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Collaborative projects with academia for regulatory science studies on biomarkers

Yoshiro Saito”, Ryosuke Nakamura, Keiko Maekawa

Biomarkers are useful tools to be utilized as indicators/predictors of disease severity and drug

responsiveness/safety, and thus are expected to promote efficient drug development and to accelerate

proper use of approved drugs. Many academic achievements have been reported, but only a small

number of biomarkers are used in clinical trials and drug treatments. Regulatory sciences on

biomarkers for their secure development and proper qualification are necessary to facilitate their

practical application. We started to collaborate with Tohoku University and Nagoya City University for

sample quality, biomarker identification, evaluation of their usage, and making guidances. In this short

review, scheme and progress of these projects are introduced.

Keywords: biomarker, regulatory science, guidance

1. BB

MO EOME T /M ST b, FEB, kK
E O TIE, HALHTZEB 5 & 72 ) OAKGRE S MU,
19604EARED ST O —3& % 7220, 20104F TIX504E i
ICHLTHL/201CELAA L OWERD Y. KR
FEh kIR N D R569% XA R PRI, #28%13 % P&
EERTBY Y, T 2R 2 EERB L o
BRECHiTRE L 2 AUE, X0 RIER0 2 RIS B IS AT
BEE 5. T/, BREMOBKRBRERETIE, H5Sh
HEBEEDNRESINT VD20, FEAERIMLOEIEH X
MBS N WIGENS L, TRBRICWAS IR 27— A
3%\, HATIZ20044E12 B W T, ABHEE3459AD 5
B, 2720\ (79%) \CHEERAWEHSHEBL, 46 Ah3 D
fabric g 58, UADHLE L7z OMENH 5.
PEAE,  PRSE S BT O Rh AL L OV 3 i AT L2,
(N4 F<—H—IPEHTHAHELTHEHIRTWAS.,
NAF<—=Hh—, REOERTI—F 77 NV—712&
0, IEBIMICHE SR, i S p5EMETH Y, B

* To whom correspondence should be addressed:
Yoshiro Saito; Division of Medicinal Safety Science,
National Institute of Health Sciences,

1-18-1 Kamiyoga, Setagaya-ku, Tokyo 158-8501, Japan;
Tel: +81-3-3700-9528; Fax: +81-3-3700-9788;

E-mail: yoshiro@nihs.go.jp

TAEYFH IO A, RHEFEN T O R, FIRREN
WL 5 % 3B BB OFREE | & g S Twb Y,
FIARY VT BEFUNI, THTITENELLD
NA X< —H =G SR Tw 525, ERLICES
720k, ZoOHEBELT, N FIT—h—DH
F - MRER WAV O J7 i R O R RT A 7V R
PHEL BV ENRBITFONDG. 2O X KRNI E$TH
T 5720, FHMERELSERTZOERIH D
W DS - EFUIRED 72O DOFHL A A 5~ ZAVER K Y
VFHGHICBULEETHFITEDOANFRRHEIEMES
B728, [HPIEEIE N - BRAERE S - AR S AL
PRAEFZE | ASPR24ERE L ) R s /.

2. WHZRHEE - SRR

FHOE, NMAY—H BT, 1) RIEREKR
BRI (7 AFEBAE), 2) ZahEWRFEKR
BRI (DA, WBHLERE) o 2 D0 EICS
WLTW5.

2 = 1) WALRFRFEBESRANZER (5 A30) &
o (K1)

Wb KSR e R 5 R0 5E LT Bl 58 @ plasminogen
activator inhibitor-1 (PAI-1) BHZEHITM-55097 IR K
CERRBRICB U 27 A3EMEONH, BES 5 560
HMsFilmrse, ROZh S oMAERH L2 H A 7> A
ez HERIS, BEEMERERR AL 50238 T



20

#132% (2014)

X 1

RILKZEDEBZEEXZOBE

K2 BHEEWIKZEDEZEEROEERE

LRI E 1T - T b, ENEFCIE, 545 s LT,
TM-5509D KN ISR G- 3 28 b T v AKR—=% —D
&, 7/ ADNADmEEMOWE, Bt 75—
v MR O 24T > Twb. T E TICTM-
5509 L MIHAEM 3 2D b5 v AR—% =45 FFi% [
YA LIS, T AOMBEEMFICEL, BiEPY -2
IV ARBIZ BT ARG O FEMHEEICES 5 ME %2175
7o AFRGE LT, #IbRY X0 BE#R T #HE
ENHEIICH 2 5 &4, RS 2 O, AT
& R DS L U S AT B R R O % BEIZ KDY
FHUEHGZE ), EREEZIT-oTWD. BHIC, P25
EEIE, 7 AEHEICET 2 HRRROH A 50 AD
BURRRIEOTFHICE L CHRET L, Ml [77—<
a7 I 7 AT BHRERO A 52 220w &

T DI F—%1To7. KWET RO Z D% OGO
R, AT T s TR, TEFEGOIEHRKOF 1 HE
RRBRICBIF 57 23 F~—h—OFli ] OV
TVrvarR——%ET 5T LR HEIZ, £33
Ik T MR- DWE MG L 7.

2 = 2) ZEWL R RFESIER (D54, 5
{LEEH#) & oufEFE (K2)

SR KRFRERET 2 POICHE SNz M
CCRAFUREN L) A T /T a7 7V — AHEH R
VTV I TEOGTRENSEE MR, CORMEEZE
PEDOFRINA F~—F —OBWE - Bk, B 5 o
WEHMIEZE, ROHA & v AR % HEES, EERLE
WA Z G012 3% (Zofl, SIRKFERF R
[FE S P e s o A S S RO 6 YNy N T Y ) e



NAFR—H =TT HRFEOLF 2T ) —H (T AdHEFHE

21

ABM) TREMEEIT- TV 5B, FEE T, 4
Wizee LT, SRS HIERFHICHVONL RV TV
T GUHEBOBEICE LT, ES R OME % R A
¥ Ru I 7 AR ERAT, AR - BEEoOTFRNA F
RN —EHERL, HEBEONA = — i w72
LCTwa. F7, RAOREHTNEICBT 2 RIGUR O fh
BB IR 2 T - 72, NSRRI e LT,
LBV RS X0 HER FHRHE# CE264E 8 H &
D, FANBETEER) ZENECGEZ 5 LS, b
NERBENENENE BRI OMER L 2o TWw
b, T4 ALELTE [ F 2 a4 F<x—h—%
72 R R ER & BRI 0 B JiEem ] oV 7L 2
arvR=N—FfERT A EEFHEL, FTIRaCE
TR R—S— DA G L 7.

3. BbhIc

Tuvzs bbdbe 3EEYY, BREE LD TH
b E otz THHTAFVALRERY T LD
TV ZEMRDOENTVD, 5D {FREPERME
RS RRORREE & I A YD, KL ¥ a5 Y =
A4V AR MELL T FETH 5.

e
AR TR LA, EAG @A [t - &
Ak - MR R L IE T | O33R E 2T &

FLZZDOTHY, TR FIFFET
51 SCR

1) Scannell JW, Blanckley A, Boldon H, Warrington B:
Nat. Rev. Drug Discov. 2012;11:191-200.

2) Arrowsmith J, Miller P: Nat. Rev. Drug Discov.
2013;12:569.

3) Morimoto T, Sakuma M, Matsui K, Kuramoto N,
Toshiro J, Murakami J, Fukui T, Saito M, Hiraide
A, Bates DW: J. Gen. Intern. Med, 2010;26:148-53.

4) Biomarkers Definitions Working Group: Clin.
Pharmacol. Ther. 2001;69:89-95.





