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Ehmann F.™, Sakai-Kato K., Duncan R.™, Perez de la
Ossa D H.™, Pita R.™, Vidal J-M.™, Kohli A."?,
Tothfalusi L™, Sanh A.”, Tinton S.™, Robert J.-L.*4,
Lima B.S.”, Amati M.P."®

*1 Nanomedicines Drafting Group, European Medicines
Agency, *2.Medicines & Healthcare products Regulatory
Agency, *3.Agence Nationale de Sécurité du
Médicament & des Produits de Santé, *4.Quality
Working Party, European Medicines Agency, *5.Lisbon
University, *6. Scientific Support & Projects,European
Medicines Agency

Next-generation nanomedicines and nanosimilars: EU
regulators’ initiatives relating to the development and
evaluation of nanomedicines ~ (RHHRE T/ EIEL
EFT VI — T ) EEBORRE LFMICET S
RRINFRAI Y S OB 7= 72 B Y #LA)

Nanomedicine 8 (5) 849-856 2013

Harazono, A., Hashii, N., Kuribayashi, R., Nakazawa, S.,
Kawasaki, N.

Mass spectrometric glycoform profiling of the
innovator and biosimilar erythropoietin and
darbepoetin by LC/ESI-MS (= V) 2 Rz F o #4T
i & OB, W NZ X ARFTF > D LC/ESI-MS
BV avr—sTaTr L) D)

J. Pharm. Biomed. Anal. 83, 65-74 (2013)

Amakura, Y.™, Yoshimura, M.™, Yamakami, S.™,
Yoshida, T.", Wakana D., Hyuga M., Hyuga S.™,
Hanawa, T.%, Goda, Y.

RS RIS, TP AL R R R R A ST
Characterization of phenolic constituents from
ephedra herb extract. (BRED 7 = / — VRS D
i)

Molecules, 18, 5326-5334 (2013)

Fuchino, H.™, Daikonya, A.™", Kumagai, T.™, Goda, Y.,
Takahashi, Y., Kawahara, N.™
SRR TR R B R e o 2 —, TP
LHTLRA VY a—g X (B)

Two new labdane diterpenes from fresh leaves of
Leonurus japonicus and their degradation during
drying. ( Ff72 Leonurus japonicus FEH>H D —D
DFRT TE L OT Ny L BRIZB T 522D
531%)

Chem. Pharm. Bull., 61(5), 497-503 (2013)
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Ohtsuki, T., Sato, K., Furusho, N., Sugimoto, N.,
Akiyama, H.

Absolute quantification of dehydroacetic acid in
processed foods using quantitative '"H NMR (€&
%yR%mmtmIﬁ%¢®?tFnM@®ﬁﬂﬁ
Food Chemistry, 141, 1322-1327 (2013)

Abe, Y., Yamaguchi, M., Mutsuga, M., Akiyama, H.,
Kawamura, Y.

Volatile Substances in Polymer Toys Made from
Butadiene and Styrene (7 % VLU B L UIAF LV
b BE ST RET R O ESEME)
American Journal of Analytical Chemistry, 4, 229-237
(2013)

Hara-Kudo, Y., Kumagai, S.**, Konuma, H.**, Miwa, N.
*3 Masuda, T.** Ozawa, K.*°, Nishina, T.*3

TR KRR PR F AR, BRI,
S HOME R PRI A, R L BB A A R AT
Ar, A RAE L Z —

Decontamination of Vibrio parahaemolyticus in fish by
washing with hygienic seawater and impacts of the
high level contamination in the gills and viscera. (£(Z
BT HBEMEAR TOWREFICEDBAET ) A Ok
LB L UME L NIRICK T 2 EEE L~ DIFED
-2

J. Vet. Med. Sci. 75, 589-596 (2013)

Igarashi, N.”, Takeguchi, A.”, Sakai, S., Akiyama, H.,
Higashi, K.”, Toida, T.”

