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Y | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020 | 2021 | 2022 | 2023 | 2024 | Total _

#[E] 3[1 10[2] 16[7] 13[8] 18[8] 13[7] 19[9] 15[7] 12[3] 16[4] 16[7] 151 [63]
N[E] 1[1] 3[2] 5[0] 14[10] 17[3] 16[7] 22[5] 18[9] 25[14] 23[9] 22[2] 166[62]

Note: [] ROMAEIIERTFESIEER,
https://www.pmda.go.jp/files/000276137.pdf
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10 m Circulation
m Gastrointestinal
5 m Dermatology
mMetabolic Disorders
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Normal T-cell activation Super-antibody T-cell activation

Toswitch ona T cell, two signals are required: a general This overrides both signals and potentially activates
activation trigger and a specific ‘antigen” from a molecule all T cells with a CD28 receptor, not just those
recognized as being foreign. spedific for a particular antigen.

(cozs binding (general ‘go’ signal) : A TGN1412

Activation

>

LAntigen binding (specifictoa
particular foreign molecule)

X (JCD28E//0-FIWK) 5ENniz6fl
EHINEELYA MA AN L2 FIE,

https://www.nature.com/articles/440855a
PMDA\ nttp://news.bbc.co.uk/2/hi/health/5121824.stm
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* Sponsors must not start the clinical trial (CT) for the period of

30 days after submission of the first clinical trial notification
(=IND application).

* PMDA will review Investigational New Drug (IND) data in order to
ensure safety and prevent any possible hazards.

Pharmaceutical Industry /
e : o > o s s V.,.. (as needed)
1. Clinical trial notification Clinician (Sponsor) ™., o
..... trial discontinuation
Codays D> L

| MHLW
PMDA >  (Ministry of Health,
2. Investigation Result ~ Labour and Welfare)

https://www.pmda.go.jp/english/int-activities/training-center/0005.html: ‘8. First-in-Human Studies’
BMDA https://www.youtube.com/watch?v=c2ndoluoFck
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