can show it needs less cash upfront for operational overhead

(thanks to pay-as-you-go services) might raise slightly less equity or be able to allocate more funds

to research, improving capital efficiency metrics that investors track. In some cases, if a vendor

takes equity or royalties, thatʼs a form of alternative financing – possibly reducing the dilution to

founders or VCs in a financing round. All of these factors can make the startup more attractive to

investors and partners. Essentially, right-sized RegTech models let a biotech demonstrate that it is

running a lean but compliant operation, hitting the sweet spot that investors often seek (efficient

use of funds while mitigating major risks).

Speed and Time-to-Market: Perhaps the most mission-critical impact is on development timelines.

Efficient regulatory and quality processes can accelerate a biotechʼs time-to-market for new

therapeutics. By implementing RegTech tools that automate and streamline compliance, companies

reduce manual errors, avoid compliance pitfalls that cause project delays, and execute submissions

or audits faster. For example, using an electronic trial master file (eTMF) system can ensure that a

clinical trialʼs documentation is complete and inspection-ready in real time, preventing last-minute

delays in closing a study or submitting to regulators. A senior IT director from Longboard

Pharmaceuticals reported that deploying right-sized technology “improved data quality” and helped

“accelerate product time to market” by reducing ramp-up time and compliance risk stocktitan.net.

Faster regulatory submissions and approvals are direct outcomes of having good systems: tasks like

compiling an investigational new drug (IND) application or answering an FDA query can be done in

days instead of weeks if documents are well-managed and traceable. Lean compliance also means

the team spends less time firefighting quality issues or remediating documentation, and more time

on core R&D. Moreover, avoiding compliance mistakes (like a manufacturing deviation that wasnʼt

properly tracked, leading to clinical hold) can save months or years in a development program. By

right-sizing RegTech, emerging biotechs can move with the agility of a startup without

incurring the typical regulatory setbacks that small companies often face. In the long run,

shaving even a few months off time-to-market can mean millions in additional revenue and, more

importantly, getting lifesaving therapies to patients sooner. Flexible and deferred-value models

indirectly support this acceleration by making it possible to adopt these tools early in development. A

company that might have otherwise waited until Phase 3 to implement a proper RIM or quality system

(due to cost) can do so in Phase 1 with minimal financial pain, thus reaping benefits throughout

development. The cumulative time saved at each stage – faster trial startups, quicker reporting,

smoother regulatory submissions – can compress the overall timeline significantly.
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Operational Focus and Talent Leverage: Another subtle impact is on how the biotech team can

focus its energy. Automating rote compliance tasks (through RegTech) frees highly skilled scientists

and regulatory experts to focus on strategy and innovation rather than paperwork. For example, an

automated regulatory intelligence feed can spare a regulatory lead from hours of monitoring global

rules, letting them concentrate on submission strategy. Similarly, having a straightforward eQMS that

“just works” means fewer headaches for the Head of Quality, who can then guide a quality culture

rather than chase signatures. This effective use of talent can indirectly improve productivity and the

quality of the therapeutic development, contributing to a more robust product pipeline or better-

designed trials – all factors that improve chances of success and speed. Culturally, adopting modern

RegTech can also help attract and retain talent; top-notch professionals often prefer companies

with smart tools over those drowning in spreadsheets and binders. Thus, the right RegTech

environment can enhance the teamʼs effectiveness, which in turn helps the company hit milestones

on schedule.

In summary, flexible licensing and deferred-value models for RegTech are not just about cost

relief – they are enablers of strategic advantages for emerging biotechs. They allow startups

to integrate compliance and quality into their operations early, thoroughly, and continuously,

which pays dividends in development speed, partnership opportunities, and risk reduction. A

company that might have been stalled by a compliance issue or rushed a critical filing can

instead run more smoothly, potentially achieving key milestones (IND, trial completion, NDA

submission) faster than competitors. Investors notice that. Partners notice that. Over time, an

ecosystem where even small biotechs have access to sophisticated compliance tools will raise

the bar for what young companies can accomplish on limited resources – and that could lead to

more drugs successfully reaching the market. The ultimate beneficiaries, of course, are patients,

as innovative therapies move from lab to clinic to approval with fewer delays due to regulatory

missteps.

Conclusion

For emerging biotech companies, the promise of RegTech – improved compliance, efficiency,

and speed – can only be realized if solutions are right-sized to their reality. Traditional one-

size-fits-all enterprise software is giving way to modular, cloud-native platforms that startups

can adopt incrementally. Coupled with flexible licensing (usage-based, tiered, modular)

and deferred-value pricing (milestone and risk-sharing agreements), this new wave of

RegTech is lowering barriers for small players. Early evidence shows that biotechs which

embrace these tailored solutions reap benefits in agility and compliance confidence that

translate into tangible business value: stronger negotiation positions, smoother fundraising, and

faster progress to market. Vendors and investors are actively supporting this shift – from

Veevaʼs turnkey “Vault Basics” for biotechs with zero install costs stocktitan.net, to CROs

aligning fees with trial milestones lindushealth.com, the industry is moving toward models that

say “we succeed when you succeed.”
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Ultimately, “right-sizing” RegTech isnʼt about cutting corners; itʼs about fitting the tool to the

task and the stage of growth, ensuring that even the smallest biotech can build a foundation of

digital compliance excellence. As regulatory demands continue to evolve and the margin for

error in drug development shrinks, emerging companies will need these scalable compliance

strategies to compete with larger firms. The convergence of startup-friendly technology and

business innovation in RegTech is leveling the playing field. An early-stage biotech can now

leverage top-tier regulatory software on a startup budget, with the flexibility to expand as its

pipeline expands. In doing so, it can stay focused on its core mission – scientific innovation –

while confidently navigating the regulatory maze. The trend is clear: right-sized RegTech –

supported by flexible and value-based models – is becoming a cornerstone of how

emerging biotechs operate, innovate, and thrive in the complex landscape of life sciences.

