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Executive Summary

Early-stage biotechnology companies operate in an environment where the volume of scientific, technical,
regulatory, and commercial information is growing faster than any organization can manually absorb. The

challenge is no longer discovering information — it is transforming fragmented evidence into decisions.

This paper proposes an Al-augmented operating model in which continuous scientific intelligence
becomes part of everyday company operations. Using OniX Al Agents as an implementation example, we
describe how specialized Al workflows can support decision-making from discovery through

commercialization while keeping human judgment at the center.

OniX is built specifically for founding teams operating before Series A — the stage where the number of
strategic decisions per person is highest, and the infrastructure to support them is thinnest. Larger, later-
stage biotechs increasingly have access to sophisticated, science-grade Al research tools; those tools are
built and priced for R&D organizations with dozens of analysts. The space just below that — five to
twenty-person teams making Series A-defining decisions on a founder's budget — remains largely open,

and it's the space this paper is written for.

1. The New Reality for Early-Stage Biotech

Today's startup must simultaneously evaluate biology, intellectual property, funding opportunities,
competitive programs, manufacturing considerations, regulatory expectations, and potential partners.
These responsibilities are often distributed across a handful of scientists and executives rather than large

functional departments.

Large pharmaceutical companies address this challenge with dedicated competitive intelligence, business
development, portfolio strategy, and regulatory teams. Most startups cannot. The result is that many
strategic decisions are made with incomplete evidence simply because assembling a comprehensive

picture takes too much time.

The gap is measurable. Conventional teams monitor roughly ten to thirty competitors manually; Al-
driven systems can track thousands in real time. A 2025 RAND analysis of 38 approved drugs put median
R&D cost per approval at $708 million — capital that is not recovered if a program is quietly blocked by
a competitor's patent or crowded out by a program nobody on the team knew existed. And the financing
climate has tightened specifically for companies at this stage: in 2025, the early-stage share of total
biotech venture funding fell to 32 percent, down from over 40 percent during the 2020-2022 boom. Every

dollar of diligence now has to work harder.
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2. Decisions, Not Departments

Every biotechnology company follows a remarkably similar journey: identify a biological hypothesis,
validate the science, protect intellectual property, secure funding, build a team, advance toward the clinic,
and ultimately partner or commercialize. Each stage depends on answering different questions using

evidence from different sources.

An Al-augmented company organizes intelligence around decisions rather than organizational charts.
Instead of searching ten systems independently, evidence is synthesized into decision-ready reports — so

a two-person team can make the kind of evidence-backed call that would otherwise require a department.

The OniX Advantage: Private, Personal, and Built for the Space Before Series
A

Large pharmaceutical companies buy their competitive edge with dedicated intelligence, business
development, and regulatory departments. Well-funded, later-stage biotechs increasingly do the same,
subscribing to enterprise-grade Al research platforms built for R&D organizations with dozens of analysts
and a corresponding budget. Early-stage and pre-Series A companies sit in between: too small to build the
department, too early to justify the enterprise contract, and too exposed in a fundraising environment
where early-stage capital is harder to secure than it was even a few years ago.

That gap is where OniX Al Agents are built to operate. Each OniX Agent works locally and privately,
with access to a global biomedical research network, but with no visibility into what any individual
company is searching, evaluating, or preparing to fund. Not another portfolio company, not another
investor, not OniX itself — no one sees what you're working on. In a hyper-competitive environment
where the same target, the same investor conversation, or the same partnering lead can be pursued by
more than one company at once, that privacy isn't a minor feature. It's the difference between doing real

diligence and tipping your hand.

The result is meant to feel less like a subscription to another database and more like adding a research-
capable team member: personal to the company that uses it, informed by the same global scientific,
patent, funding, and clinical record that the largest R&D organizations draw on, and priced for a team of
five to twenty people rather than an enterprise analytics budget.

