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Present status & scope of innovation in the academic sector
— Where are we now and where should we go? —

Masanori Fukushima
Translational Research Informatics Center, Foundation for Biomedical Research and Innovation

Abstract

During the past 5 years, through the national translational research (TR) promotion program by MEXT
(Ministry of Education, Culture, Sports, Science and Technology), 6 universities and 1 institution
established TR Centers and drug and device development pipelines.

As the result of this 5 year program, at the end of March 2013, 18 seeds derived from the Japan
academic sector are under registered clinical trials, and 4 products have obtained approvals from the
regulatory agency of MHLW (Ministry of Health, Labour and Welfare). Another 4 products are now under
review for NDA (New Drug Approval).

In April 2012, MEXT started the subsequent program which is to accelerate TRs through networking.
In this program, each TR center should start at least 3 IND (Investigational New Drug) trials, and at least 1
global development. The goal of this program is to establish the university hospital alliance for life science
innovation and global network.

This article reviews and takes a close look at innovative infrastructure and its activity in Japan.
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Table 1 Outcomes of drug and device developments of the 1* Program
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Table 2 The 1" Program product list of regenerative medical development
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Table 3 List of items for assessment for the 2" Program; acceleration of TRs through networking
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Table 4 FY2012 Adopted study subjects for Research project to overcome intractable diseases
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M7 ) ERICRT. Fig 2).
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Fig.1 Academia R&D pipeline (by target condition) accomplished in the 1* Program
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Fig. 2 Seeds portfolio of regenerative medicine
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Table 5 Japan Pharmaceutical Affairs Law — international merchandise; ICH-GCP compliant
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Table 6 Health Insurance Act — articles limited to the domestic market
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Table 7 Application of “Project Management”
Objectives management & assessment of accomplishment
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Table 8 Instructions for applicants of national TR Programs by MEXT & MHLW
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BLIRRET S 24131201)

@27 v S EREBRBRORER (GABE, 55 1M 2 IMHRE:, POC (proof of concept) DHfF, GMP -
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b, Rl E MBI AL BVDTH 5.

HEKERAE L DDA BT TR S v
FWETF— AR FF a2 AV MIEEFHSTNS., T4
bHHOBAF - BRI S D, @IEERRERIC
Bbzen, OBKREIZEDS LD, F72Ri&
MBS & Uil % LUk, IR5Ed % Hefl %
AL T AFEES KW, Tabbiiirs
NI RETREE S B, ko T, FHEW
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1, FEREEEIE, BN 2B EERTE S
Gk - AR A E R A BRI EER L, A b
Sy M TLERFa2A YV AF 2y LEDTH

Table 9 Documents and deliverables to meet requirements for obtaining funding for R&D
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5. JFAG @A RE TR RIEZEREE T, 5
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Fig. 3 R&D pipelines management system
RDNATF4 BRI XT L
(BH) SHERO S —XiERE—THICERE - A[RET 22 & ICBES T,
TOT 7 LEED Y —XEHE—TICERE - AIRIET 3.

BEMSHSNELESE(C,
YRAFLDN=T 3Ty TFE

IZBWTEAHIATER D, A, EHE v
A PEY Y MZZORNERBL TS, 20D
R&D/S4 T35 4 VEBY 25 212 & - CTEB
IZAESE ZETHRATHE A —FIZbh 3 kD
2 >TWb., BRAIZIZDORED S 774V
BT 2T 0%, FHEEMIREOHETERE LTS
FIFHABETH 5. R&D/SA 754 VEHY 27
AR 25 4R 12 versionup L, BREZ KD &
o, ZHIZE>TDOAET 7 I 720 TS,
RS RIEME SR SO A T4 viday
a—2Il&->TfHEHTE5RIZAS.
Zhug, Al L -ERAE A RRICT RS
PEAMAl 2 2 R T X B Z L AR L, 72
EDHERIZH LT, EDXS EMRBREELH D,
2N OHEGAIZ K > TRk E D & 5 S fRFEIRD
RPRAFND LSS A Iab—Va
VTEDLILEBKRLTOEDTH 5.

