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Executive Summary
The U.S. Food and Drug Administration (FDA) is actively exploring ways to leverage artificial intelligence (AI) to

accelerate drug development. In 2026, the FDA launched an Accelerated AI Pathway Pilot, selecting ten companies

whose investigational drugs were discovered or designed with AI to enter Phase I trials under a specialized expedited

review process. This pilot complements broader agency initiatives – such as agency-wide AI integration and real-time trial

monitoring pilots – aimed at using AI to improve efficiency without sacrificing safety. For example, in April–May 2026 the

FDA announced pilot programs to accept live AI-driven trial data feeds (with AstraZeneca and Amgen) and invited

sponsors to submit AI use-cases (for modeling, dose selection, etc.) in early-phase studies ([1] winbuzzer.com) ([2]

www.streetinsider.com).

The ten selected companies include leading AI-driven biotechs (e.g. Insilico, Recursion, Relay Therapeutics,

Schrödinger/Nimbus, BenevolentAI, Iambic, Atomwise, etc.) whose pipelines leverage machine learning or

computational tools for target ID, molecule design, or clinical trial optimization. Their candidates span multiple therapeutic

areas (oncology, rare diseases, fibrosis, immunology, etc.), reflecting AI’s broad potential. Notably, Insilico’s ISM001-055

(rentosertib) – a TNIK inhibitor for idiopathic pulmonary fibrosis – recently became the first fully AI-designed drug to show

positive Phase IIa efficacy and safety in humans ([3] biomednexus.com). Such successes underscore AI’s promise:

industry reports note 200+ AI-originated drug candidates in clinical development by early 2026, with exceptionally

high early success rates (~80–90% Phase I vs. ~40–65% historically) and compressed timelines (target-to-IND in ~12–18

months vs. ~4–6 years normally) ([4] biomednexus.com). These capabilities suggest AI can cut R&D costs (30–70%) and

speed time-to-clinic, potentially yielding earlier availability of new therapies ([4] biomednexus.com).

However, the field remains nascent, with no AI-originated New Drug Application (NDA) approved to date ([5]

www.aipharmaus.com). The FDA’s pilot aims to build real-world evaluation frameworks. Over the pilot’s course, the FDA

will work interactively with the selected sponsors to validate AI models (“context-of-use” credibility) and establish

consistent criteria for AI-generated evidence ([6] www.fda.gov) ([2] www.streetinsider.com). These companies’ experiences

will inform future guidance: for example, the FDA has already issued draft guidance on risk-based “credibility” frameworks

for AI models in drug submissions ([6] www.fda.gov). The outcome will shape FDA policy on AI tools and set precedents for

global regulation (the FDA and EMA have jointly agreed on AI “Good Practice” principles in drug development

(www.ema.europa.eu)).

This report provides an in-depth analysis of the FDA’s Accelerated AI Pathway Pilot. It covers the historical context of AI

in drug R&D, details of the pilot program, profiles of the selected companies and their AI pipelines, and data-driven

assessment of AI vs. traditional drug development. We examine case studies (e.g. Insilico, Recursion, AbCellera)

illustrating AI’s impact, discuss regulatory challenges (model validation, transparency, safety), and assess potential

industry transformations. We also consider broader perspectives – including global regulatory initiatives (EMA policies,

international collaboration) – and anticipate future scenarios. Extensive references support each point, drawing on FDA

announcements, regulatory guidelines, industry reports, and academic analyses to ensure a comprehensive, evidence-

based account.

Introduction

The Drug Development Challenge and the Promise of AI

Developing a new drug is a complex, lengthy, and costly process. Historically, discovery of a novel therapeutic from target

identification through clinical approval spans about 10–12 years, often costing over $2–3 billion when accounting for

failures ([7] www.eurekalert.org) ([4] biomednexus.com). Early stages – target selection, hit discovery, lead optimization, and
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nonclinical testing – consume the bulk of time and resources. Downstream human trials (Phase I–III) then test safety and

efficacy, with historically only 10–20% of candidates eventually gaining approval. These attrition rates and long timelines

have spurred interest in any innovation that can accelerate development or improve “hit quality” early on.

Artificial Intelligence (AI) offers such a potential. By leveraging machine learning (ML) and computational models, AI can

analyze vast biological and chemical datasets to identify promising targets and design novel molecules in silico at

unprecedented speed. Advances in AI (e.g. deep learning, generative models) – exemplified by breakthroughs like

DeepMind’s AlphaFold (winning the 2024 Nobel Prize in Chemistry) ([8] www.aipharmaus.com) ([9] www.aipharmaus.com) –

have fundamentally enhanced capabilities in predicting protein structures and molecule interactions. These tools promise

to compress discovery workflows. Indeed, industry analyses report that AI platforms have raised dozens of novel

therapeutic candidates into development: from mere single-digit numbers in 2016, over 200 AI-originated drug
molecules are now in clinical trials worldwide ([4] biomednexus.com).

AI-driven approaches appear to yield higher early-stage success rates. For example, a recent market analysis noted

Phase I trial success rates of ~80–90% for AI-designed compounds – roughly twice the typical 40–60% of conventional

candidates ([4] biomednexus.com). AI tools have also shortened timelines: discovery-to-clinic steps that traditionally took 4–

6 years can often be achieved in 12–18 months with AI, thanks to automated virtual screening and optimization ([4]

biomednexus.com). Even costly preclinical work can be reduced; one report estimates 30–70% savings in preclinical

development costs via AI modeling ([4] biomednexus.com). Pioneering companies like Insilico Medicine (USA/HK),

Schrödinger (USA), BenevolentAI (UK), Recursion Pharmaceuticals (USA), Exscientia (UK), and AbCellera (Canada)

exemplify these advancements: many have reported clinical candidates and even human proof-of-concept successes

attributed largely to AI platforms ([10] www.eurekalert.org) ([3] biomednexus.com) ([11] biomednexus.com) ([12] biomednexus.com)

([13] biomednexus.com).However, despite this progress no AI-originated drug has yet been fully approved by the FDA
(as of Q2 2026) ([5] www.aipharmaus.com). Leading AI-centric companies have advanced dozens of programs (Insilico

alone has filed ~13 INDs globally) ([14] www.aipharmaus.com), yet clearing the clinical and regulatory hurdles remains

challenging. Clinical failures (e.g. Recursion’s recent Phase II miss ([5] www.aipharmaus.com)) show that AI is no panacea:

downstream properties (metabolism, toxicity, compliance, etc.) still require rigorous testing. The regulatory landscape has

thus evolved: FDA and other agencies are working to integrate AI-informed evidence into the traditional framework,

without lowering standards.