It's also worth being precise about the competitive landscape rather than implying it's empty.
Sophisticated, science-grade Al research platforms already exist for pharma R&D, and roughly three-
quarters of pharma and biotech organizations now report using Al in some form. What's different is who
those tools are built for: they assume a dedicated team and an enterprise budget. General-purpose Al
assistants, meanwhile, are excellent writers but aren't grounded in a specific, traceable body of scientific,
patent, and clinical evidence. OniX sits deliberately in between — purpose-built for biomedical research
and commercialization, but sized, priced, and designed for the team that doesn't have either a CI

department or an enterprise contract yet.
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3. Discovery to Target Selection

Discovery begins with a scientific idea, but successful programs require understanding the surrounding
landscape. Relevant publications, grants, patents, competing laboratories, startup activity, and emerging
therapeutic approaches should be reviewed together. Continuous monitoring can reveal shifts in the field

before they become obvious through traditional literature reviews.

In practice, this means that before a team commits lab time to a target, a single scientific landscape report
can show every publication, patent filing, and active grant tied to that target worldwide — not just how
crowded the space already is, but which labs and companies are moving fastest, and where genuine white
space remains. That distinction matters commercially as well as scientifically: first-time biotech launchers
pursuing indications with no direct competitors are roughly 1.7 times more likely to exceed launch
expectations than those facing three or more. Knowing that early changes which programs get funded and

which get shelved.

4. Intellectual Property and Commercial Potential

Patent strategy is strengthened when scientific novelty is evaluated alongside prior art, competitor filings,
licensing activity, and translational progress. Rather than replacing patent counsel, Al prepares a richer

factual foundation for strategic discussions.

The stakes are concrete. A freedom-to-operate screen that surfaces a blocking patent before a program is
funded can prevent committing tens of millions of dollars to a path a competitor has already closed off —
industry estimates put avoidable losses on a blocked IND-enabling or Phase 1 program in the $50—150
million range. For a founding team without in-house IP analysts, having that signal early — even
directionally, ahead of formal counsel review — can be the difference between redirecting a program in
month three and discovering the problem in month eighteen.

S. Company Formation and Financing

Founders must communicate not only scientific novelty but commercial opportunity. Comparable
companies, investor activity, non-dilutive funding, disease foundations, SBIR opportunities, and
partnership signals can all be assembled into investor-ready intelligence packages that reduce preparation

time while improving consistency.

This is where the financing climate makes the case most directly. With early-stage capital harder to secure
than it was during the 2020-2022 boom, investors are underwriting more carefully and asking sharper
diligence questions. A founder who walks into a raise already able to answer "who else is working on
this" and "what does the funding and competitive landscape actually look like" is negotiating from a
materially stronger position — and doing so without having spent weeks of runway assembling that

picture manually, or revealing the raise strategy to anyone outside the company while doing it.

OniX Hub | White Paper Draft — August 2026 | martin@onixhub.com



S 1118

‘Connacting Ideas to

6. Preclinical and Clinical Development

As programs mature, intelligence shifts toward protocol design, clinical precedent, investigator
identification, trial site experience, regulatory guidance, biomarkers, endpoints, and manufacturing

considerations. Benchmarking against historical trials provides context before expensive studies begin.

A protocol design benchmark report, for example, compares a proposed study against completed and
ongoing trials in the same or comparable disease areas before the protocol is finalized — a Trial
Complexity Score, real comparison tables and charts, a Phase Progression view by intervention, and a
composite "typical eligibility profile and endpoint set" referencing the actual trials behind it. For a team
running its first clinical program, that context is not a convenience; it's often the difference between a

protocol that enrolls on schedule and one that doesn't.

Two more capabilities are moving through the same pipeline: a Preclinical Methods report showing what
in-vitro/in-vivo methods published literature actually uses for a given target, and which of those
programs reached clinical Phase 1 or later; and an FDA Preclinical Package Digest that, for an already-
approved drug, digests the real nonclinical studies FDA's own reviewers saw in that drug's approval

package — a genuine teaching precedent, sourced from the regulatory record itself.

7. Partnership and Commercialization

Business development requires continuous awareness of company pipelines, licensing interests,
acquisitions, publications, patent filings, and strategic collaborations. Al can monitor these signals
continuously and surface opportunities that may otherwise be missed.

For a small team, this function is usually the first casualty of limited bandwidth — BD gets done in bursts
around conferences rather than continuously. A standing view of which companies are active in a given
space, what their pipelines and financing history look like, and where licensing or partnership interest is
already forming lets a founder walk into a partnering conversation already informed, instead of starting
from a cold list.