“ Chiba University

Effect of Molecular Sizes of Chondroitin Sulfate on
Interaction with L-selectin (L-Z L 7 > & O AEE
BB} 33y Fadf FUmis A XADRE)
Int. J. Carbohydr. Chem., 2013, 1-9, article ID 856142
(2013)

Sai, K., Hanatani, T., Azuma, Y., Segawa, K., Tohkin,

M., Omatsu, H,”, Makimoto, H.", Hirai, M.", Saito, Y.

A R S S BB R A

Development of a detection algorithm for statin-

induced myopathy using electronic medical records
(FBEtE M 2T D& VNI R & F R IR

EZORHBT A IY X LAOHEL)

J. Clin. Pharm. Ther., 38, 230-235 (2013)

Okuno, Y.1), Ohtake, F., Igarashi, K., Kanno, J.,
Matsumoto, T.2), Takada, 1.3), Kato, S.4) and Imai, Y.1)
1) BAERE, 2) MRS, 3) WAUKRT:, 4) MG
Rl

Epigenetic Regulation of Adipogenesis by PHF2
Histone Demethylase. (& R b i A FNALEESR
PHF2 (I X BB DO =Y = X7 1 v 7 i)
Diabetes., 62, 1426-1434 (2013)
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Ishida, K.”, Kotake, Y.", Miyara, M.”, Aoki, K.”, Sanoh,
S.”, Kanda, Y., Ohta, S.”

R

Involvement of GluR2 decrease in lead-induced
neuronal cell death. (8812 & 2 HIFESEIZ I3 1T 5 GluR2
DEE)

J. Toxicol. Sci. 38, 513-21 (2013)

Yamada, S, Kotake, Y, Sekino, Y, Kanda, Y.

R ERF

AMP-activated protein kinase-mediated glucose
transport as a novel target of tributyltin in human
embryonic carcinoma cells.(t b5 R MARIZ 81T
5 M) TFNVRAXOHBUER L LTD AMPK 257
5% FEEE)

Metallomics 5, 484-91 (2013)

Matsuda T, Takamune M Matsuda Y’, Yamada M
TORERRE kR A BRET Wﬂ‘ﬂ’k H—
A Pilot Study for the Mutation Assay Using a High-
throughput DNA Sequencer (Rt —7 = % —
ERWTCRRERRBBRO A vy MER)
Genes & Environ. |, 35(2), 53-56, 2013
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TN < At

DDS BIAIBRZE DIEME(L & BBIZ AT 72 B #H AT
“DUNT

HFIZ 73(3) 187-188 2013

IR, ARG
(NP 2 i = i BRL A <A
BHAER - fREEOL X2 L—y g v—HKKR=
FRD L —
FEER, 12(2), 145-149 (2013)

PN = CIN

Kudoa septempunctata B 4LE

LFRRIE O, 29 & BT 5, 258-263 (2013)
MR, #$E E—, R &k
FLWHLERERTE

RCUE, 43(2), 25-28 (2013)

R, FAHEE, BHELR TFTEEBT
KGR E v 7R 7 B DR REAERE
BRERGIE « 7 LLX—FL, 59(5), 598-602 (2013)

KBEET, HAERT
RRKIZEBITAEES Y X7 EHEEFHE ORI
L¥aF b —H% oz 2FaEk 3(2), 133-142
(2013)
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BORELIX*
AARRMZ SR, 8(2), 47-51 (2013)

O /Ng
BifEE ReEMTMmRAR (19) BiaaEtRB-—
T A hAHBR
COSME TECH JAPAN, 3 (5) 82-85 (2013)

O AT
EELEEEE LY - Wk EOEE A —GDP,
PIC/S GMP, GMP BE&MHEL B E 2 72—
1f A%, SRRUER, 2013, ppl25-130
2 3 o S N ONESE OD 7 a — SIS 5 A
F = — 2 OFEFREH O b @S E DM
(B35 GDP 25D JLHE - HEIZ >\ T, bnEIC
B 2BR EAZORBLERIT OV TR LT,

O ZH &, AHHT, JlErr
HIRBAFIC Lo T BRARAABR (B 1 ~ IAHERIRABR) T
DB R EBRE & Ao/ LZ M
P AT A&T 7 7 v o—RAErh,  HIE(2013),
pp. 72-86
FaAE F2HiAA AEEMOET, MR
T BRIREREBR (A A EIEL O v S EE R T
DO 72 G- 8% E & A RS ARl VTR
EO—HAEZFL LT,

