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Abstract

- April 28, 2026 FDA press release: two RTCTs already live (AstraZeneca Phase :
lymphoma, Amgen Phase 1b SCLC), Paradigm Health validated as ingestion laye
open through May 29, pilot selection by summer, stated long term goal is contin

trials across all phases.

- Surface coverage: 20 to 40 percent timeline compression, Al in regulatory revie

global competitive framing vs China.

- Real read: phase 1, 2, 3 were never properties of biology. They are properties of
long a paper based regulator took to review batched submissions. ~45 percent of
development time is administrative dead time per FDA estimates surfaced in Re

coverage.

- Knock on effects: tranched venture financing breaks, milestone licensing struc
break, real options pricing of biotech assets breaks, catalyst calendar trading on

buy side breaks.



- Founder sized holes: continuous reg affairs OS, signal schema and aggregation
real time biostatistics, automated DSMB tooling, native streaming CRO, signal a
patient recruitment, regulator grade audit trail, streaming intelligence for the b

side, parametric trial insurance.

- Incumbent risk: large CROs and EDC platforms (IQVIA, Medidata, ICON, Vee

make money on the latency they are about to lose. Retrofit loses to native archite

- Watch list: RFI responses May 29, pilot cohort August, first non pilot sponsor
early 2027, first big CRO M&A targeting a streaming native player.
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The setup nobody is pricing in

The FDA dropped a press release on April 28 that read like incremental
modernization and was actually a quiet detonation of the phase gate construct tl
biotech has been trading around for forty years. Two real time clinical trials are
already live. AstraZeneca’s Phase 2 lymphoma study and Amgen’s Phase 1b smal
lung program are streaming signals to the agency through Paradigm Health’s
platform. The RFI is open through May 29. Pilot cohort selection is targeted for
summer. The stated long term goal, written in the press release in plain English,

continuous trials across all phases. Most of the coverage led with the Al angle ar



20 to 40 percent timeline compression numbers, which is the surface read and al
wrong read. The deeper thing, the one that breaks valuation models and licensin
templates and the entire muscle memory of how biotech finance works, is that p
1, phase 2, and phase 3 were never properties of biology. They were properties o
long it took to clean and lock and ship batched data to a regulator who reviewed
a document. Strip the latency out and the phases stop being a natural unit. That
what is actually being announced here, even though nobody on the FDA side has

it out loud yet. o,
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