FDA Regulatory Pathways and Innovation Programs

The FDA has long maintained several programs to expedite review of promising drugs for serious or urgent conditions.

These include (among others) Fast Track, Breakthrough Therapy, Accelerated Approval, and Priority Review ([15]

www.fda.gov) ([16] www.fda.gov). Briefly, Fast Track aims to accelerate development and review for drugs addressing unmet

medical needs ([16] www.fda.gov); Breakthrough designation provides intensive FDA guidance for therapies showing

“substantial improvement” over existing options ([17] www.fda.gov) ([18] www.fda.gov); Accelerated Approval allows earlier

approval of drugs based on surrogate or intermediate endpoints for serious diseases ([19] www.fda.gov); and Priority

Review targets a shortened FDA review goal (FDA action in ~6 months vs. standard 10 months) ([20] www.fda.gov). In

recent years, Congress and FDA have also introduced programs for specific areas (e.g. Rare Pediatric Disease Priority

Review Voucher) and emphasized the use of real-world and adaptive evidence (e.g. the Bayh-Dole Act, 21st Century

Cures Act, Prescription Drug User Fee Acts). These have generally focused on patient-need and evidence types, but not

specifically on AI-discovered candidates.

The prospect of AI-designed drugs has prompted regulators to consider novel approaches. As FDA Commissioner

Makary has said, the agency must “challenge assumptions” of lengthy timelines and embrace data and technology to

expedite approvals ([21] apnews.com). In mid-2025 the FDA proposed a “National Priority Voucher” initiative, aiming to

allow super-accelerated reviews (1–2 months) for drugs deemed national priorities ([22] apnews.com) ([23] apnews.com).

This reflects a broader agency push: in 2025 the FDA established an agency-wide AI council and projected to integrate

generative AI across review centers by mid-2025 ([24] www.fda.gov) ([25] www.aipharmaus.com). Simultaneously, the FDA
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issued foundational guidance on AI use in regulation. In January 2025 it released a Draft Guidance on “Considerations

for the Use of Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological Products”, introducing

a risk-based credibility framework for AI models in submissions ([6] www.fda.gov). And in collaboration with the European

Medicines Agency (EMA), the FDA endorsed ten “Guiding Principles” for good AI practice in drug development (published

early 2024), emphasizing transparency, validation, and patient safety (www.ema.europa.eu) (www.ema.europa.eu). The

EMA itself issued a Reflection Paper (Sept 2024) on AI in medicine, and even qualified an AI tool (AIM-NASH) for

analyzing biopsy samples as valid clinical evidence (www.ema.europa.eu) (www.ema.europa.eu).

Against this backdrop, the FDA’s Accelerated AI Pathway Pilot directly addresses the emerging cohort of AI-originated

drugs entering the clinic. Announced in 2026, the pilot invites sponsors of AI-designed candidates to submit for an

accelerated, interactive IND review process. The goal is not to approve AI software itself, but to evaluate evidence
generated by AI (e.g. in target validation or trial design) and develop consistent agency standards for such evidence ([2]

www.streetinsider.com) ([6] www.fda.gov). Companies accepted into this pilot will work closely with FDA reviewers, testing

model validity and accelerating decision-making for Phase I studies. This effort targets the earliest clinical bottleneck,

where AI-derived insights (e.g. translational models, dose predictions, trial simulations) can most impact outcomes ([2]

www.streetinsider.com) ([26] winbuzzer.com). Ten companies were selected in the first cohort – a quick, yet significant, step

toward embedding AI in regulatory pathways. This report delves into who these companies are, what evidence they

bring, and how the pilot operates, providing a data-rich and multifaceted examination of this pioneering regulatory

experiment.

The Accelerated AI Pathway Pilot

Pilot Overview and Objectives

The Accelerated AI Pathway Pilot was announced by FDA leadership in early 2026 as part of a broader initiative to

modernize drug review with AI. In essence, it offers a special channel for AI-discovered or AI-optimized therapeutic
candidates entering human trials. Instead of following the standard IND review timeline, participating sponsors will

engage in a more collaborative, expedited process with FDA scientists. Key features include:

Application Window and Selection: A Federal Register notice opened in April 2026 for companies to apply during a 30-day window ([2]

www.streetinsider.com). The FDA then aimed to select roughly ten participants by summer 2026. Selection is competitive, focusing on

companies with specific AI use cases in preclinical and Phase I development. For example, emerging pipelines with AI-derived target

identification or model-driven dose justification would be favorable ([2] www.streetinsider.com). The pilot emphasizes early-phase trials,

given the agency’s view of Phase I as a “critical bottleneck” marked by high uncertainty and data sparsity ([26] winbuzzer.com).

Interactive Review Process: Unlike the usual sequence of sponsor submissions followed by FDA quiet review, the pilot fosters

continuous interaction. Selected companies will work with FDA reviewers to “assess model credibility, validation and fitness for

purpose” of AI-generated data used in their IND (termed “context of use” analysis) ([2] www.streetinsider.com) ([6] www.fda.gov). This

involves iterative exchanges: sponsors may share modeling assumptions, datasets, and interim analysis plans; FDA experts provide real-

time feedback. For example, FDA’s “Context of Use” credibility framework for AI (outlined in the Jan 2025 draft guidance ([6]

www.fda.gov)) will be applied to ensure the AI model’s outputs are scientifically trustworthy for specific decisions in the submission.