O ItmEM
BMERRBZEMAR T ha g FI3E
Local Lymph Node Assay (LLNA)

(BR) v—=x AL —Hihl, #at (2013) , pp.45-54
B2 IR BR O B AR & LTI S 4,
OECD 7 A b HA KT A NZHH S T2 local
lymph node assay (LLNA)DRRERIFEL, HafEds, HIE
ER EEEOFE A7 ha VB THAT L & L
Bz, PR EDOEERZFEMICHGR L.

O /N5
BV EBRKRBZ2MRBR T 2 F a4
CMC Hilfit, H ot (2013) pp.3-10
Y ERARIEOERL A% E LT, EWERICH
T2 EBEHERE OTRENCE & L.

O ARMHIEFR
B EBRKRBZ2MRBR 7 e a4
v—x A — I, R, 2013 455 H | p.169-186
IEFLIEMIR A FAV 7 invitro /% ERER
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O Fupfd—, MUWHHETES, BREGZE, JIE
DXV A7 1 CTAF ¥ & AW RESE
s D FFAM
R RBVLER LK BBTU R DR
H AR 225 28 £ (20135) (K4 /=)

O HIREER, ME=x%, BEKER
B FCHRBLILERE =7 =V ERKRE D
ok ek
H AR 72355 28 4% (2013, 5) (44 k&)

O /hHhER, FHULTF, BREAKZ
ﬁi%%%—vyﬁmiéﬁﬁwﬁéw—ﬁﬁﬁ
WZBIT5
= 3SR DR TR DT OV T ORRFT
H AR 725 28 4F 2> (20135 44l @)

O MpES A B fE3E, E #ok, JIlE fi, B
EEIN N
) IRiF, BT F v ORI REE & in
vitro JFERINE T M K B MR & o BE M
22T
AR 250 28 54 (20135 44 ER)

O Katori, N.

The Guidelines for BMYV in Japan - update of status
and main items (HARIZBITF A XA AT TV T R5p
WY F—v a3 VRS OER)

9) 7th Workshop on Recent Issues in Bioanalysis (7th
WRIB), April 8 - 11, 2013, Long Beach, CA, USA.

O Tomoaki Sakamoto, Tetsuo Sasaki*, Hiroko Kimura*,
Ohki Kambara*, Tadao Tanabe**, Yukio Hiyama,
Noriko Katori, Haruhiro Okuda
*Shizuoka University, **Tohoku University
Application of terahertz/far-infrared spectroscopic
analysis of an active pharmaceutical ingredient (API)
and other medical additives for a pharmaceutical
process analytical technology (PPAT) (B3 7 n & 2
FEHT LD 72 O EHE R OWIMAIDZERN T T
NIV ST DG )

International Workshop on Optical Terahertz Science
and Technology, Kyoto (2013.4)

O AHMEL
ZRor% & UTCOAI - BHRA ORI &3R8
HASRHIA2H 28 54 (20135) (4H=)

O 1Eikksin
BAER - MRTEROBMIZE T 5 EBRHEk
HANA A~7 Y TP 2013 EH LA I F—
(20135) (A0

(= PR ER)

O Shingo Niimi
Immunogenicity Evaluation of Biotechnology-derived
Drugs Including Biosimilar Therapeutic Monoclonal
Antibodies. (/N AT I T —HUKERGLE S Lo A
7 BE B D Fo B R A R A
URI/EpiVax Westin Immunogenicity Seminar 2013
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The Westin Tokyo Kiri Room Thursday, May 9, 2013
ERES

BAERRMMICHER SN S HERBMRORZ &M
FHmEORNE B LT

HAANA A =7 U 7 VER 2013 EH 1Al X J—
L, 201345 H

Fafe] JE-, EEH ORE, g B, R 4
RERERERTMIGEERFE —FEERDE
EE WG ISEIHE

HAANA A =7 U 7 VER 2013 EH 1Al X J—
L, 201345 H

NEFIE, PRsees™, [ NEET, NEEE, TEARAE
¥, BibEZE, LHEEN
TURSEAEWEIRIFEAT, T (R Ak
Development of skin sensitization test method
utilizing THP-1 cells cultured on a collagen vitrigel
membrane chamber (27 —% ¥ F U FNVEF %
Y N—ZHEEE L7z THP- 1 #ifa & FV 7= B R R B
ARERTE DBHFE)