8. OniX Today

Current OniX capabilities span the journey described above. Reports are evidence-based and traceable to
their underlying sources — every conclusion links back to the publication, patent, grant, or trial record
behind it. The table below reflects where each capability actually stands today, not where we'd like it to
be.
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Capability Status Agent

Scientific Landscape Reports LIVE Appl

Investigator Intelligence LIVE Appl

Patent Intelligence LIVE App4

Funding Intelligence LIVE Appl

Company Pipeline Intelligence LIVE Appl

Clinical Trial Intelligence LIVE Appl / App3

Protocol Design Benchmark Reports LIVE Appl

Clinical Trial Site Experience Reports LIVE Appl

Organization Impact Reports LIVE Appl

Asset & Comparable-Technology Intelligence LIVE Asset Intelligence Agent
Preclinical Methods (In-Vitro/In-Vivo) Reports TESTING Appl

FDA Preclinical Package Digest Reports PIPELINE Appl

Investor & Partner Matching VISION App5 (POC stage)
Portfolio & Executive Dashboards VISION no agent assigned yet

Live — shipping today. Testing — built, real tests running, not fully released. Vision — the direction
we're building toward, not yet scoped or started. We have what we have; this paper doesn't claim more
than that.

Out of Scope

OniX is designed to support decision-making, not to replace the underlying lab, regulatory,
manufacturing, and legal systems a company still needs. Laboratory operations and electronic lab
notebooks, quality and clinical trial management systems, manufacturing and CMC systems, finance,
legal contracting, regulatory submissions and medical writing, and investor CRM platforms all remain
outside OniX's scope — the responsibility of the specialized platforms and professionals built for them.

9. Vision

The long-term vision extends beyond individual reports toward a continuous operating system for
innovation. Portfolio dashboards, commercialization readiness assessments, continuous monitoring, board
briefings, investor intelligence, automated opportunity detection, and organization-wide knowledge

graphs represent natural extensions of today's capabilities.

Importantly, the vision is not autonomous decision-making. Human expertise remains responsible for

judgment, prioritization, ethics, and strategy. Al contributes speed, breadth, consistency, and evidence.
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Conclusion

The future competitive advantage of an early-stage biotechnology company may not be determined solely
by the quality of its science but also by the quality of the intelligence supporting every strategic decision.
Al will not replace scientists, clinicians, executives, or investors. It will increasingly augment them by

making high-quality scientific and commercial intelligence continuously available.

That advantage matters most precisely where it's hardest to buy today: in the space before Series A, where
a founding team is making its highest-stakes decisions with its thinnest resources, and where privacy
about what you're evaluating is as competitively important as the evidence itself. Organizations that
integrate this capability into their daily operating model — early, privately, and without waiting until they
can afford an enterprise contract — are likely to move faster, make better-informed decisions, and deploy

scarce resources more effectively.

Illustrative End-to-End Workflow

The chart below is the at-a-glance summary of the journey described in this paper — discovery through
commercialization, with each stage's real status and responsible Agent attached. The capability table in

Section 8 gives the full, individually status-tagged breakdown behind it.

lllustrative End-to-End Workflow
Every stage tagged with its real status today and the Agent behind it

° Discovery ° Target Validation e IP Strategy
Mostly Live ' Mostly Live ' Live

Agent: App1 Agent: App1 Agent: App4

o Company Formation e Fundraising e Preclinical
Mixed ' Mixed ' Mixed

Agents: App1 + Asset Intelligence Agents: App1 + App5 (POC) Agent: App1

° Clinical ° Partnering e Commercialization

Mostly Live ' Vision-heavy ' Vision-heavy
Agents: App1 + App3 Agent: App5 (POC) No agent assigned yet

Status meanings

Live — shipping today. Testing — built, real tests running, not fully released. Pipeline — scoped, not built. Vision — direction, not scoped.
"Mostly Live" / "Mixed" / "Vision-heavy" summarize a stage's several sub-capabilities — see the capability table for the full,

individually status-tagged breakdown. This view is the at-a-glance summary, not the whole picture.
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