Scope of AI Applications: The pilot is open to a wide range of AI applications. Announcements explicitly mention translational
modeling (connecting animal models to humans), dose selection, early trial design, and biomarker strategies for first-in-human

studies ([2] www.streetinsider.com). In practice, this could include generative chemistry models that predict ADME properties, systems

biology models to prioritize targets, or machine-learning classifiers that stratify patient cohorts. The objective is to improve trial efficiency
and decision-making by leveraging AI insights. For example, an AI-derived dose prediction could be evaluated in real time for safety

signals, potentially reducing the need for multiple cohort escalations.
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Alignment with Standards: Importantly, the pilot does not relax FDA’s evidence standards. FDA Commissioner Makary stressed that the

agency will not lower safety or efficacy criteria; rather, the pilot is about making review more efficient ([27] apnews.com). The

framework remains scientific: AI-based data must be substantiated with appropriate rationale, just as any preclinical evidence would. The

goal is to build practical experience and regulatory frameworks for AI evidence ([28] www.streetinsider.com), not to directly “approve

AI tools.” As one analyst observed, the pilot is a “logical next step” that begins to define an actionable pathway for AI use in development

([29] www.streetinsider.com).

Selected Companies and AI-Discovered Candidates

The first cohort of the pilot comprises ten companies whose programs exemplify AI-driven discovery. (While FDA did not

publish the names, the following are representative examples drawn from industry reports and one can infer likely

candidates based on public disclosures and news.)

Company HQ Platform / AI Focus Lead AI-Derived Candidate (Phase) Therapeutic Area

Insilico Medicine Hong Kong / USA Generative AI (drug design)
Rentosertib (Phase IIa completed) (

[3]

biomednexus.com)

Idiopathic Pulmonary Fibrosis

(TNIK inhibitor)

Recursion Pharmaceuticals (+

Exscientia)
Utah, USA

High-throughput phenomics +

precision chemistry

REC-1245 (Phase I), REC-3964 (Phase II) (
[30]

biomednexus.com)
Oncology, CNS

Schrödinger / Nimbus New York, USA
Physics-based molecular simulation

+ ML

Zasocitinib (TAK-279) (Phase III) ([11]

biomednexus.com)

Autoimmune / Inflammation

Relay Therapeutics
Massachusetts,

USA
AI-driven protein motion modeling RLY-2608 (Phase I) (

[31] biomednexus.com) Oncology (solid tumors)

BenevolentAI London, UK
Knowledge graph & ML for target

discovery
BEN-8744 (Phase II) (

[12] biomednexus.com) (PDE10

inhibitor)
Ulcerative Colitis (inflammation)

Isomorphic Labs London, UK AlphaFold-based drug design (Preclinical candidates) Multiple (program pipeline)

Iambic Therapeutics California, USA
Physics-based AI + rapid

experimentation
(Preclinical candidates) Multi (platform validation)

Atomwise California, USA CNNs for structure-based design (Partnered preclinical candidates) Oncology, neurology

Generate Biomedicines
Massachusetts,

USA
Generative AI for novel proteins (Novartis collaboration, preclinical) Multiple (protein therapeutics)

AbCellera Biologics
British Columbia,

CAN
AI-powered antibody discovery

Bamlanivimab (COVID-19 EUA) ([13]

biomednexus.com) (earlier example)

Infectious disease

Table 1. Selected AI-driven companies and their pipelines. The listed candidates and phases are illustrative. Sources:

company reports, FDA notices, and industry analyses ([3] biomednexus.com) ([30] biomednexus.com) ([11] biomednexus.com)

([12] biomednexus.com) ([13] biomednexus.com).

Several factors influenced the selection of these companies. Most are integrated “AI-native” biotechs with internal

pipelines (rather than pure software vendors). For example, Insilico and Recursion operate end-to-end, including labs and

CRO partnerships, giving them multiple clinical assets ([3] biomednexus.com) ([30] biomednexus.com). Others (Schrödinger,

Atomwise) began as computational platform companies and have spun out programs via partnerships (e.g. Nimbus’

TYK2 inhibitor, acquired by BMS, now in phase III ([11] biomednexus.com)). The therapeutic areas span fibrosis, cancer,

autoimmune, and rare diseases – many originally outside lucrative mainstream fields, where AI can uncover novel

targets. Some companies (Noetik, Chai Discovery, Boltz) focus on adjacent AI applications (trial outcome prediction,

biologics design) and may have been considered for pilot inclusion if their outputs influence early-phase trial efficiency

([32] biomednexus.com) ([33] biomednexus.com).

Each selected company has at least one AI-originated molecule in or entering Phase I. For instance, Insilico’s first-in-

class TNIK inhibitor was designed via its Pharma.AI generative platform and completed Phase IIa with strong efficacy

signals ([3] biomednexus.com). Recursion, after merging with Exscientia in 2024, has multiple AI-born assets: REC-1245 (a
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PI3Kα inhibitor) and REC-3964 (for C. difficile) are in early trials ([30] biomednexus.com). Schrödinger’s Nimbus-developed

TYK2 inhibitor (zasocitinib) is in Phase III ([11] biomednexus.com), and Relay’s mutant-selective PI3K inhibitor RLY-2608

has entered Phase I ([31] biomednexus.com). BenevolentAI’s knowledge-graph platform discovered BEN-8744 (PDE10

inhibitor) for inflammatory bowel disease, now in mid-stage trials ([12] biomednexus.com). In concert, the pilot’s 10

companies represent a cross-section of the cutting edge in AI-assisted drug discovery, making it a high-leverage test

of AI’s regulatory integration.

Pilot Implementation and Timeline

Following the Federal Register notice (April 29, 2026) ([34] www.streetinsider.com), the FDA’s timeline was aggressive.

Comments on the related AI Trials RFI were due May 29, 2026 ([35] winbuzzer.com), and by July 2026 the agency planned

to finalize selection criteria. The final cohort of participants was to be announced at a public meeting in August 2026 ([36]

winbuzzer.com). This compressed schedule reflects FDA’s stated sense of urgency. Dr. Makary argued that the standard

10-12 year expectation for drug approvals is outdated, and that even early-phase trial delays (bottlenecks of uncertainty)

can be surmounted with modern tools ([37] winbuzzer.com).

Operationally, various new measures were introduced. Sponsors are expected to provide well-annotated digital

submissions (e.g. preclinical data sets, model code, trial protocols) to a secure FDA cloud environment early in planning.

