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JNTE 2 I8N F R OBERIRR & 2 OFHb

x4 v 7%, 4, 518 (2010)

INA F BRI O WT, ZOBIHIRN S L OBHFEIR
IOV TEEHBELEDHIZ, FFHiH Y, 2HI1TIF
St OHM L R L OFEIZOWTE LD/
Keywords: follow-on biologics, comparability, drug

evaluation

WHHTFET P xVy VEEREED -HDOH

#, REDOEMmALS (2)

PHARMA TEC JAPAN, 26, 909913 (2010)

T ) v 7 EREMWEERME ST Ly, A
b7 3+ — VK OBLIK & ERTZWAE ke BHN R LT
H SINTHEBH RO VTR L 2.
Keywords: generic drug, itoraconazole, spherical
charcoal

HHTHT  BREERORGRIEEE S>THIT
WwWa0nH

AFIZEE, 52, 1457-1464 (2010)

REDOY =2 v 7 REMCET 5, MEOBRSHLR
D7z ORY MA %, RERERZ FIHH L 72,

Keywords: generic drug, quality control

MG HETET, EHET VxRV IVERRERED

=D (2)

PHARMA TEC JAPAN,, 26, 1861-1867 (2010)

RHT D EMA OB SFNI 3 2 20 [ S0 3R
BRICBT 204 N4 v ohen, RHEREEANCEL T
RSN TV ES 2 EAIHI T 5 &3k, RED
FDAD RXFINIIHTEHA KL VEIZONWT, Y
R — ARG T HA4 874 CRELKL 225
L7,

Keywords: EMA, bioequivalence, FDA, liposome

MEHTET P zx )y VERREED OO

(3)

PHARMA TEC JAPAN, 27, 443-449 (2011)

RHT D EMA OB SFNI 33 2 A 20 [ S0 3R
BRICBT 04 K94 VIco &, FISRIIEIREANIC
9 5 EHAEBOIY vy, BCSIZH D < Biowaiver @
BHIRDE, (GHRREEIROKNEEMIZ BT /87 X =%
DFFEHPADZLE, AARHZE) O KR E ZEERITNT 5
INT A= 5 OFFEHPADOL T LTI L 72,
Keywords: EMA, bioequivalence, Oral dosage form

Puj T © OD St DB REFRERIER E BRBICH T

BE)/OVDOIRR

A, 71, 35-38 (2011)

e P B 8 D B EEERBRIZ D W T, Bl DT I n i ek R
FOIRIR H IR BT 2 BRI T 12D WTHEF L
7z.

Keywords : Orally disintegrating tablets, Disintegration
test, Japanese Pharmacopoeia

PO —, MAEHTEF, W i EREICKY Y
R —LH5DORFRKERBOKBFERISTT S LN
O—Z2DFE

R A 127 2%3E, 56, 159-162 (2010)

)Ry — AREGORAEREE LR HE LT, #
FEMARIC BT B NERE IR OT I & B E) & 2 E S X
DEHIE L, BN OBEERRINC X 2 g (LR IC o
THERL L 7.

Keywords : liposome, thermal analysis, stabilization

WILATHE B (TARZ7 - 2U2H) ICHT 3

ICH#EBEWMERE# AT

RS MERRERL 29 MY —F L =V X, 41, 756-

768 (2010)

ICHQS, Q9, Q10IWG (implementation working group:
FEREEIL S, QIWG) & o THIME & 17220104 6
RICZA =705 YHIZBITR2HENBEONE %
Wi L7z, X, HEWBEE% ICH RS 2ICE -7
PR D MR L 72,

BHIBHEE (QR), MEVAZAT AV (Q9) KUF
EIMmmE Y AT A (Q10) DA - FEITH L TIEiE
FEL, BBIEEETo TR ITWIICHY Y 3
VOEBIIHEEL W E W) A SN, ICHQIWG IZ &
5T Q8, QIK QIOD—H L7 A & EkE HFIC
119 7200HME T 1 75 A5 S N20104F R I, oK
E, BARTHUE 275 4 &2RICHBEIHI s L
Lot
Keywords : ICH ZE 54, ICH QIWG

fLATHE | ERSRTIERREINSE QIWG DEE)

PDA Journal of GMP and Validation in Japan, 11(2), 56-

61(2010)

P B R AN =B 253 (ICH : International Confer-
ence on Harmonosation of Technical Requirements for
Registration of Pharmaceutical for Human Use) (2387
LA (Q8), MEAVAI<ATI AV (QY), K
EHAHEY AT 2 (Q10) »FEE - EM (Implementa-
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tion) MK & (ICHQIWG) DIGFBINAEZ 3 L
7-.
Keywords: ICH Q-IWG

gL AT F /57900 —%cALA8HICEAT

ZEHME & £ DERE

HF, 71, 114-117 (2011)

F2TFrouT—%IEHLAENT vy FTFY N =T R
72 (DDS) AL, F ) X714 ¥ v OFiiE ZF DR
HEICHDLEB T —27 v ay 7RI, AT
i, 7= vavyFiZBnTCERSINF I AT VY
D S ETA R FEER IR ATA & 2 OFREIZ DWW CRRIR L7z,
Keywords: -/ X 54 ¥, DDS ##], FFff

WHNE, FES-O%  HE/OYNITST1—/%

BREEMIICKES > N EOBERENR

HAbs:, 82, 741-745 (2010)

Who7u< 7574 —/ZEBEERESIICE 205
VN7 EIRE Y OFAL R BRI HE SR S AT, ROHW
LT B RESRE Y A D OME Y VN2 B R R SIRNT T B
TN O THESL L 72,

Keywords: # % ¥ %7 &, Wkru~ 7574 —,
% BB B m T

AT, SARKHE, £H & NIV fi, WO

¥, I  FEEAOFRBEHEICEDL 5%

&A1& : FcRn

H A2 25k 136, 280-284 (2010)

