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A X C E L E A D

Smart IND ®
 Your One-Stop, Fast-Track Solution for IND Success

What is Smart-IND®?

In partnership with Axcelead, Smart-IND® provides a fully integrated solution to 
streamline and accelerate your IND application process. We design the optimal strategy 
for a successful IND filing and manage the entire project on your behalf.
Our proprietary process not only accelerates your IND project—from candidate selection 
to submission—but also helps you achieve an IND in under 12 months*, significantly 
reducing R&D costs. By minimizing your operational burden, Smart-IND® enables you to 
focus on the patient-centered aspects of your first-in-human program.

• An optimized strategy tailored to your project goals and target product profile
• A flexible, modality-adaptable plan backed by experience from over 100 INDs and 20 NDAs
• Reduced time and cost through the efficient execution of multiple studies at our one-stop shop
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Key Benefits to Working with Us on Smart-IND®

Client Testimonials

Service Map

• Achieve an optimized IND submission in under 12 months*
• End-to-end support from a dedicated project manager to reduce your operational burden
• Non-GMP bulk drug preparation with efficient route scouting
• Seamless transition to clinical development through modeling, simulation, and PK/PD assays and analysis

On the occasion of the FIH clinical trial initiation, Dr. Kanji Hosoda, President and CEO of PRD Therapeutics, 
commented:
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Note   *: Timeline depends on candidate profile and project-specific factors.
          **: Depending on the studies, some activities may be conducted by our partner CROs.

Candidate Selection to IND | 10 - 12 months*

Project Management includes CRO** and CDMO Services as a One-stop Shop
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“Since our establishment, we have worked closely with Axcelead DDP on the research and 
development of PRD001. Thanks to the high level of expertise and seamless collaboration with 
project team members and managers specializing in safety, pharmacokinetics, physicochemical 
properties, and synthesis, we were able to proceed with development quickly and efficiently. 
We are very pleased that we have now successfully initiated the FIH clinical trial.”