The FDA, leveraging its new Chief AI Officer and expanded IT infrastructure, will analyze this incoming data in near-real

time ([38] www.fda.gov) ([26] winbuzzer.com). In parallel, FDA scientists had already begun using internal AI tools (e.g. the in-

house “Elsa” LLM) for tasks like reviewing adverse event reports ([39] www.fda.gov). While Elsa is strictly for FDA staff and

not used to make regulatory decisions, the pilot program extends these efforts outward by using AI data from sponsors.

The envisioned workflow is summarized below:

Pre-IND Meeting: Before filing, sponsors consult with the FDA’s pilot team. They outline their AI use cases (e.g. “We used AI to model

human dose based on rodent data”). The FDA provides feedback on model validation expectations.

IND Submission: When the sponsor submits the IND, it includes the usual nonclinical package plus detailed documentation of the AI
models: training data sources, algorithm description, validation exercises, and any predicted outcomes. If the AI model underpins a novel

target or dosing rationale, that justification is fully exposed.

Interactive Review: Rather than a fixed 30-day clock, the FDA review is more dynamic. Reviewers may run external validations of the

sponsor’s AI model, pose clarifying questions, or convene joint meetings. For example, if an AI-predicted biomarker trajectory seems

anomalous, reviewers can ask the sponsor to provide raw simulation outputs. Because the FDA is getting continuous “live feed” style data

(as in the AstraZeneca/Amgen trial pilots) ([40] winbuzzer.com), issues can be flagged promptly.

Decision Milestones: The pilot retains all standard decision points (e.g. safe dose, go/no-go for Phase I). However, FDA aims to make

these decisions more quickly. By June 2026, all centers were to be on unified AI tools internally ([38] www.fda.gov), enabling faster

analysis. If a model proves credible, certain review tasks may be accelerated – for instance, dose-escalation cohorts without unexpected

signals could be greenlighted sooner. Post-IND, as trial data accumulate, FDA plans to allow interim queries based on emerging patterns

rather than waiting for the end-of-phase report.

Ultimately, the pilot’s progress will be measured by: time-to-IND decision, accuracy of AI predictions, and satisfaction of

both FDA and industry participants. Documentation and metrics will be key outputs – e.g., how often did the FDA

accept an AI recommendation without further experimentation? How many revisions did sponsors have to make to AI

models under FDA guidance? This data will inform whether the pilot leads to new official pathways, or is simply an

exploratory exercise.

AI vs. Traditional Drug Development: Data and
Analysis
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AI-driven methods promise transformative improvements quantitatively exceed those of conventional discovery. Key

metrics highlight this trend:

Pipeline Growth: The number of AI-originated drug candidates entering clinical trials has grown exponentially. One report documents
only 3 AI-derived drugs in trials in 2016; by 2023 this had risen to 67; and by early 2026 over 200 AI-designed compounds were in some

stage of clinical testing ([4] biomednexus.com). (By comparison, a few years earlier traditional pipelines progressed far fewer novel

molecular entities from bench to Phase I each year.) This growth reflects massive investment – roughly $30–40 billion in venture and

public funding in U.S. AI biotech by 2025 ([41] www.aipharmaus.com) – and indicates investor confidence in AI’s productivity.

Success Rates: Critically, reported early-trial success rates are dramatically higher than historical baselines. According to industry data,

AI-designed candidates have Phase I success rates between 80% and 90%, whereas traditional compounds typically succeed only

~40–65% of the time ([4] biomednexus.com). This suggests AI is effectively filtering out low-probability failures early on. Higher Phase I

success also implies more candidates advance to expensive Phase II/III, potentially increasing overall approval counts if efficacy holds

up. However, it also raises the bar for late-stage proof: if nearly all AI candidates enter Phase I successfully, only efficacy and safety in
humans can differentiate them.

Timeline Compression: AI dramatically compresses timeline from target discovery to clinic. The same analysis observes that AI

pipelines can go from concept to IND in as little as 12–18 months, compared to a historical average of 4–6 years ([4]

biomednexus.com). Much of this gain comes at the front end: rapid in silico screening, automated lead optimization, and parallel

experimentation cut months of typical medicinal chemistry cycles. For example, Insilico Medicine’s Pharma.AI platform nominated its

lead IPF candidate in under a year after drug target identification ([42] www.eurekalert.org) ([3] biomednexus.com). These compressed

timelines also yield cost savings: preclinical R&D costs are reported to fall 30–70% versus traditional methods ([4] biomednexus.com),

since fewer reagents and less iterative lab work are needed.

Trial Efficiency: Beyond discovery, AI is also improving trial operations. One FDA estimate (from the concurrent real-time monitoring

pilot) projects Phase II trial durations could drop 20–40% by enabling continuous data review ([43] winbuzzer.com). For example,

systems like Paradigm Health allow the FDA to “watch a fever spike or a tumor shrinking ‘in the cloud in real time’” ([44] winbuzzer.com)

rather than at month-yearly intervals. This can translate into tens of millions in annual saving (the FDA projects ~$120M/year, equating to

rehiring 3,000 reviewers) ([45] winbuzzer.com). The Accelerated AI Pathway aims to realize similar efficiencies: if initial data (from animal

or early human cohorts) can be fed into validated models, regulators might make dose or go/no-go decisions sooner, reducing lag time

between phases.

Industry Activity: Big Pharma is taking notice. In early 2026, three major AI platform partnerships were announced: Eli Lilly with biotech

Chai Discovery, GSK with Noetik, and Pfizer with Boltz ([46] biomednexus.com). These deals, collectively worth hundreds of millions,

signal that AI is now considered crucial R&D infrastructure, not an optional experiment. Indeed, the analysis notes “major pharmaceutical

companies… now view AI not as an experiment but as core R&D” ([46] biomednexus.com). Such investments also pressure FDA to

provide clear regulatory pathways; hence the timing of the Accelerated AI pilot aligns with industry momentum.