PURESES L OF Fe @& & > 78 7 B RSN 0 B % 3k
N7z 1T, PUREEROKRNENEHIEICE D 5 ZHK
FcRn I22oW T, FERORM, Wk & MR, RO, bk
PESHE S ORI BN RE & ORI IC B LT, BEARGEPUREE 3,
@ FcRn $A BHME % 30T L7234 OMR % & TSR
L7
Keywords : JifREZE N, AN, FcRn

AHEF, JEFF @ NS A RBREORERLMRER

Tr—AT7 T8, 16, 69-80 (2010)

EEICHW SN BN FEEEMEMEY, ThbHN
A FEBEEICOWT, MG, FHABE, 250N
VAZRAT AV M eNR—R L BAEDERLEN O
% - RESHOBMRLTHEZ T, TOmE - Bl
BRIZDOWTIRE L 72,
Keywords : 7N £ 4 iERSE, WE L&A
PRAME, BE I, HEEE, ks jaERA
PINYEDRERME D3

RHEMERESRL 27 MY —F AL =V X, 41, 726-

735 (2010)

WGHEH & Vo8 BT A PR R E O FE R Y
R, PURTETE OB R OIS B W THRICHER TR E
M, IFN-g, =Y AURZF Y RNV A TITH L
THRBTEADPFLES NI2PUROUE DB & B
DVWTHERE L7z,

Keywords : ®0E 5, &7 v 4, Btk o 7 v
+ A

HGHFIL, H5EE —RAEHFRLFOREL

HTIZEE, 51, 829-833 (2010)

20084E 9 A30H 1238 SN - A A HRE @ [—
e F 7 A KGR IS HE D 2 12D Tl i, FrER210/L
Ji LI T — R T LT D AR RS AL & AT S
WETZDbDTH B, KFTIE, BRI TORE
&, B LVIRFRILIE D REBIZ D W TRERL L 7.
Keywords : — BT, AGEHLAE, 21000

Kikura-Hanajiri, R, Uchiyama, N., Goda, Y.: Survey
of current trends in the abuse of psychotropic
substances and plants in Japan

Legal Medicine, 13, 109-115(2011)

In recent years, many analogs of narcotics have
been widely distributed as easily available psychotropic
substances and have become a serious problem in
Japan. To counter the spread of these non-controlled
substances, the Pharmaceutical Affairs Law in Japan
was amended in 2006 to establish a new category,
“designated substances”, to more strictly control these
psychotropic substances. Fifty-one substances have
been listed in this category as of December 2010.
However, many new analogs have appeared, one after
the other. Although the distribution of tryptamine-type
designer drugs has decreased since the amendment
of the law, the distribution of cathinone derivatives,
as well as of phenetylamine-type and piperazine-type
designer drugs, has increased. Moreover, non-controlled
psychotropic plants have become popular in place of
chemical psychotropic substances, which are now
subject to stricter controls. Additionally, since 2008,
new herbal products containing synthetic cannabinoids
(for example, a brand named “Spice”) have appeared.
Sixteen synthetic cannabinoids, classified into four
groups, have been detected in products purchased up
to December 2010 via Japanese-based websites. The
distribution of products containing the psychoactive
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substances described above (so-called “legal highs” in
European countries) is a worldwide problem. In this
review, we survey current trends in the abuse of
psychotropic substances and plants in Japan, focusing
especially on synthetic cannabinoids, cathinone
derivatives and psychotropic plants.

Keywords: designer drugs, synthetic cannabinoids,

cathinone derivatives

B IE, PrEEmr 3 -4 CE NV ILEESE
A7 BB E SR DR
INAFAYHFAT)—, 27, 5560 (2010)
JFRKBEOWE R Z NS 2 &L WA LT iE 7%, =
F—=r e M) SV AR L 5 3 Kok
N BZIE E TV % FH 72 B R AR ERBR T & 2 BBk
EWFH A~ OIS IC DWW TS L 72,

Keywords: collagen, vitrigel, skin sensitization

T () RS R ZERT

MAES, ZHETF, KRFT, ARAL  EE
NMR Z W =FHLEHDOENEEZDHE L BER
PIRDIEFREDHEMR

FFI ¥ ¥ —7 v, 215, 129-136 (2010)

SF R L TW B BT % NMR CE & I % BlgE
L, WedgbAoltes b 352 L1285
T, »5WHLEW DM A H O IEfEICHE T
4. Em NMR OIsH B & 2o FESE, 5HrfEo ST -
L—H%E) 7 4 OEZEEITO VTG L7,

Keywords: quantitative NMR, International System of
Units, certified reference material

CAAET ()

WHEWR  F/7o/00—¢EREY XY

NHf A, 74(4), 305-308 (2010)

TEMIAE S bk % B S hooH %5/
MEHZ, RO EER LA BT A LD
5, TNFETOYRAZFHMiTHW 5T E 7HA R Tk
T TIETHICEHE T E Wil aEtEDSH 5. BRFEEHITIR
HMahzthe FAIRET 2 mOFME S HIZREY 27
FHEOZNZNOHEI~OR Y MADBIRE, VAT EF
i SEHELZ 3507 B FREIT D W TBESL L 7z,

Keywords: nano-materials, environmental risk, risk

assessment

W ORI TR o7/ CEEREICLEK
SHZREREROBREE
mmRg, 45(1,2), 39-46 (2010)

WSS A ORMETH LT IVEV Y IO T S I
PO L7z, SPR224F 3 H30H s o [t
FIEGS S 72 B OBANEIC O W T (BRFEH0330)
WCRENTWAET VRNV 70Ty ) e s
AN BBRIZFENET 2 RaFl TR I oW TR L7z, £
7z, —BlE LT, 3—uv kg% (EN1785) &
PR R RSO W TR L 72,

Keywords: 7 VEF N 207y )V, BGHERS&
&, EN1785

WA T BERPERBREATHREDES

MRS, 51(6), 349-359 (2010)