H ASKHARET 72 72 56 86 [F1k43(2013.5)( < 1XTH)

S PR R BAE. Al B BHE DR
%

SRIGNVTF—F—FHDHRNVALATIVTE R, P70
a7k h=hMVJb, 7EZNBT AT VESHTEDREST
55 105 [B] H AR Sh i AR S SR 23, 2013.5 (AR
FRILF X Z U — 78— LA )

%? [ AN 5 S ST 7 N a7 &5 )
A

& ] T AR R BR B 2T AT
ﬁﬁﬁ*@f%wmﬁ%ﬂ%kthoMsﬁwﬁ
55 105 [B] H AR Sh i AR P SR 23, 2013.5 (B
FRILF X Z U — 78— LA )

SRR SE, L BN, SEENE . RHED 27
BT OBREER v e F T b LY T A
FEERIZOWNWT

55 105 [B] H AR i A S PR aiE 23, 2013.5 (BT
VL)X & U — 78— /Ui )

g OB, BNIAEE, Pl Y 2T

FERR G T OLRGTERRILKEDSHT

55 105 [B] H AR L A S P aiE 23, 2013.5 (BT
VL)X & T — 78— Ui )

FE T, AT, ZHECT, EAER, ML G
BETEWsINY (o 7 R%] ORRSENT

AR LA S22 85 105 B 244035 22 (2013.5)(
FEBLL X))

TR, #E BRES NEVDESE, KM 4%, AfRH
TSR, VeRRAsr-, Mal v

BT ORBEEREN Y —VEROSIIEORE
A AR MRASS 5 105 A4 3# 2 (2013.5)( H
FHBILF)ITEX)
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O FIHMEEET, B ARET, /B (xR T, &
P, Wl s
LR EE R KRB R A R
BRI OTANX U BBIOTAVX VBEDE
BEiEIZOWNT
HAR S AESRS 55 105 [R50 a%E 22(2013.5)( 3
FANT I X)

O RIS T
B3 RESHFORSEINY HHTEIC T T
AR AAESS 5 105 BEREEES Y VR Yy
I — 5 OB SN AT O BLIR & B —
20— —/UiE CROECERTL = )11 1X)(2013.5)

O /RERH, PR 7, IR 2, JTEp A 5,
BAAENRSS, BIEGKE T, [Tk R 981 Fne™
UNERT, TREmE T
LK R AERER R v & —, PRI R AEFIEAT,
;?ﬁiﬁﬁﬁféﬂik VA=, R ] R REBR BT AT
P
& H ik R IBEE OISR R F R /5 — o L BRIR
FEAR D3t Z DV T DFEMT.

%5 105 [B] H A& dnfir B 5E 2 (2013.5) (RALHD - 17 )1
X)

O SfHY¥E—, MMTET, ABKH, ELRKT, ff
Eah T, FEEET, IR P, MR T
THREMERE S B v 2 —, PR
TrTFa bV UHEAEY DAY A HRTEBE
BRI 31T 2 8T TR FER DRIE
%5 105 [A] H AR LTSS E 2 (2013.5) OR
e LA X))

O Ohnishi, T., Kikuchi, Y., Furusawa, H., Yoshinari, T.,
Yamazaki, A., Kamata, Y., Sugita-Konishi, Y.

Invasion of Kudoa septempunctata increases the
permeability of human intestinal epithelial
monolayer.

