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Time Session/Theme
10 : 00-10 : 15 | Opening Remarks
AM Introduction to workshop -Nicholas King, Executive Director, PSTC
Session 1 New Technology for Biomarkers
10:15 AM-1:00 | ® Introduction
PM ® Novel biomarker exploration using SOMAscan
® Bimolecular micro needle system for medicals
® MPS based on microfluidic technology for safety testing

Singatope’s mass-spec assay

1:00-2:00 PM Lunch break

Session 2 Introduction of Safety Biomarker Utilization in Clinical
2:00-6:15 PM Development
® Introduction
® Working towards global acceptance of Novel DILI and DILI
biomarkers
® Case study — Kidney injury biomarker
Break
Case study — Kidney injury biomarker:
Japan Healthy Volunteer Study for PTS Biomarker Program
® Regulatory perspective on the evaluation of novel biomarkers

® Panel discussion

6:15-6:35 Closing Remarks
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