A PR R IR AR BRI E L CARMEERICE O
TEEGBHE» S ERERINS [HREEE] KOE
EGEHEBEEANFENZERE,» SBEMEI NS [Hm
RERE ] OBELHIRICOWTHB L. F72, Bfvh
VR BB AORRBE O B OBUR L R D 720 OBGTE
FEBEAE I D\ CIESE L 72,

Keywords : 58 38, A7RilBiik, Mt FEiisias

TR, JE BaE, MERTBER, RO,

kk, BAHTER], AHHEZ, DNIASET, REHE, &

REM, 3 A, KEPRE, &8 & =63,

ANERT, Ml i, B M BRR24EYHERE

EOREY IR

i AR S MERE, 51(6), 349-443 (2010)

FAFTXRY VHEOEMDPLOBRNEZIRT 57012
FAEEBEN TS F—F V¥ A4 Ty FFEEE L2
L7z, s oBENE K ORELMLIZOWTHh Rz, £
7z, HEOF A 32 VEBIREICOWTHRHAL
7z.

Keywords: ¥4 ¥ ¥ V8, "= V¥4 v Ml
A, FAELEA

TN | Codex M5 > TV 2 k&R (CCMAS)

DIEE & REDEN

B ETAEFHERS, 51(6), J439-J445 (2010)

Codex 7347 « > 7V ¥ 7iE# 4 (CCMAS) o5%E
LT, MNELHEIZEIT SN S Codex DKL L O
ZICHET 2 HIEIOWTHHT 5 LIS, T oEiE
PRI T B4 A4 BS54 Y EIZowTHA LR £
7z, REOBE LTEOEMICE DR 25H AT
Wb [REPES] IZOWTHEES L 72,

Keywords: Codex, CCMAS, measurement uncertainty
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WHET  BE - ARIVBHLTBHBRICE TR

IEDFIESIE

iR EHERE, 51, 336-339 (2010)

20004EMRIC A o T H: - HRUE N TVB D b » OB
YOEDSR A I ThN7z, R - FHRUERTBbL L2 D
7 VIRT AT IVBUE OHIE L YOE, 20064ED T ¥ FE
VeV A, VTFVAALEW, 71V —Y)
YRT ATV, ALY =V, FEEETEYE 2 ERIAS R
DRYIE, R AROMENBIEOHE, BdHeIIBIT
LEOBH AL L ENLICHET LML E T LD
7z,
Keywords : food contact articles, toys, revision of speci-

fications

TANIETF . T RIVBI XA TFIVEREEICDONT

A AENZE, 61, 1521 (2011)

PHE224E 9 H 6 HIEAEFFEE ERE3365I12E DB
LeDTINVBIZAT VOB, 75 NVEEYn-7F
WV, FINEBE A Q-TFVAFIN) 7 &6 MBIz
KENZ, ZHIZED v, EEFEHEERANEAM
TAEMEEA (BRH0906%5E 4 77) 12Xy, RUMEY
SNVEERGETLEBBIFEBL E 212815 6 M
DT ZNVBIAT VRABESEMEN., 2T, 20
AEREEMANT L E DI, REEEIT) LToORESE
Foal L7z,

Keywords : phthalates, toys, test method

AT BRPOREHS LI TF7O1IIVEERE
DOtk
HaEAENZE, 60, 7-14 (2010)
[YIVEVEBANY L] RO TATT7aA VAEES
MU AL AEMIRINICIRE SN, IS ORI
BOE DR E SNz, FHUE, SFER224E 5 H
28 HAH T A& I FEEE052855 3 F 12 X 1, [RMHPOAERM
WINPTl OYIED Tz, YIVEVBAV T Y
L DGHTEDFRENAE ) AR O GHTEORBE LIZE D
QOUE S N7z [ZEFMRORZEEFRF NI AL [V
COVBBEVIVE VBEA) 7L (VIVE YBBESZFOR
¥)l, [Te FulEgEr v v o], X9 X2 BF
MBI A5 VHE] B [7a et VK OZ O],
ROz ouirVAZBHwTW [AF704 VALY IV
sl ok LCERESNLE [AT7T 7 a4 VAR
ANTYTAROATTOAL VBT MY 7L OB %
WATHEEHIT, BIELOWES, BRTOSHHINC
DWTHI L 7.
Keywords : & O & MiRMW o, X778 4 v
FLBF F) A, VIVEVEBRAIVY T A

ERESS T - BRBMYICH T 2REDER

AR AERE, 51, 331-335 (2010)

PAE, BRI OIREREDO D Y FHIZoOWT, EEE
MM E2 M5 HTRE L ThN, ERRMICEE
PEFHI AL L TR R SN TV 5 b DIZDw T,
AR E I CEFEZICL DRF STV 5.
F 72, 19954F O i AR PRUOE R PR, RIS A s
B SN BAFRIN oW T, MR, ety
fThNTWBE—JT, 20034 5 A OERBEFAFEHIEIZ X
D, BEMWICHESD S EHWA L, FR3BICMHHE
BO T EVH L 72 BRI W T ETH Y IS
HESHED SNTW5E, 3512, 200741258 8 lAYIAT
ENERRIMPAEEIZOVWTIE, BBEALSFETE
WCHETEEMT A2 3N TWDH 0, 89 RICHT
TR DS SN A5, AN L 7 et OFE
FEIZDOWTHERL L 72,

Keywords : EBILH @MY, BEAEAINY, &aSamy

NEE

HHERT - A—F v 7 B 2R SFEMDEEDE

[

AL A AERE, 51, J-435]438 (2010)

