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Workshop: Emerging Regulatory Science

- Building a platform for forecasting and identification -

Time: November 3rd, 2017, 13:30~17:30
Place: the University of Tokyo, Itoh International Research Centre 3F.

Opening Remark: The role of “Social Science on Regulatory Science(SSRS),” Shingo Kano

(U

Session 1: Emerging regulatory science and Global Summit on Regulatory Science

13:40-14:25

1. Introduction: SSRS Report: GSRS -Historical Review (10 min)

2. GSRS: NCTR’s Perspective (Tong Weida, FDA/NCTR) (10 min)

3. GSRS: Japan’s Perspective (Ryusuke Nakaoka, NITHS) (10 min)

4. Discussion: Identifying what’s the next Emerging Regulatory Science (15 min)

Session 2: New Guideline/ISO Formations and related Activities in Japan

14:30-15:25

1. Introduction: SSRS Report: Japanese Case - JISEDAI /SAKIGAKE & ISOs - (10 min)

2. Japan’s Commitment: Case of ICHS7B/E14 (Yuko Sekino, UT) (10 min)

3. Japan’s Commitment: Case of ISO16578 (Hiroki Nakae, JMAC) (10 min)

4. Discussion: Designing the communication between Innovators and Regulators (15 min)

Session 3: Emerging Regulatory Science and its Research Engine -Resource Perspective

15:40-16:25

1. Introduction: SSRS Report: Regulatory Research Engine (RRE) -Functional Definition-(10
min)

2. Resource for RRE in Universities (Ichiro Sakuma, UT) (10 min)

3. Resource for RRE in Regulatory Agency -NCTR’s Case-(Slikker William, FDA/NCTR) (10
min)

4. Discussion: Building a network for RRE (15 min)

Session 4 : New Challenges in the RISTEX project

16:30-17:15

1. Regulatory Horizon Scanning: Concept Proposal (Shingo Kano, UT) (10 min)

2. Guideline of Guidelines : Points to consider in Japan (Chiaki, Sato, AGU) (10 min)

3. Designing a New type Organization (Yuko Hayashi, YU / Yuko Sekino, UT) (10 min)

4. Discussion: Missing functions in the Regulatory Value Chain (15 min)

Free Discussion: 17:15-17:30
Reception: 18:00-20:00 Arrangiarsi (Italian Restaurant)
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