Plb, 47 xX=v g VA OER & HHEIZDO0
THENE % 3R 7z,

3. SHEDRBLIZCOVT
PEICHTEi CR&D 2SA 94 VY ZF 40D

FRITIZ DT R7=2, SHuELZ L
3, ZOVATFLETXRUIWEHL TN Z &L,

[Rieneafeegee
€0 BE| BE| BE| EE

AT LDversion up THDH. ZDT —HAXN—2
IZ& 5 THREDSHI0FEDRHFEIZONTAIK
GBHAHIRETZ B LI2n 5.

BB L7 ra— it st cx 37
Oy 7 INZ A = WA B Fai s BN <D
b BN, bREOMIENELDmLL, /4T
T4 VERUNENL T B 2005 kiR
FEBIZETFL T2 AT A 50, 2L T
Lo MELEE s kWA TH 5. £
IR ABIE LI ENE R v b -2 T
13, HiEZ52 T\ 5%. $abbOEEES
@y —XHR @A T4 vOEE ©avik
@y PT=2LTHD, ThEFhIZONTEH
WZREN 2 H RS A 5%5E LT\ 3 (Table 3).

K7z LB, WAl bAA, &FF
ERRERFEZ S v b7 — s b Eh, KARFIIEE
Wbt A, TRTOMBEIZ DWW TS & #5R 4
VoL — MERIEREBHEANOY T AL AL DR
FURTE AT, HEREGIROBRIZ, &5
WA ERBRIZHEWTLEDINICKR T35 Z LA Al HE
LB EIMHMATED 2D TNEDTH 5.

25 LTHIZ S 4N, KREHRY — XD
FRRE L 5 Z LIdHELL, WA T OKGET

YHDZ L BB THAD. ZIIZESTHR
rEsERIcAN b L, R ABRNTRESHEA T

—161—



BRPR P 41%1% 2013

WA IZEW R,

WAk Y 3 v EEES

THEZED TN, TIHE R EAEE Ui

FTHES T —2 T T LThHB.

ZZIZ,

TR 23N LD R & — b U AR T -

S

PIRRIRRABR ML, BRSPS & ff e,

DbORENCIBRK LA/ R— 3 VIEBERTRT S
IEBDTHS. %D TIZ % University
Hospital Alliance for Life Science Innovation and

Global Network & Fr9 5.

4. SHVBER L

OEFLEFE 16531
i3, BRSO -
abhWEMHElEhTnws, KoT
L T R SR T D 5 -

&, FHEREENPE (Fig. 4)
alilli & 17 &
TEH
iz Tx % &5

25572012, DIFERELZN

Tabb, RIS B RHEREENFED L
ﬁMC%LT,%ﬁ,%%%#%%&T2%
% ERRICRSE - RRINSE 2 588, 341

E$ 3 (Table 10). ZhiZ & ofﬁﬁA
B AIZ A% & S B R AR5 T &

NTE, BRI/ ETNS.

@Ok, $K%, WMFEERICBNT, L%

ALY % 7=, RaraUs, mbaHERT 5.
RS0 200 THRE=HRAT .
PRS- BRGE LIUFZENngE R » b7 — 2
Fur s AT, FTORAELT, Y—X
28w r —UHilE (Table 11) #ffr LT\ 5%
LZATHBN, 5Hh5 T I74 v o5fbo
12, BRI Z O3 OO AL,

LB WBETH S, 72770, ZHIHIZEESA
BATHE I VEWS O TIE AW, X0

R AKERD T ENIRENTZ]DOTH 2.

Fig. 4 Advanced Treatment Hospitals across Japan
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Table 10 Self-sustainability and functional enhancement of Advanced Treatment Hospitals
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