I—F v 7 ARB ST X 5 &MY oML EE,
L, MR ESBETHRE SN, ISR MR
M OMERIEHE L LIRS N TE 225, BUE, Bk
¥4 (Codex Committee on Food Additives ; CCFA)
IZBWT, TXRTOEMBITKT 2 &R o AL
ZHUET 5 BRI —#HME (General Standard for
Food Additives ; GSFA) O #ji2std o Twb., %
72, WR RO TN OWTIE, HEEnBETIEE
A L L BITHb N TV 255, BRI &1 X5
ENTHBY, CCFA Tid GSFA L iIFHlIRET s hTwnw
%. 20104F 3 A Bilfi & M7z 454210 CCFA &4 O
DR, TI—T v 7 AIBTHEMEMY, LB K&
OFRHIE T 2 50RO DWW TR L 7.
Keywords: General Standard for Food Additives (GSFA),
LB, &

ZHBT | BERNMYOEERIMTEOBEREICET

%R

AR MR, 51, J-415-J-417 (2010)

JEA 3B A Tl BEAFAINY O % ViR R & BBtk
OB EDTVBYY, TNFE TICEARMY418HH
DI L, HORSHBEIREINZ0RH1/31cLE
0, REaHORSBERIZIE, ZoaaKG D
TR & IHTEOMN AR TH S, T2, BEOAR
P& AV DORERIZIZIE LW IEEM R O 2 EE TH
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D, TNEHETLH0MEOMFDLLETH L. FEHIX
I FECTEIE, BEASEE OB &R R
DOMGHH & RS ZBAARMI O S B, T AT IVRIF A
R=ZART ¥~ A A Ay ¥ T E o 2SR A
AU TR 22 0HTEEAMEAE L e\ i B R 3R 8L (5
FHAAESE) AW TH HMBEIZDWT, BABED
2o DR OFER, EEMEE S L LC/MS (
MS), GC/MS F & H 727 oWk omssi & x24T
S>TE&L BoNRRIE, EICX 2R MR EDRk
BERLZL2DOTHY, FoaBMAR KM, &HEM
OHBNB X O OMHERIWEETH S Z L, EICK
% BEAE I O 2 A VERE R A R HEEEAN I b FIH © &
%.

Keywords : BEfFIRINY, Wiz, JEROMHRE

IR 5 - BSE O FOIIK & 3458 O FFA

NfiT A, 75(1), 23-25 (2011)

BSE 1219864F 12 35 [E T I A2 U 72 28 O 1z 3% P I 4 DR
IETI9904EMRIC 72 o TANDIRIET B 2 & D b ARSI
LEEE o7z, EE2SI -1 w3, KRBLHAR
THAE L7z, fEHE & & YT ofalififiokRrEc &
DEENMZ Oz, BRTRE1ADOERR 70l Y7
IV MY I TR SR TW 5.

Keywords: Bovine Spongiform Encepharopathy, Vari-
ant Creutzfeldt Jakob Disease, Prion

HAAHE  A—-T v 7 AREBSTHAECEES L
MEYEECEET 2REBREVOEANICH T HHE
- IFREIm

Frin iR AR, 51(6), ]-432-]434 (2010)

I—7y 7 ATIE, 20084 (Z 7L IR 7L (PIF),
20094E121Z 7+ T =7 v 7 Iy (FF) Ok
BPRE L, THOOBETHRE Lo 720 EMAEY
&, ¥VERS LI YFUNT Z— - FHFF (20084F
5 FHEEW Cronobacter spp. AN X TIX Y A H FH &
M) T 5. 20094E 1213 3 B % AW (Ready-to Eat:
RTE) ®UAF VT &/ A b7 42 AOMAEY I
SIRE L7, INHOPEICHIHZ LT, ENTIXSHH
7RI S N7 AR Y B e (T B 5 2 i R AR L2 B 5
LA - RSO ST E 7. 22T, Zo#ETIR
MEH LN - RO ONT T LD 5.
Keywords: codex standards, Microbiological Criteria,
pathogenic microbes

HTEEFE VIVERSEBEHEORERRTE Z DR
AR, 60(5), 7-12 (2010)
FLVELATSEE (FILVEAXAS) X sahEIZ, BN

TIRAENLMEEERHETH Y, LIFLITKRE LR
ThHEHEFADRE SN TV L. D EE R &R KM
WO—2THoHILIZHELEDLRVY, YVESRT
B IE20004E DR, BEE - PR S A L
TV, 20X Y NVESTEPFEOLHEOFRIZID
WTEELTAHAL. FIVE R T H5EERRO MR #1045
IZoWTiE, REORAHELOBEMTFHELLABRLNT
WEDT, THEHEBEICL TV E, RETIIEE
WHLTVEHLVERTEPREIIOVTHITLTAS.
Keywords: Salmonella, food-borne diseases, epidemiol-

0ogy

HAEHE  MEVABREOFREL EEREAM

AHl7 =¥ 35NV, 8 6771 (2010)

FAO/WHO % Codex ZHA#H#EL, AEMIZBITS
WEBAEY D) A 7 FEiASEATB Y, FHARRIRIC
DWIZEBEN 2 ERHOMAEYILIEE Y BED ST
5. PRI RS, BEYOBHRHE 21T &
VI EIEEE 5 CTE 2L ) A7 i oG R E 2T
MBI 2 HEMEY OILIEIRD LNTVW D, Ak
WAL, R E L ZWEEEDME (RFI2IZHER), ¥
TN T Ty, WEBHALE L CREBREN SRS, H
W5 REREE, BRI IO W 7B RN O o AR
ERHT HLEND 5.