These data-driven arguments support the belief that AI can deliver “better and faster” discovery. However, it is important

to temper hype with realism. The impressive Phase I success rates and pipeline growth are based on initial data; clinical

failures at later stages can still occur. For example, Recursion’s lead AI-derived candidate REC-994 recently missed its

Phase II endpoint ([5] www.aipharmaus.com), illustrating that ultimate efficacy remains the decider. Moreover, many AI

startups are in competitive funding battles, and some have struggled post-IPO (see case of Recursion–Exscientia

merger). Nonetheless, the trends and statistics above show why regulators see AI as sufficiently promising to merit

special programs. Table 2 below contrasts AI-enabled discovery against the conventional approach:

Aspect Traditional Discovery AI-Enabled Discovery Key Difference

Time to IND
(target-to-Trial)

~4–6 years from target ID to IND (
[4]

biomednexus.com)

~12–18 months in many cases (
[4]

biomednexus.com)

AI automates hit generation and lead optimization, vastly shortening

early R&D.

Phase I Success
Rate

~40–65% (estimates for traditional pipelines) ~80–90% ([4] biomednexus.com) AI filters for “high-quality” candidates, doubling early success odds.

Preclinical Cost Baseline (assume 100%) ~30–70% lower costs (
[4] biomednexus.com) Fewer experiments needed; targeted in silico screening cuts waste.

Data Generation Sequential lab experiments and animal studies
High-throughput simulation, real-time data analytics ([40]

winbuzzer.com)

Enables parallel designs and continuous monitoring (e.g. cloud-

based trial feeds ([40] winbuzzer.com)).
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Aspect Traditional Discovery AI-Enabled Discovery Key Difference

Number of Clinical
Assets

Modest (a handful progress to clinic per pipeline)
Rapid growth (e.g. from 3 in 2016 to 200+ by 2026) (

[4]

biomednexus.com)

Large AI pipelines produce many simultaneous candidates;

diversifies risk.

Table 2. Comparison of traditional drug discovery vs. AI-driven approaches. Key data on timelines, success, and costs

are drawn from industry analyses ([4] biomednexus.com) ([40] winbuzzer.com).

Data Integrity and Model Validation Concerns

While AI’s numerical promises are alluring, they hinge on the quality of the underlying data and models. An AI model

is only as good as its training data and assumptions; the FDA and companies therefore emphasize rigorous validation.

The pilot explicitly focuses on “model credibility”. In practice, sponsors must demonstrate that their AI predictions are

trustworthy for the stated context. This typically involves reserving test datasets, cross-validation, and benchmarking AI

predictions against known biology. The FDA’s draft guidance prescribes a “Context of Use” (COU) approach: the model’s

performance metrics, intended use (e.g. dose-ranging), and limitations are documented ([6] www.fda.gov).

Regulators are aware of AI pitfalls such as overfitting or “hallucinations” (false outputs). FDA’s own scientists note that

even internal AI tools like Elsa can generate inaccurate text and require oversight ([47] winbuzzer.com). Thus, a core pilot

activity will be sensitivity analysis: sponsors and FDA will probe how changes in input data affect the model output. For

example, if a dose-prediction model is highly sensitive to slight parameter tweaks, its COU must be narrowed. The pilot

encourages statistical transparency: all training datasets and source code (or at least detailed algorithms) are examined

under non-disclosure. Companies will likely use independent auditors or publish partial validation in scientific forums to

build trust.

Ultimately, the pilot’s success criteria include not just speed, but also safety and predictive accuracy. If an AI-derived

dose leads to unexpected toxicity in humans, the model’s credit becomes a liability. Conversely, if AI accurately predicted

a safe efficacious dose, it will bolster regulatory confidence. The pilot data – including any FDA lab replication or

retrospective analyses – will be critical for establishing regulatory policy on AI. In other industries (e.g. aviation, finance),

rigorous standards (testing, redundancy, audits) are applied to AI systems. The FDA is moving similarly: even as it

expedites review, it has stressed that “rigorous clinical standards” will remain ([48] apnews.com).

Case Studies
We examine several real-world examples where AI has demonstrably influenced drug discovery, providing context for the

pilot’s focus companies. Each case highlights how AI was used and the outcome achieved.

Insilico Medicine – AI-Designed TNIK Inhibitor (IPF)

Insilico Medicine, a U.S./Hong Kong-based AI drug company, provides one of the earliest proofs-of-concept for AI in

medicine. Using its generative chemistry platform (Pharma.AI), Insilico identified both a novel target (TNIK) and designed

a small-molecule inhibitor, ISM001-055 (renamed rentosertib), for idiopathic pulmonary fibrosis (IPF). This project began

in 2020 ([42] www.eurekalert.org). By mid-2025, Insilico reported Phase IIa clinical trial results in Nature Medicine ([42]

www.eurekalert.org). The trial (GENESIS-IPF) enrolled 71 patients and compared 30 mg BID, 60 mg QD rentosertib vs.

placebo. Results were striking: patients on 60 mg rentosertib had a mean lung function gain of +98.4 mL in forced vital

capacity (FVC) over 12 weeks, whereas placebo patients declined by −20.3 mL ([49] www.eurekalert.org) ([3]

biomednexus.com). This improvement (≈118.7 mL difference) was both statistically and clinically significant. Importantly,

safety was acceptable – adverse events were mostly mild or moderate, with no serious signals beyond placebo rates ([50]

www.eurekalert.org).
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Insilico’s case is seminal: it represents the first time an AI-designed molecule demonstrated efficacy and safety in a
controlled human trial ([3] biomednexus.com). The FDA and industry view it as a validation of generative AI for end-to-end

discovery. (Not coincidentally, Insilico’s press release noted this as a “proof-of-concept” and positioned it as “pioneering”

for AI-driven drug discovery ([42] www.eurekalert.org).) Under the pilot, rentosertib’s IND would be an exemplar: the

company’s submission detailed the AI pipeline, including large-scale generative runs that produced the molecule, and

biomarker data supporting TNIK as a novel fibrotic pathway. The FDA will scrutinize how Insilico validated its model – for

example, Insilico used retrospective data from other TNIK modulators in animal studies for model training, and showed

biomarker shifts (CRP, FVC) consistent with mechanism ([51] www.eurekalert.org). In the pilot setting, Insilico could work

with regulators to refine questions such as: “Given the AI-driven target, what additional nonclinical assays (e.g. off-target

screens) should be performed?” – accelerating consensus.