IAFP European Symposium (2013.8) (Marseille, France)

O AbeR™, Kaigome R™,Matsumoto H™*, Takagi H™,
Ohkawa H"2, Yoshinari T, Sugita-Konishi Y
“tUshio Inc. “Reserch Center for Enviromental
Genomics, Kobe University
A Q-body Assay for DON and NIV in Wheat (/NEH
@ DON & NIV @ Q-body IZ X 37 vE&A)
ISM-MycoRed International Conference Europe
2013(2013.5)( Martina Franca, Italy)

O LiEhkE 1
BRET Y A ORIMFATOBERERBOMRRAL LV
AEFRMEDREITIZE T 5 0F5E
H A i AR 55 105 [R12A i i =
2 T —k— Lt (2013.5) (BECER « 7L 1X)

(AL EER)

(A AL )
O Demizu, Y., Nagoya, S., Sato, Y., Doi, M., Tanaka,
M."?, Kurihara, M.
FLRBRCER, *2 R KB E R A

Development of stabilized helical peptides for
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VDR-coactivator interaction inhibitorr (ZE/L~Y
ANRTF RICELBEF IV DEZRE-aT7 7 FN
— ZfEEFEXR ORI

The 23rd French-Japanese Symposium on Medicinal and
Fine Chemistry, Nagasaki (2012.5)

Oba, M.™, Kato, 1., Demizu, Y., Kurihara, M., Doi,
M., Takano, Y., Suemune, H.”®, Tanaka, M.™
TRRBEEwRIER G, *PRIEEKR, *IURpEE
Synthesis of cyclic a-amino acids bearing a pendent
chiral center and conformational studies on peptides
containing their amino acids in Aib sequence (*X> %
Y MEIREFRLEREORR o-7 I VBROEHK &R
TF R OMEEREHT)

The 23rd French-Japanese Symposium on Medicinal and
Fine Chemistry, Nagasaki (2012.5)

BT DA ASE TR FEB T BE
TESRT MEEmET

o) RATRERE B AR A TSR

FY &) PCR ZHH LIz B BEMOE
BEEE

H A LB 52 55 105 B k% (2013.5) (SR ALHRIT

FIEK)
GER T, WEHEKR, AMESE, THEE WE
B, FREBT

* E NI BB B RUR B R IR IE T o 2 —

INE G XY B REBUBRAERE~ DBRINK 3 fR D Zh
WZB 5~ U RETIOVERREZ AV ICRE

55 25 M A AT L L —2 2 BREIKRE (2013.5)
(P R e i)

Sakai S., Nakamura R, Nakamura R, Adachi R, Teshima,
R.

Food allergic proteins in lactose as the
pharmaceutical excipient (E3ESTRINY DHFEZ &
ENDIBYT VX —HEZ LRI EIZONT)
INNUNOLOGY 2013 (2013.5) (Honolulu, HI, US)

ARE R

ECVAM V—7 ¥ g v 7 TAmes GO 7 3+ 1

—7 v 7L LT in vitro " FLEE AR RBR 137 F v 8E

NP

A ARBRBE 28 BF 222 MMS iF7E& 4 62 Bl Efl&
(2013.5) (EEFIL TRRGHET)

Okubo, Y., Sugawara, T.*, Abe, N.*, Kanno, J., Kimura,
A*, Saga, Y.*

*National Institute of Genetics

Lfng regulates the synchronized oscillation of the
mouse segmentation clock via trans-repression of
Notch signaling(Lfng |3 Notch > 7 F /v % K 7 VX |T
Ml 5 2 & T U AMEERF ORI LIRS &
Hll#9%)

% 46 [0l I AFE A AW 2 (2013.5)  (JHARIRARYLTT)
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5. L'X =27 M) —H% 1 = R EERSERE

O HBHEmE

International Organization for Standardization (ISO)
TC249 Plenary Meeting ([EEZE#E(LHEHE TC249 5 4
EXUE )

H—r (F7 7V %), 201345 H 20 H~23 H
[EI AR LA (1SO)TC249  (FEMGHEIES: ()
HAZESR) I3, E7 T ERIEEKOFEE
&, G, ERESRNL RN OANER SN DT
D DOEFEHMSIZONWTHER Lz, £/, BRIV
R U7 R R E S G O flE TFRICE T DA HER
D, FEREREREICEDRZ il o Tz,