Keywords: analytical methods, food hygiene, harmoni-

zation

HAEHE . BRAROEAMERTEEREENHRS

»5

WK & Y, 37(6), 617622 (2010)

K&, RE, BHOANEB L OCBREDOEEBRYTO
LI AN 3EY) 2 AR S b, Au) 2l
BHEARTEZENSETLIVERZ A LZAND
HEROIFHZRILTLE . HHVIFEMPICHA
WEAIFRE T 5 Lo oA E R E L kiR E
WL RO KL, &R, A, B, a8, BE
WBXCZEOMLTERZE N L TR ANDIEFOT
REVEZBIR S5, AAIE, MR E 22 TIE L s
LCTWwBZEns, MR EZIRBICIERS e LR
5. eI NICEBIR S MR, Wb TE
DI L A EHBCIRT 505, A5k L 72W A LIUAEWE
BEZ L) AOWHALEN TRINEDS 22005 &, Al
IR 5. Eh AR K E O iAW bR £ R A
L7z ANDIED TR SN T WD, 72, YU
22— F¥HBEFIZTTAI N EWETEO#ET B
ICI—FENTWE DL, INREHEDMERD &
mEN L2 ANDIERIZOWT Y, PRI b 5 85T
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DT —VRBEREEL I LR, FEEHE O
DEEEWETLEZEZIOLN TS,

Keywords : antimicrobial-resistance, food hygiene, resis-
tant gene

HHAHE  MEYRREEE LOBM &L ERESH

FLEHANRE, 60, 48-56 (2010)

FAO/WHO R 3 —7v 7 AZHAMHEEEL, A
BT BHRERAEY D) A 7 FHEiBHEATEY, FEHR
PN DN 72 EBR R e R O A MR ) AN S
TWa. B9z, MAeEDORMEZITS &v
I HIEIIE S > TE72. UEWEBEY D) X 7 3l
DIERNP S, ZOWEMZ EDO L HIEFHITREH»OH
BAED, ZOHEZERT572DICED L) LNV
THAEWZERT 202 0ET S, ZHRIZIDERICSE
FAEEMEYDOIRERNTDOENLZ LI D, WED
FHELL, BARMIZIIN S & % 2 A i (R 139
), v 7Ty, ABEAE L TR X
DEERENS. 2oL EHLREER, BB
B SOV AL SN LY DL N oY WAL T N RT AR kg 7
T HLUEND 5.

Keywords: detection method, harmonization, interna-
tional standards

BEHXT ARBEE L TCORREFEICET 2RED
B
V7 e B Y EAER, 3, 4552 (2010)
ANRfmEE LCoRBEAEICE LT, MEDFN) 2
7 3, BUEWHBEREE ST Y X 7RO 2 S
BHAOBEH, fiHERESHEOERIZOWTOENI O
B & i L7z,
Keywords: U A 7 i, U A 7 &8, &0 HREHKEO
Y

HH # BRBOYAIVZAOFHEHICET 3 EREIR

H A B i 48, 27, 6874 (2010)

AR, a4 VA& B EhHEO SR R4 38,
TR - EEEEEW E A LR A BRI - B
47V OERNBAEIC X S EEE MFROSRAE R L
FEEA T AV A EYHE I E DL - BEE T EBR
BRZRBIRERoTwh, 512, BHELEES Y7V
VW, S8 AV AREYE 7 & O NG Il K GE X B
REEW DO OEROFEN R REEZ o, ALI1TK
ERARLEELGZTwD, EREAY AV ZADE FEN
A& vke b -k MERR Y b B - v MERGELTI
ERITIEPS, EMENHFTH S L IEMHICEET
5L EHEER S AEN% L, SHICHBEELEETIEED

FERIZIZEALHBBEINA TV, T, WEELLE
TS AV 2R BT 2 AT OFEIEE - Mgk
KELELL., SHLIZTHHER T AN =R EOMAE
& B /a4 NV AEOERIER D WS, WAR
DT A NVAENEEEDRDOOLNTETNS, 2O L
InTWREROBE, a—F v s AFEAEMNELERS
(CCFH) & [&Mh o A v 2 HI#] (28§ 5 %
MR EER T 28 % 2 A8 Tw5b, AFTid, CCFH
OBE E FOIS, BT O T 4OV ZHIENZ oW TEERW
R ALEP A SRR L 7.

Keywords: foodborne virus, international trend, codex

p=

committee

B # BREMETY IV ABRREOTRRK & X%
LR, 645, 8-18 (2010)

FEREAE Y 4V ZAEGGEIZOWT, FEIERE %S
AV AR, FAIRD, BREIR, FRiEE L
e L7z,

Keywords : foodborne virus, norovirus, hepatitis A

¥H i /AVAMIAEREER—RBAZ YT -
BREEANDEEE GOHIC

JRYSER I ICT ¥ v —F b, 18, 397-403 (2010)
ED 7 a4V A EHRFIIHBEREEE DS O KG
PerZI7-EMERKNETL2HANLEE HOTWDS,
W EIC LD 2 a4 VAP HEREF OIS T Y
BRIN TRV, HEREDS LM S T
WA, FOEGDOE ATFHIEHEESED SO RKIFE
RDBEWEHTINL., FOL0, HEREHZR~D
O A IVADFFLRAREWRICHIET 225/ 0y A v
ZENHEO T O D, KRTIX, Wb A D
BEPRTUBBIRE /a4 VARPHFEDOFHICLER
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lar epidemiology
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RIHFEAT T b, N—=T, EAFEHERL TV,
FARBREIE TR TCOEBORANZHERL T BR
MTOMFEEREL Z LICKERHOHYFEHML 2. %
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HLMAESEI L, SAREEZHRTLII/ TP+
UNKREGBOAFELN TS, BEHOERRNT A
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HETHDH., AWTIE, BENEEZHRTLIAITMF
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ZES] OFRPBEBNITFOENTVE., Zo7-0oEHS
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R M AT 218 B (b, v, Wb, F
Loy, R, B/, SiF, i, KU, 9470
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THEIN TV RBIRTIE, BENEFICRHERED GM
W - AR E LCTEMIZKA, K83 58105
5. fEo THRKBD GM EMNOFR AT RRICH < Z
EROONT WA, THICHMEL, EFERANRANE
SrEREEAIE LT [ 2 DNA Hffvio H & o )i
P2 W] (20014F 3 H27H &FEH#110%5 & 20084FE 6 A
IBHIRHTWIE) TGM EfMoMmEEe gl Ba
PEDE VRIKGE GM & oA, FERAN AR
LA R R TR EINTE . AHiTIE2008
AELURERCH L < B S 7z RAKFE GM &S o WA i %
S HIA L7,
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THEDBEE SHDEE

