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Time Session | Proposed Session Description / Theme Session Chairs
10:30-11:00 1 Introduction John Michael-Sauer (C-Path)

Takayoshi Nishiya (Daiichi Sanko)

11:00 - 13:00 | Lunch and Poster Session

13:00 — 15:00 2 Beyond protein biomarkers: miRNA and small circulating RNA Takayoshi Nishiya (Daiichi Sanko)
* miRNA safety biomarkers — Warren Glaab (Merck) Warren Glaab (Merck)

* miRNA — Tsuyoshi Yokoi (Nagoya Univ.)

* small circulating RNA — Takahiro Ochiya (Tokyo Medical Univ.)

15:00-17:30 3 Cluster/network analysis of genomics for disease grouping Piero Carninci (Riken)

* New diagnostic examination (biomarkers) and treatment for mental Jiri Aubrecht (Takeda)
disorders by using of genomics, epigenetics and metabolomics technologies
— Atsushi Takata (Yokohama City Univ.)

* Modeling of the transcriptional response to multidrug treatment for

Day 1

prediction of positive and negative effects of combinatorial drug therapy —
Erik Arner (RIKEN)

* Building the Human Cell Atlas towards Medical Innovations —Jay Shin
(RIKEN)

* Predicting risk of complications and severity of Crohn’s disease — Karen Lasch
(Takeda)

* Transcriptomic biomarker panel as assessed by RT-qPCR and microarray —
Roland Frétschl

18:00 Banquet (Posters remain available for viewing)




Time Session | Proposed Session Description / Theme Session Chairs

9:00-12:00 4 Safety testing, drug efficacy, and disease diagnosis Yoshiro Saito (NIHS)

* GLDH clinical qualification — Jiri Aubrecht (Takeda) Tanja Zabka (Genentech)

* Qualification of clinical drug-induced muscle injury biomarkers — Vishal Vaidya
(Pfizer)

* Validation of drug-induced liver injury biomarkers in Japan — Noriaki Arakawa
(NIHS)

* Diagnostic test/tool standardization — Masato Maekawa (Hamamatsu Medical
Univ.)

12:00 - 13:00 | Lunch

Day 2 | 13:00-15:30 5 Biomarker qualification evidentiary considerations Yasuto Otsubo (PMDA)
* Current evidentiary considerations progress across PMDA, FDA, and EMA —C- | Masanori Hizue (Pfizer Japan)
Path staff

* Case study: statistical analysis — Robin Mogg (Medical Research Institute of the
Bill and Melinda Gates Foundation)

* Case study: analytical validation — John-Michael Sauer (C-Path)

* Survey results and perspectives on analytical validation in Japan— Yoshiro Saito
(NIHS)

* Qualification at PMDA — Mineo Matsumoto (PMDA)

15:30-16:30 6 Closing Akihiro Ishiguro (PMDA)
* Conclusions and next steps John Michael Sauer (C-Path)

* Include all session chairs for panel discussion to summarize the conference
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