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Predictive AI modeling startup and

biotech-focused venture fund unite to

accelerate next-generation therapeutics

and reshape the FDA regulatory path.

SAN DIEGO, CA, UNITED STATES,

October 16, 2025 /EINPresswire.com/ --

Phase Advance, a pioneering AI

company capable of predicting drug

performance through Phase 3 clinical

outcomes for new therapeutics with

only their discovery details, has

entered a strategic alliance with QNova

Capital, the new venture fund of

QNova LifeSciences. Together, they aim

to transform how therapies are

selected, evaluated, and advanced,

marking a turning point for an industry

seeking to reduce dependence on animal models and dramatically lower regulatory risk.

The FDA is calling for a transition toward New Approach Methodologies (NAMs), innovative, non-

animal testing tools that use computational and AI-based modeling to improve how human

safety and efficacy are predicted. Phase Advance’s breakthrough predictive modeling platform

embodies this vision, offering a validated, AI-driven alternative that can forecast therapeutic

outcomes before any human trial begins.

For QNova Capital and QNova LifeSciences, which has experience with more than 500 drugs and

biologics over the past three decades, this alliance represents both continuity and

transformation. The partnership will leverage Phase Advance’s AI to identify the most promising

drug candidates earlier, while reducing cost, uncertainty, and risk throughout the regulatory

journey.

“I’ve spent my career navigating some of the most complex regulatory environments in biotech,”

said Jim Sergi, President of QNova LifeSciences and partner in QNova Capital. “With Phase

Advance, we’re not just improving how companies navigate that process, we’re helping accelerate

http://www.einpresswire.com
https://phaseadvance.ai/
https://qnova.capital/
https://qnova.capital/
https://www.fda.gov/news-events/press-announcements/fda-announces-plan-phase-out-animal-testing-requirement-monoclonal-antibodies-and-other-drugs


Together with QNova, we’re

using AI to help companies

and regulators move

beyond animal models

toward a faster, smarter,

and more human-centered

future of drug

development.”

Dr. Tawanda Gumbo

the FDA’s evolution toward more predictive, AI-driven

methodologies that will define the future of drug

development itself.” 

“This partnership isn’t just about better predictions, it’s

about transforming what’s possible,” said Dr. Tawanda

Gumbo, CEO and Co-founder of Phase Advance. “Together

with QNova, we’re using AI to help companies and

regulators move beyond animal models toward a faster,

smarter, and more human-centered future of drug

development.” 

“Our investment process already leverages decades of scientific and regulatory insight to de-risk

early-stage opportunities,” said John Stanton, Managing Partner of QNova Capital. “Phase

Advance extends that advantage by giving us unprecedented visibility into regulatory outcomes,

allowing us to pick winners and invest in the next generation of breakthrough companies.”

Phase Advance’s technology is already demonstrating > 99% accuracy in predicting Phase 3

outcomes based on minimal inputs, a milestone that positions it as one of the most credible and

powerful tools in the new field of New Approach Methodologies (NAMs). As the FDA and global

regulators move to validate non-animal testing frameworks, this alliance establishes Phase

Advance and QNova Capital as frontrunners in defining the AI-driven regulatory future.

The partnership’s goal goes beyond investment returns, it represents a shared mission to

modernize the regulatory model for how therapies reach patients, to make drug development

faster, safer, and more predictive.

About Phase Advance

Phase Advance is a Dallas, Texas-based company co-founded by physician-scientist Dr. Tawanda

Gumbo after several years developing and testing predictive models of lifetime disease

progression. The company’s platform predicts patient-level clinical response rates, optimal

doses, biomarker performance, and overall therapeutic success — all before the preclinical

stage. Clients include pharma companies, CROs, venture investors, and AI-driven drug discovery

firms.

About QNova Capital

QNova Capital is a biotechnology-focused venture fund backed by QNova LifeSciences, a leading

clinical research and regulatory organization with 30 years’ experience on over 500 drug and

biologic development programs. QNova Capital invests in breakthrough life science technologies

that reduce regulatory risk, accelerate development timelines, and improve patient outcomes.

Rachael Sparks



Phase Advance

+1 512-576-4418

email us here

Visit us on social media:

LinkedIn

Other

This press release can be viewed online at: https://www.einpresswire.com/article/858428076

EIN Presswire's priority is source transparency. We do not allow opaque clients, and our editors

try to be careful about weeding out false and misleading content. As a user, if you see something

we have missed, please do bring it to our attention. Your help is welcome. EIN Presswire,

Everyone's Internet News Presswire™, tries to define some of the boundaries that are reasonable

in today's world. Please see our Editorial Guidelines for more information.

© 1995-2025 Newsmatics Inc. All Right Reserved.

http://www.einpresswire.com/contact_author/5426379
https://www.linkedin.com/in/rachael--sparks/
https://www.linkedin.com/company/qnova-capital/
https://www.einpresswire.com/article/858428076
https://www.einpresswire.com/editorial-guidelines