WA T
The 45th Session of the CODEX COMMITTEE on
PESTICIDE RESIDUES(CCPR).[FAO/WHO & [F&
R EHE (a—F v 7 AEBS) F450E[a—F
v 7 AR BIEHE (CCPR) ]
em (FE) . 201345 H5H~5H 11 H
&m%l EU & TN 13 [EBSRERS 257 4035, &
[a]s} ':F'yfﬁﬂ %%@Hijtyfﬁﬂ%—%rﬁ (MRL) E}TE, ﬁuu
@ Codex 77%H, U A7 AT DJFEH], BMEE~D EZ3K
aMML®%%®tw®ﬁ%¢%LE@EW ~A
f—ﬁ% I24% % MRL & i@ﬁ45/1%ﬁ,ﬁ
%?écwwﬁ%JX%®%E&U% Iy
ﬁ&@&ﬁﬁﬁ@%i%_owf%%éhto

e

The Seventh Session of the Codex Committee on
Contaminants in Foods (8 7 Bl —F v 7 2R &5
LuER =)
%x??(uv7)1m3$4ﬂ8ﬁ~uﬁ
%7En—?y7xﬁ&%%%gg 2T, 63 I
[, 1 hnERRERS, 11 [ERSHEES L v &5 213 A& L,
ol SRRt/ @n—f/71ﬁﬁmﬁﬁém%
BIZOWTCFREZIT - 7.

R

the Meeting of the Extended Advisory Group on
Molecular ScreeningOECD BFARAI YV —=2T & b
sz&/ 2 ADIERT RALFY =T N—7
=8

77 A -3 201345 A 14-15 H

Ky ay ) 27 208 & FHKICEE LT,
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OECD/IPCS IZE W THHfk SNz v ar ) 17
A DR OFHMICRET 257 KA Y —7 r—7
DO UTc, BTOIEMORHE . b DO,
VINCEET 55T, £/, BT HIEEN S LTy sk
HTEITLTWAT el MIOWTHREZ{T-
77

=Ll

the workshop on Moving Forward in Human

Cancer Risk Assessment in the Genomics Era 2.0 7
JI7ARRIZBITAE MEY R 7 FHMEDT-H D
U—Jvay”

77 A« 3, 201345 H 16-17 H

TN TRIRIZHESD BT D B AG TI3E HLAFAT
BEARE(GIZmT 7o R, b oasr ) 27 20l b
FHMHICBA L TR SN A=A TH Y . mETHl & FE
fho—fg oM - EREE LA RET L L2 HIY
;Ltﬁ%%ﬁ@éﬂ%b#ﬁﬁﬁ%&%®?%o

NG B

OECD Extended Advisory Group on Molecular
Screening and Toxicogenomics Meeting (OECD 431
52%;:Vﬁ&@%%yaf/iy72%k%
B

NY (7T R), 201345 H 14-15 H

OECD Titt AT 2% AOP (B EEIAIRRE) (2B
L7 uY =y s OB ORI 25 %
2, HEOREK & EHRcs SO Rz L.

AHIES

ILSI/HESI GTTC (Genetic Toxicology Technical
Comittee) meeting; EFRBRERZHZEET BaEME
RBREMERSRF

KE U hrDC UL hUTTHERTIL
2013.4.15-17

BEFREBREERL AT TR 28 4 5 Bin R Z B A
Dk, BAAEMERERAE RO E RN, EmatEi
BT — 2 OFHIE, AR s ErE RS,
WE - EARWE O LIRTEERA . BRSSO g
B, FiABRIEIC OV CGEREI T T2,

AHIES

Extended Advisory Group on Molecular Screening
and Toxicogenomics ; 3 FAZ V—=V 7L b
valy ) s ACET KRB NV — TR
77 A sNU OECD 20135.14-15

DAV —=v 7L hRvay ) I 7 ACElT5
YRR 7 Vv —T 2%, FL LT, FFvals /3
7 ANZBY D RITOIFERRILO . OECD T AOP
BIR DO DFIEL ZivE TOMED ST, HTS fiftfro
FRR IR 2 PR D 5 T2 O D J7 ik EiEE) 72 T2 T
S AT,

AHIES

Workshop "MOVING FORWARD IN HUMAN
CANCER RISK ASSESSMENT IN THE
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