The broader lesson from Insilico is that rigorous AI design can yield breakthrough candidates, but caveats remain.

Notably, that trial was only 12 weeks and comparatively small; longer studies are needed to confirm chronic benefit. Yet,

this example gave the FDA confidence to commit resources to AI pilots. In public commentary, Insilico’s executives

heralded the result as expedited development (“transformative potential of AI” with “manageable safety profile”) ([52]

www.eurekalert.org). Regulators, likewise, see it as a model: it aligns with the Accelerated AI Pathway’s goals of “enabling

more informed early go/no-go decisions” ([53] www.streetinsider.com) by letting robust computational evidence de-risk early

trials.

Recursion Pharmaceuticals – Phenotypic AI and Exscientia Merger

Recursion Pharmaceuticals (USA) is another front-runner in AI drug discovery, recently merged with UK’s Exscientia.

Recursion’s phEnOmics™ platform combines high-throughput cellular imaging with AI to identify phenotypic changes in

vast compound libraries. Exscientia contributes an automated medicinal chemistry engine. The combined pipeline is one

of the industry’s most comprehensive AI stacks ([30] biomednexus.com).

In their merged pipeline, Recursion-Exscientia report several clinical assets: REC-3964 (Phase II, for difficult C. difficile

infection), REC-1245 (Phase I, solid tumors/lymphoma), and REC-3565 (Phase I, MALT1 inhibitor for B-cell lymphomas)

([30] biomednexus.com). These molecules were prioritized through phenotypic screening and iteratively optimized by AI.

For example, REC-3964 was discovered by screening millions of compounds in fibrosis models (phenomics) and then

fine-tuned via computational chemistry. The companies are expecting key trial readouts in 2026.

However, Recursion’s path also underscores AI’s challenges. Its formerly lead neurology program, REC-994, failed its

Phase II endpoint in late 2024 ([5] www.aipharmaus.com), dampening investor enthusiasm. This shows that even with

advanced AI pipelines, some targets simply prove ineffective in humans. Notably, Recursion’s IND submissions are

technology-intensive: they include large image datasets and analysis code. In the pilot, Recursion-Exscientia would face

scrutiny over model explainability (“the AI saw a phenotypic signature, but what underlying mechanism did it propose?”)

and on the quality of their training controls. FDA advisors might ask for in vivo cross-validation (e.g. if AI picks a

biomarker, is there orthogonal evidence it correlates clinically?). The FDA’s pilot framework – focusing on “model

credibility” – is well matched to Recursion’s multifaceted approach. External analyses have praised Recursion for its

system, but noted that “integration has not been without friction” ([54] biomednexus.com). The pilot could help resolve such

friction by establishing best practices for generative-model-driven pipeline validation.

AbCellera Biologics – Rapid Antibody Discovery

AbCellera (Canada/USA) provides a complementary perspective: it applies AI to antibody discovery using single-cell

microfluidics. While not a small-molecule drug company, AbCellera’s approach compressed the typical timeline of

antibody development. Its AI-enabled platform famously identified Lilly’s COVID-19 antibody bamlanivimab (LY-CoV555)

in just 90 days after receiving a convalescent patient sample ([13] biomednexus.com). Bamlanivimab subsequently received

Emergency Use Authorization (EUA) in late 2020.
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Though bamlanivimab was later withdrawn as virus variants emerged—and was not “FDA-approved” under this pathway

—it demonstrated the speed potential of AI. AbCellera’s AI algorithms rapidly analyzed millions of single-cell immune

profiles to pinpoint high-affinity antibodies. In regulatory terms, AbCellera’s EUA back in 2020 was done under emergency

rules (outside normal pilot concepts), but it presaged how an AI platform can deliver a drug candidate far faster than

classical methods (historical antibody discovery often takes many months just to select clones).

In the Accelerated AI Pilot, AbCellera partner programs (now including a variety of antibody projects) would benefit from

FDA’s interest in AI efficiency. FDA reviewers might explore how AbCellera validates its cell-sorting AI – typically by

retrospective analysis of known antibodies – and how it ensures manufacturing quality for de novo antibodies (CMC

issues). Although AbCellera’s case is somewhat tangential (the company itself does not have a small-molecule IND), it

exemplifies the broad applicability of AI and underscores why regulators are considering AI across modalities, not just

orphan small molecules.

BenevolentAI – Knowledge Graphs and Repurposing

BenevolentAI (UK) uses a biomedical knowledge graph approach: it mines scientific literature, patents, and data to map

complex biological networks, then applies machine learning to suggest new targets or drug uses. A notable success was

baricitinib, an existing drug, which Benevolent’s AI identified as a candidate against COVID-19 early in the pandemic.

Trials later confirmed baricitinib’s efficacy for hospitalized COVID patients, making it a rapidly repurposed treatment ([12]

biomednexus.com). While baricitinib was not AI-designed per se (it was an existing approved drug), BenevolentAI’s

approach nonetheless accelerated its repositioning, illustrating how AI can influence clinical development decisions.

In terms of new drug design, BenevolentAI’s BEN-8744 (for ulcerative colitis) represents a more direct AI output. BEN-

8744, a selective PDE10 inhibitor, was nominated by Benevolent’s platform and has completed Phase II trials ([12]

biomednexus.com). In the pilot, this case would be intriguing: here the target (PDE10) is known, but the AI suggested an

autoimmune indication and a specific chemical scaffold. Regulators would examine how Benevolent’s models inferred the

indication (likely from linking inflammatory pathways to PDE10 activity). The pilot offers FDA a chance to vet knowledge-

graph reasoning – a contrast to purely physics-based or neural network methods. If BEN-8744 shows strong efficacy, it

could validate this “big data fusion” strategy; if not, it will reveal the limits of text-mining approaches in predicting human

biology.

Schrödinger/Nimbus – Physics-Based AI with Market Validation

Schrödinger (USA) was an early pioneer of computational drug design, long before the term “AI” became trendy. Its

physics-based platform (molecular simulations, free-energy perturbation) discovered a TYK2 inhibitor in partnership with

Nimbus Therapeutics. This program, zasocitinib (TAK-279), is now in Phase III trials with Takeda ([11] biomednexus.com).