MR, 51, 383-392 (2010)

IR AR Z A (GM ) ROZhz Hw7enL
EiE, BB L CEETHRZ &S GM AR &w
J. GM EFORERICH LEEZOMLIHE Y, &
DREVEMRATR R S, EFR 2 SLHEIE Y 25D
Sz, HAETIEGM EMORERERLIE, T2V
#, H+F, HEEZPFOCHEREETEEIZ)LS > TV
5. BHROCHEEMAZMDT, RKDO@IET-HIEZ AR
DEMNOB|AZIERICH S LaRD LN T B, —
T, REWHERASKR T L2GM EMICE LT, EE
TR ER] B EVIE TAGREE TR W] o
FRDVEBNIT SN TS, ZFORDERHEEICE VAN
ENTVEEATD, FROZYMEERENICHEET 5
7205 % ERmTALENDL CNOLOGME

En OFTBEE F o FE RIS TR AL HE S
TEMIBEN TS, K TIRIEFEO GM BEf 0%
AHIE L RF OB K E 2 GM EMOBITEICTO»
THA L7z,
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TSR SIS

M) RS - A SE R A I e AR A SRR
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PERAEZBILIEY, ITBIICERT % 720 O EH
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JEA S B4, R E R O FShE B OV R EE I3
LA R AR IR, I8, AL, NE, 2R, A4, Z
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D EEIE TOFIRE RGN T2, T2, BAMTED S
o EA RN HE S 218 HIZ D W TIZ TR Z 3T L /2.
FRHRIAEI AL, FERMBOERRZEHTHEN
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LV, ROEWETI) VAT LATH 5.
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LV v OFFNT O OBHEIC BT 2 WF5EANE 5 I2AT
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B, ROHICREIN 20 PICOBREEIZOVT
BERE L 72,
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DOFUICHET 2 HEOF A ZMAMNL, SHROBZIION
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2009411 H16H~17H 2 »8 V) TILSI-HESI (PATC
(7 25D T LVA VST B HfiEE % (Protein
Allergenicity Technical Committee)) THET, “IEHA
a2 KB O AWy R 2L O FFAM 1Z Omics $ii#i % £ &
HTEDVRDD L) FKEDY Y RT T LD FSN
2. ZOYYERYT AONERRIT AL EHIZ, At
DT> T b 3 X2 D2D-DIGE (Two-dimensional differ-
ent gel electrophoresis, 2 XJICHOLERIKEIE) % Hw
THFER D% A B IFEICDOWT, 10M0 T X % H
WCIRIT L 2R R 2 M L7z,

Keywords : Omics, 2D-DIGE, rice
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HFTICBWTERERDZENKEH S TWDEH 5
iR o RFEMEZSUES 7 0 27 F 4 [Canada Vigi-
lance| ¥ & CEFEMNZEMEIFEHRORMY 4 & [MedEfL-
fect] \IZDWTHIM Lz, T/, BERBERBROASF 5T
RN SN TV B RENREHR T — 7 X= 22O
TE LD/
Keywords: Canada Vigilance, MedEffect, administrative
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TF—EN—ANER
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20084E N T R—Z g o - LT — VT2 T
D ET BAERERICI DKL, 400N, 200942 T VT 7
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H-® Salmonella Saintpaul KT 7 b 7L 4 7 O
DWW THERL L 7.
Keywords : Salmonella Saintpaul, 3%, K[
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A, 61(1), 23-29 (2011)
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BUF DR IO W TR L 7.
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risk ranking

MILEET . FETCFOBREVDHDIBERAPE
1EER

A MEB L RRER RS, 5(4), 26-31 (2010)
BOREIODW TR BB AERIVINES RIS 2 F
DHPTHAH. TNWZICEL L DOES 2 EHRISIKD
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Morita, T, MacGregor, J. T.*' and Hayashi, M.**:
Micronucleus assays in rodent tissues other than
bone marrow
Mutagenesis, 26, 223-230 (2011)
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Saito, Y.: Pharmacogenomic research for avoiding

adverse reactions by anti-cancer drugs

Yakugaku Zasshi, 131, 239-246 (2011)

Anti-cancer drugs have relatively low effective rates
and high frequencies of adverse reactions, occasionally
leading to cessation of their treatments. Use of pharma-
cogenomic (PGx) information could be able to select the
patients with high-response and less-adverse reactions,
resulting in increase of patients’ QOL and proper use of
drugs. We have been collaborating with National Cancer
Center for PGx analysis of anti-cancer drugs including
irinotecan and gemcitabine in Japanese cancer patients.
Irinotecan, now used for treatments of many cancers, is
metabolically activated to SN-38 and then inactivated to
SN-38 glucuronide by a UDP-glucuronosyltransferase
UGT1Al In the UGTIAI gene, two representative
genetic polymorphisms, *28 and *6, were detected at
0.138 and 0.167, respectively in 177 Japanese cancer
patients. When the patients were homozygotes of *28 or
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*6, or compound heterozygotes of them, statistically
significant decreases were observed in the SN-38 glucu-
ronidation activity and increases in the rate of severe
neutropenia, compared to those in the patients without
*28 or *6. Our results and papers were cited in the
Japanese package inserts of irinotecan. Gemcitabine was
inactivated by cytidine deaminase (CDA) into 2'-2'-
difluorodeoxyuridine. A CDA polymorphism 208 G>A
(Ala 70 Thr) was detected at 0.037 frequency in 256
Japanese cancer patients and associated with reduced
gemcitabine clearance as well as increased frequency
of severe neutropenia. In the 4 patients suffered from
very severe bone marrow toxicities, 3 patients were
homozygous CDA *3, suggesting that this polymorphism
is exquisite for predicting severe adverse reactions by
gemcitabine in Japanese.

