Accelerating First-in-Human Development | Strategic Approach & Execution _
Through an Australia-First Strategy " Australia-First Strategy: Initiated Phase 1 study in Australia

Generate clinical momentum while IND-enabling activities continue—REV Clinical. while IND-enabling toxicology activities continued in parallel

Regulatory Acceleration: Leveraged Australia’s streamlined

) regulatory pathway for rapid study start-up
Study Details

Lean Early-Phase Execution: Designed a cost-efficient Phase 1

Phase: Phase 1 (FIH) study focused on early safety and PK data generation
Indication: Oncology

No of Patients: 21 Funding Milestone Alignment: Prioritized timelines around key
Country of execution: Australia investor and fundraising milestones

Client profile: Emerging Biotech . .
Embedded Sponsor Support: Functioned as an extension of

sponsor team to coordinate regulatory and operational
execution across parallel activities

The Challenge | Outcome & Impact

Sponsor lacked sufficient toxicology data to immediately support a U.S. IND ® Accelerated development timelines by ~6—8 months ahead of
submission but needed to rapidly initiate a Phase 1 study to achieve critical funding U.S. IND clearance

222k\;aglgatlon milestones without waiting for completion of the full IND-enabling ® |nitiated patient recruitment within 4 months of study start-up

® Generated early clinical safety data to support subsequent
fundraising and development expansion

® Enabled continued program advancement while IND-enabling
activities progressed in parallel
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