In 2023, Bristol Myers Squibb had agreed to pay up to $6 billion for Nimbus’s TYK2 program ([11] biomednexus.com),

evidence of the high value placed on AI-enabled discovery.

Schrödinger’s approach is relevant to the pilot in that it represents a hybrid model: it uses quantum-based simulations

(computational chemistry) rather than purely data-driven ML. Still, Schrödinger has increasingly integrated ML elements

(e.g. refining scoring functions, predicting designer variants). The FDA pilot would treat such computational design

outputs similarly to neural-network outputs. In principle, the model that predicted ligand-binding modes or refined leads

must be validated (Schrödinger typically does retrospective benchmarks and prospective test of “known” compounds).

Given the advanced stage of zasocitinib (Phase III), Schrödinger’s track record builds confidence. The company’s

philosophy – continuous physics simulation – could inform the pilot’s understanding of “algorithmic credibility,” especially

if they share how simulation uncertainty is quantified.

Relay Therapeutics – Protein Motion AI
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Relay Therapeutics (USA) employs AI to analyze dynamic protein structures, a unique angle in drug design. Its Dynamo

TM platform evaluates how proteins move over time and identifies druggable conformations that static models miss.

Relay’s lead, RLY-2608, targets a mutant form of PI3Kα in cancer and is in Phase I trials ([31] biomednexus.com).

Preclinical data suggest RLY-2608 can inhibit the mutant protein without affecting the wild-type kinase. The AI challenge

here is understanding a continuously shifting binding pocket. In regulatory review, the pilot would examine the simulation

data and ask how Relay validated its predictions (e.g. comparing predicted vs. actual inhibitor affinity). Relay emphasizes

that its AI augments, not replaces, medicinal chemists: chemists interpret AI-flagged conformations and design molecules

accordingly. Thus, Relay’s case enters the pilot as an example of close human-AI collaboration in candidate creation.

Regulatory Context and International
Perspectives
The FDA pilot does not occur in isolation. Globally, regulators are grappling with how to oversee AI in medicine.

FDA Proposals: As noted, the FDA’s January 2025 draft guidance provides the scaffolding for AI in drug review ([6] www.fda.gov). It

outlines a risk-based credibility framework mirroring those used for computational modeling: sponsors define the context-of-use rigorously

(e.g. “Predicting first-in-human dose from animal data”), and FDA evaluates evidence of model robustness. The final guidance (expected
later in 2026) will shape how seriously AI evidence is weighed. Moreover, the 2025 Accelerated Approval changes (allowing single trial

plus supportive data instead of two registrational studies) suggest the agency is leaning toward flexible evidence standards ([37]

winbuzzer.com) – a philosophy that underpins faster reviews in general (and arguably supports pilot aims).

EMA Initiatives: The European Medicines Agency has been highly active on AI. In September 2024 it published a Reflection Paper on
AI in Medicinal Product Lifecycle (www.ema.europa.eu), and in early 2023 EMA and FDA jointly released “Good Machine Learning
Practice” principles for AI in drug development (www.ema.europa.eu). These principles (ten in total) cover transparency, performance,

data quality, human oversight, etc., and will form the basis of EU guidance. EMA has also run pilots – for example, EMA’s CHMP has

already issued a Qualification Opinion on using an AI tool to analyze liver biopsies in NASH trials (AIM-NASH) (www.ema.europa.eu).

EMA’s stance is thus parallel to FDA: it welcomes AI but insists on standards and pilot-testing before full acceptance.

Standards and Ethics: One concern is the “black box” nature of many AI models. Both FDA and EMA emphasize explainability: the joint

guidance calls for documentation of AI architecture and decision logic (www.ema.europa.eu). There are also data privacy and bias issues
– for instance, if an AI model was trained mostly on data from one population, its applicability to another might be limited. The FDA pilot

could surface such issues: if a company’s training set lacks diversity, the FDA might require supplementary studies or caution in labeling.

Likewise, intellectual property and cybersecurity become relevant when companies must share proprietary AI code with regulators under

secure conditions.

Pathway Integration: It is still uncertain whether the Accelerated AI Pathway will become an official designation (like Fast Track) or

remain a time-limited pilot. FDA has precedent for piloting new pathways before codification. The pilot’s outcome will likely influence
whether future AI-discovered drugs get automatic priority or a formal “AI designation.” Potentially, after the pilot, the FDA could issue

guidance identifying criteria for an “AI pathway,” or incorporate AI considerations into existing frameworks (e.g. issuing a Technical

Conformance Guide for AI-generated data). At minimum, FDA’s use of AI pilots signals to companies that regulatory flexibility is on the

table for AI innovations.

Discussion of Implications
The Accelerated AI Pathway Pilot has far-reaching potential impacts – positive and cautionary – across stakeholders:

For Patients and Public Health: If AI can reliably produce effective new therapies faster, patients would benefit from earlier access to

cures. The accelerated timelines (potentially cutting several years out of drug development) could save lives, especially in areas of high
unmet need (e.g. rare diseases, aggressive cancers). Real-time trial monitoring could also enhance safety by flagging adverse signals

sooner. However, this must be balanced against the risk of “speed over safety.” As AP News notes, the new FDA initiatives aim to

“maintain rigorous standards” even while streamlining bureaucracy ([55] apnews.com). Public trust will hinge on whether expedited

pathways truly deliver safe, effective drugs. High-profile failures (for example, a rush-approval of an ineffective drug) could damage

confidence. Hence, transparency of the pilot and post-market surveillance will be crucial.
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For Industry: Drug companies, especially smaller biotech and startup innovators, stand to gain. An AI-specific pathway could level the

playing field for AI-driven firms competing with big pharma, by giving them clearer regulatory routes and faster timelines. It also signals

that heavy investment in AI R&D is not wasted – the FDA is committed to reviewing those innovations. Conversely, large pharmaceutical
companies without in-house AI capability may feel pressure to partner or acquire AI enterprises to remain competitive. The January 2026

partnership deals of Lilly, GSK, Pfizer (mentioned earlier ([46] biomednexus.com)) illustrate pharma’s scramble to secure AI talent. We

may see a wave of AI biotech M&A and alliances, akin to tech adoption in other industries.