Sources:

Avellanet, J. “Bottom line compliance for biotechnology: Six secrets.” Journal of Commercial

Biotechnology 15(3), 2009 – The biggest barrier for startup biotech compliance is cost, but a lean

quality system (under $25k) can be achieved with focused steps link.springer.com link.springer.com.

Scisure (Z. Zurabyan). “Biotech Software: To Build or Not to Build…,” Apr 2024 – Emphasizes that

off-the-shelf cloud SaaS solutions offer rapid deployment, scalability, and flexible pricing models

enabling seamless scalability for life science orgs scisure.com scisure.com.

Deloitte Luxembourg. “RegTech Universe.” – Notes that modular compliance platforms can be

flexibly adapted to needs and are “freely scalable: from a single system to a broad solution.”

deloitte.com

Rimsys Regulatory Management – Pricing page – Advertises “flexible pricing that scales with your

success,” with a model not tied to per-user fees rimsys.io rimsys.io.

TechCXO (A. Motor). “Subscription Fatigue: Evolve Pricing from Transactions to Relationships,” Nov

2024 – Discusses modern pricing, including usage-based (pay-as-you-go) for flexibility techcxo.com

and outcome-based models that align provider fees with performance techcxo.com. Also notes rise

of royalty-based pricing in software/media to continuously reward use techcxo.com.

OpenView Partners (K. Poyar). “The State of Usage-Based Pricing: 2nd Edition,” Feb 2023 – Reports

61% of SaaS companies will have usage-based pricing by end of 2023 openviewpartners.com and

that “with UBP, you share in your customersʼ success… revenue reflects the value they derive.”

openviewpartners.com. Hybrid pricing (subscription + usage overages) is common

openviewpartners.com.

1nHealth (vendor site). “Patient Enrollment for Biotech,” retrieved 2025 – Uses a shared-risk

pricing model based on milestones (e.g. paying per patient randomized), aligning vendor-client

incentives 1nhealth.com. If milestone pricing isnʼt suitable, offers other flexible models 1nhealth.com.

Lindus Health (CRO site). All-In-One CRO – Customer testimonial from former Eli Lilly CMO

highlighting “risk-sharing, milestone-based payment model” is much needed and beneficial, aligning

incentives and enabling faster, cost-effective studies for sponsors lindushealth.com.
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Veeva Systems – Press Release: “Veeva Introduces Vault Basics for Biotechs,” May 16, 2024 – New

turnkey RegTech solution for biotechs with zero implementation and maintenance costs

stocktitan.net. Ten biotechs already live, using it to enhance efficiency and compliance with no

added overhead stocktitan.net. Analysis: Eliminating upfront costs removes adoption barriers for

small/emerging biotechs stocktitan.net and allows rapid onboarding critical in fast-paced biotech

stocktitan.net. Customer Quote (Longboard Pharma): easy-to-deploy tech helped them stay nimble,

reduce ramp-up time, cut risk of non-compliance, and improve data quality to accelerate

product time-to-market stocktitan.net.

Veeva Systems – Vault Basics FAQ (2024) – Emphasizes itʼs “one of the only solutions purpose-built

with the simple path biotechs need to scale,” giving growing companies needed apps with

significantly less effort, overhead, and ongoing maintenance stocktitan.net.

Sutherland Global. “RegTech Rising: Shaping the Future of Regulatory Compliance,” Jan 2025 –

Notes the surge in RegTech market growth and the paradigm shift from manual compliance to tech-

driven approaches sutherlandglobal.com sutherlandglobal.com, underscoring why even smaller firms

must modernize compliance to keep pace with evolving regs (though focused on broader industry).
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IntuitionLabs - Industry Leadership & Services

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

leads the US market in custom AI software development and pharma implementations with proven

results across public biotech and pharmaceutical companies.

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

Holding Company (SCLX) and leading CROs across North America.

Regulatory Excellence: Only US AI consultancy with comprehensive FDA, EMA, and 21 CFR Part 11

compliance expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based AI expert with 20+ years

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

AI experts in the USA.

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

chatbots, and ERP systems with advanced analytics and regulatory compliance capabilities.

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

cloud AI infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data

conversion, automated document analysis, and intelligent data extraction from clinical and regulatory

documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and

custom field force applications with advanced analytics and reporting capabilities.

AI Chatbot Development: Create intelligent medical information chatbots, GenAI sales assistants,

and automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory

management solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and

real-time pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring,

and custom data visualization solutions for pharmaceutical insights.

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

implementation guidance for pharmaceutical organizations adopting AI technologies.

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

The information contained in this document is provided for educational and informational purposes only.

We make no representations or warranties of any kind, express or implied, about the completeness,

accuracy, reliability, suitability, or availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or

its representatives be liable for any loss or damage including without limitation, indirect or consequential

loss or damage, or any loss or damage whatsoever arising from the use of information presented in this

document.

This document may contain content generated with the assistance of artificial intelligence technologies.

AI-generated content may contain errors, omissions, or inaccuracies. Readers are advised to

independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are

the property of their respective owners. All company, product, and service names used in this document

are for identification purposes only. Use of these names, logos, trademarks, and brands does not imply

endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading AI software development firm specializing exclusively in

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

drug development and commercialization, we deliver cutting-edge custom AI applications, private LLM

infrastructure, document processing systems, custom CRM/ERP development, and regulatory compliance

software. Founded in 2023 by Adrien Laurent, a top AI expert and multiple-exit founder with 20 years of

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

This document does not constitute professional or legal advice. For specific guidance related to your

business needs, please consult with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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