Keywords : gemcitabine, irinotecan, pharmacogenomics
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W7 V7 RIEZSGIC L -EIREY BB TOM R
ZHIRL, RIEMTOFUM L ZRITOWTERL .
Keywords: pharmacokinetics, ethnic difference, East
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Yakugaku Zasshi, 131, 255-261 (2011)

Most of adverse drug reactions (ADRs) occur as
an extension of pharmacological effects. They occur
dependently on their blood concentrations and can be
potentially reduced by controlling their dose. On the
other hand, ADRs categorized as Type B usually occur
irrelevantly to their pharmacological effects at different
organs from their target, and are often life-threatening
and unpredictable. The incidences of Type B ADRs are
very low. Severe cutaneous adverse reactions including
Stevens-Johnson syndrome (S]S) and toxic epidermal
necrolysis (TEN) are delayed allergic reactions in
which T-cells are involved and categorized as Type B
ADRs. Recent progress of pharmacogenomic studies
has revealed that particular types of human leukocyte
antigen (HLA) class I antigens have strong associations
with severe cutaneous adverse reactions and that the
associations are specific to causative drugs, phenotypes
of adverse reactions and ethnic groups. We established

a research group in 2006 with professionals of pharma-
cogenomics, dermatologists, ophthalmologists and
psychiatrists to explore genetic biomarkers associated
with Japanese SJS/TEN patients. To date, we have
collected more than 100 Japanese SJS/TEN patients
through participating institutes and a case-collecting
system covering all over Japan constructed by us.
No carriers of HLA-B*1502 which was reported to have
extremely strong association with carbamazepine-
induced SJS/TEN in Han Chinese and south Asians,
although a moderate association between allopurinol-
induced SJS/TEN and HLA-B*5801 detected in Han
Chinese was observed.

Keywords: Stevens-Johnson syndrome, toxic epidermal
necrolysis, human leukocyte antigen (HLA) -B
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neuron-glia communication

H ARSI 258, 137, 53 (2011)

PRMER O Y F 7 XFEEEIC B W T neuron-glia
communication PEETH B Z L ABAbhroTETW
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Kojima, H.: Commentary to the Discussion on

Topices 3, “In Vitro Test Approaches with Bettre

Predictivity” at the 5 th International Workshop on

Genotoxicity Testing

Genes and Environment, 32(2), 40-42(2010)

At the 5 th International Workshop on Genotoxicity
Testing IWGT) held on August 17-19, 2009 at Biozen-

trum of the University of Basel, Basel, Switzerland prior
to the 2009 International Conference on Environmental
Mutagens (ICEM), Florence, Italy. In this workshop,
appropriate 180 participants from government, industry
and academia mainly in the USA, EU, Canada and Japan
discussed some issues concerning the following six
topics, i.e. 1) suitable top concentration for tests with
mammalian cells, 1a) an in vitro chromosome aberration
/micronucleus subgroup and 1b) a mammalian cell
gene mutation subgroup, 2) photogenotoxicity testing
requirements, 3) in vitro test approaches with better
predictivity, 4) Improvement of in vivo genotoxicity
assessment-the link to standard toxicity testing, 5) Use
of historical control data for the interpretation of positive
results and 6) Suitable follow-up risk assessment testing
for in vivo positive results.

In these topics, I invited at the group on the topics 3
“In Vitro Test Approaches with Better Predictivity”
with Dr. Toshio Kasamatsu (Kao Co.) and we discussed
to resolve the following background using new test
methods through the medium of seven presentations in
this group. In sharp contrast with other groups, a new
subgroup (led by Stefan Pfuhler, Procter & Gamble:
P&G) convened to develop consensus recommendations
for choice of better test systems to improve the
predictivity of in vitro tests.

Keywords: genotoxicity, IWGT, in vitro

Kojima, H.: 3Rs Activities in Japan

AXLRS Alternative Testing strategies, Progress report,

2010, 266 (2010)

The Act on Welfare and Management of Animal
revised in 2005. Since then, it has became widely used
to use alternative methods to gain as much as possible
and serve animals, proper animal due to reducing the
number of animals that are available to users as possible
shall be considered to use in the extent of the use of
scientific purposes. Though Japan’s 3Rs expansion is
slower compared with western countries, it is making
progress steadily.

This year, the Ministry of Health, Labour and Welfare
(MHLW) created the Japanese Center for the Valida-
tion of Alternative Methods (JaCVAM) at the National
Institute of Health Sciences (NIHS). Many Japanese
colleagues have supported JaCVAM activities by
performing validation str the safety evaluation of
chemical substance in Japan and established guidelines
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for new alternative experimental methods through
international collaboration for 4 years. Many Japanese
colleagues have supported JaCVAM activities by
performing validation studies, independent scientific
peer reviews and regulatory acceptance for new
alternative experimental methods. Furthermore, we
plan to push forward with international harmonization
efforts by both OECD activities and the International
Cooperation on Alternative Test Methods (ICATM)
framework, which was organized in April, 2009.

On the other hand, Japan Health Sciences Foundation
established the Center for Accreditation of Laboratory
Animal Care and Use in 2007. The center aims to
promote the optimum enforcement of scientific animal
testing. The center assesses and verifies institutes of
animal experiments for their compliance with the “Basic
Guidelines for Proper Conduct of Animal Testing and
Related Activities in the Research Institutions under the
Jurisdiction of the MHLW". The other ministries control
animal experiments in universities and other institutes.
Japanese centers will contribute much to achieve
the 3Rs. We also expect these Japanese activities to
contribute to International harmonization in the 3Rs.
Keywords: 3Rs, JaCVAM, alternative
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F—Yr=z2—2, 138, 19 (2011)

There is slow, steadily progressing the movement of
3R (to Replace them with non-sentient alternatives, to
Reduce to a minimum the number of animals used, and
to Refine experiments which used animals so that they
caused the minimum pain and distress) of animal
experiments in Japan.