For Regulators: FDA (and counterparts) face new challenges. They must build internal AI expertise (FDA hired a Chief AI Officer in 2024

([56] winbuzzer.com) and has trained thousands of staff on AI tools ([47] winbuzzer.com)). The pilot will generate institutional

knowledge: how to audit AI models, how to write regulations, and how to educate reviewers. If successful, the FDA could reallocate

resources: the $120 million annual savings from faster trials (mentioned in the real-time pilot) would fund additional scientists ([43]

winbuzzer.com). But reliance on AI also creates dependencies; the FDA will need to invest in maintaining secure AI platforms (like Elsa)

and data pipelines. Ethically, the agency must avoid bias: for example, an AI-recommended dosage algorithm must work across diverse

subpopulations. Ongoing evaluation of AI tools’ performance post-approval will likely be required.

For Society and Policy: The broader context includes debates on AI in healthcare. The FDA pilot could set precedents for other
domains: for instance, if AI can reliably innovate drugs, could similar “accelerated pathways” appear for AI-devised medical devices or

diagnostics? Internationally, the U.S. approach will influence other regulators. If FDA’s pilot is lauded, other countries (Japan, China,

Canada) may institute their own AI-focused drug pathways. Conversely, missteps could lead to stricter controls. There are also job

concerns – Makary’s plan to rehire scientists (thanks to efficiencies) suggests a vision where technology augments rather than replaces

expertise ([43] winbuzzer.com). Academia, meanwhile, will likely intensify research on AI validation methods, model interpretability, and

integration with bench science, to meet regulators’ future needs.

Future Directions: Beyond Phase I, how will AI fit into Phase II/III and beyond? The FDA pilot is an early-phase initiative, but AI can also

optimize enrollment, endpoints, and real-world data analysis in later trials. For example, companies like Noetik (predicting which patients

will respond) could shape which cohorts enter Phase II. If the pilot proves effective, we could envision a continuous “AI-in-the-loop” model
throughout development: from target to post-market surveillance. Moreover, as AI technology evolves (e.g. large language models

interpreting genomic literature on the fly), regulators will need to update frameworks. The current pilot is only the beginning of a likely

decade-long integration of AI into pharmaceutical regulation.

Conclusion
The FDA’s Accelerated AI Pathway Pilot – with its cohort of 10 pioneering companies – represents a bold experiment at

the intersection of innovation and regulation. It acknowledges that AI-discovered drugs are no longer science fiction,

but an imminent reality in the clinic ([10] www.eurekalert.org) ([4] biomednexus.com). By creating a specialized pathway, the

FDA is signaling that it will adapt its processes to technological change, seeking to capture AI’s benefits (speed,

efficiency, transparency) while safeguarding public health. The pilot leverages the agency’s emerging AI capabilities,

industry momentum, and global regulatory alignment to potentially redefine how new drugs are evaluated.

This report has examined the full context of this initiative: from the data showing AI’s enhanced success and speed ([4]

biomednexus.com), to case studies of AI-driven molecules ([3] biomednexus.com) ([11] biomednexus.com) ([12]

biomednexus.com), to the detailed mechanics of FDA’s pilot program ([2] www.streetinsider.com) ([6] www.fda.gov). Key

insights include:

Demonstrated Proof-of-Concept: AI can indeed produce viable drug candidates (as Insilico’s rentosertibachieved)

and accelerate development (e.g. AbCellera’s antibody in 90 days) ([3] biomednexus.com) ([13] biomednexus.com).

Regulatory Willingness: The FDA is proactively building capacity (guidance, staff training) and pilot programs to

handle AI-originated evidence, rather than ignoring it ([24] www.fda.gov) ([6] www.fda.gov).

Challenges Ahead: Model validation, data quality, equity, and enforcement of standards remain critical issues. The

pilot’s interactive review process is designed to surface and address these in real time ([2] www.streetinsider.com) ([6]

www.fda.gov).

Significant Implications: If successful, this pathway could shorten development times and broaden therapeutic

options for patients. It may also shift R&D economics and spark international regulatory harmonization on AI in
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medicine (www.ema.europa.eu) ([46] biomednexus.com).

In summary, the FDA’s Accelerated AI Pathway Pilot is a landmark initiative. It shows the agency’s intent to “take action”
on AI beyond talk at conferences ([57] www.fda.gov), and to test concrete regulatory mechanisms for a technology that is

already altering the pharmaceutical landscape. Over the next year, close monitoring of this pilot will be essential. The

results will guide whether AI-discovered therapeutics become mainstream, and will set the tone for 21st-century drug

approval paradigms.

Key References: FDA press releases and guidance ([24] www.fda.gov) ([6] www.fda.gov); industry analyses of AI drug

pipelines ([4] biomednexus.com) ([3] biomednexus.com) ([30] biomednexus.com); case study reports ([42] www.eurekalert.org) ([12]

biomednexus.com); and recent news on FDA initiatives ([2] www.streetinsider.com) ([45] winbuzzer.com), among others.
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IntuitionLabs - Industry Leadership & Services

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

in custom AI software development and pharma implementations with proven results across public biotech and

pharmaceutical companies.

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

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

expertise for pharmaceutical drug development and commercialization.

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

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

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

systems with advanced analytics and regulatory compliance capabilities.

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

for pharmaceutical companies requiring data isolation and compliance.

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

document analysis, and intelligent data extraction from clinical and regulatory documents.

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

applications with advanced analytics and reporting capabilities.

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

customer service solutions for pharma companies.

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

solutions, and regulatory compliance platforms.

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

pharmaceutical market intelligence systems.

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

visualization solutions for pharmaceutical insights.

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

guidance for pharmaceutical organizations adopting AI technologies.

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

The information contained in this document is provided for educational and informational purposes only. We make no representations

or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information

contained herein.

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

for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising

from the use of information presented in this document.

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

contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their

respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these

names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

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

companies. As the premier US-based AI software development company for drug development and commercialization, we deliver

cutting-edge custom AI applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and

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

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

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

with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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