The Japan Health Sciences Foundation established
the Center for Accreditation of Laboratory Animal
Care and Use in 2007. With the purpose of assessing
and verifying compliance with the “Basic Guidelines
for Proper Conduct of Animal Testing and Related

Activities in the Research Institutions under the
Jurisdiction of the Ministry of Health, Labour and
Welfare (MHLW)”, the objective of the center is to
promote the optimum enforcement of scientific animal
testing. Other Jurisdiction systems have been estab-
lished by successive in Japan.

On the other hand, MHLW created the Japanese
Center for the Validation of Alternative Methods
(JaCVAM) at the National Institute of Health Sciences
(NIHS) in Japan in 2005. JaCVAM has promoted
the 3Rs in animal experiments for the evaluation of
chemical substance safety in Japan and established
guidelines for new alternative experimental methods
through international collaboration for 5 years. Many
Japanese colleagues have supported JaCVAM activities
by performing validation studies and peer reviews and
by providing regulatory acceptance for new alternative
experimental methods. Furthermore, we must push
forward with international harmonization efforts in
accordance with the International Cooperation on
Alternative Test Methods (ICATM) framework, which
was organized this April. We think developments and
continued activities of these Japanese centers are key
contributions in the 3Rs.

We expect these Japanese activities to contribute to
International harmonization in the 3Rs.
Keywords : By FEER D, N TF—3a v, =4
ATt

BAMY, SHRL, T B, VRIEHT B

PREETIVE RV -ED ) BREREREN

Ml T2, 29, 549-553 (2010)
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Helicobacter pylori ARICE T HXFXXIET
VWOBERAME—ECICBERESEICBEVWT—
Helicobacter Research, 14, 447-453 (2010)

Helicobacter pylori (H. pylori) &4, 1b#5EEWH
MV ZAF A X IPREFHET TV OIEH TR 7 58
TUE—F—TdHb. H pylori EG13Ms LRz LA & lisT
WCHBOBEILEZRAE L. T2, VT4 FEED
e D ARAE L 72, ARG D b W ITE AR AL T o
Wy Tholz. BREIZHEIERO TR S RN,
FIEPUL DK S BROTHi 2 E2 5 LTEELEEZ L
N7z, H pylori EBHAF 2 X I BTNV E W28 HERK
ORI & 2 HO K BT oL ]I F S h
5.

Keywords : Mongolian gerbils, Helicobacter pylori, gastric

cancer
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Foods and Food Ingredients Journal of Japan, 215, 398-
401(2010)
EHIFBAMERBORREOBIE, BRI 5%
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Keywords: Alternative, Carcinogenicity, Evaluation
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Katafuchi, A. and Nohmi, T.: DNA polymerases
involved in the incorporation of oxidized nucleo-
tides into DNA : their efficiency and template base
preference

Mutat. Res., 703, 24-31 (2010)

Genetic information must be duplicated with precision
and accurately passed on to daughter cells and later
generations. In order to achieve this goal, DNA polym-
erases (Pols) have to faithfully execute DNA synthesis
during chromosome replication and repair. However,
the conditions under which Pols synthesize DNA are
not always optimal ; the template DNA can be damaged
by various endogenous and exogenous genotoxic agents
including reactive oxygen species (ROS), and ROS
oxidize dNTPs in the nucleotide pool from which
Pols elongate DNA strands. Both damaged DNA and
oxidized dNTPs interfere with faithful DNA synthesis
by Pols, inducing various cellular abnormalities, such
as mutations, cancer, neurological diseases, and cellular
senescence. In this review, we focus on the process by
which Pols incorporate oxidized dNTPs into DNA and
compare the properties of Pols: efficiency, ie., ke/Kn,
koo/Ka OF Vmae/km, and template base preference for the
incorporation of 8-0x0-dGTP, an oxidized form of dGTP.
In general, Pols involved in chromosome replication,
the A-and B-family Pols, are resistant to the incorpora-
tion of 8-0x0-dGTP, whereas Pols involved in repair
and/or translesion synthesis, the X-and Y-family Pols,
incorporate nucleotides in a relatively efficient manner
and tend to incorporate it opposite template dA rather
than template dC, though there are several exceptions.
We discuss the molecular mechanisms by which Pols
exhibit different template base preferences for the
incorporation of 8-0x0-dGTP and how Pols are involved
in the induction of mutations via the incorporation of
oxidized nucleotides under oxidative stress.

Keywords: oxidized nucleotides, 8-0x0-dGTP, DNA
polymerases



i I 5

=) 307

Nohmi, T. and Bignami, M.* : Nucleotide pool damage

and its biological consequences

Mutat. Res., 703, 1(2010)

Nucleotide pools as well as DNA are important sub-
strates for DNA polymerases. Accurate DNA synthesis
requires well balanced dNTP pools and the imbalance
leads to mutations and cell death. In addition, excess
oxidation of nucleotide pools in aerobic metabolism or
inflammation results in a variety of cellular abnormali-
ties including genome instability. The representative
example of oxidation of dNTPs is the formation of 8-oxo-
dGTP in nucleus and mitochondria, which may induce
mutations, cellular senescence, neurological diseases and
cancer. To combat the detrimental effects of oxidized
dNTPs, cells evolve nucleotide pool sanitizing enzymes
such as MTHI. However, some of the oxidized dNTPs
escape from the defense systems and eventually incor-
porated into DNA by polymerases. In this issue, 11
authors discuss biological and health consequences of
nucleotide pool damage from various viewpoints.
Keywords: nucleotide pool damage, genetic instability,
DNA polymerases

* Experimental Carcinogenesis Section, Istituto Superi-
ore di Sanita, Italy
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