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Aoyagi, N: Japanese guidance on bioavailability and bioequi-

valence

Eur J. Drug Metab. Pharmacokinet., 25, 28-31 (2000).

Bioequivalence tests differ between USA, EU and Japan. This
article describes bioequivalence tests in Japan, especially specific
tests and requirements; namely, in vitro dissolution tests are em-
ployed for selecting appropriate subjects for human studies such
as achlorhydric ones or subjects from the target population to
whom the drug is applied. Dissolution tests are also used to sup-
port in vivo equivalence for highly variable drugs. These require-
ments are determined based on the consideration that in vitro dis-
solution tests are very susceptible for differences in formulation
characteristics between test and reference products providing
bioinequivalence. Such dissolution tests should effectively used
for rational assessment of bioequivalence.
Keywords : bioavailability, bioequivalence, dissolution
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Keywords : Stability, Guideline, Pharmaceutical
NIRRT AR T 7—=

METRRE: EEROSBERIEICET2EEREM —1CH
H1ESAvEhbELT—

PDA Journal of GMP and Validation in Japan, 1, 18(1999)
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EIELAFFE, 31, 345-390 (2000)
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INETEHE : ARV TTFAMEOREDEEIZONT
EIKEPFE, 32, 58-72 (2001)
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Keywords : Adenovirus vector, gene therapy
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Keywords : crude drugs, origin,
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Keywords : incinerator, alternative technology, medical waste
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Keywords : TSE agent, guidance, inactivation

EARERR S

Kt B SFYLXFULF—DASICBHIRRRIG

KR

AT T v AT LALX—EF3ES4EE, 4, 102-107 (2000)

T v I AT LAXR—R, IEEHEIZHED OET LAX—IE
{%#% (Oral Allergy Syndrome: 0AS) (ZEHd B AN E



Bk R #£ (RS-8#H0 229

FURDRHIC VT, A B EVE SRS % Bl L
705 & MR L7k

Keywords : latex allergy, oral allergy syndrome, cross-reactivity
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ST I AT UVNLE—ZHED B - BETLAX— (5
Ty A-RMEER) L, ERECEIRY-HET L
F—OFERTH D OMET LA R—FEERE (Oral Allergy
Syndrome: 0AS) & OFELME%E, BE &2 5 X KGR
EWVWHBHADLOEHR L. £, AT VAKX —%B &R
TEREERZ, HbtE, oTFR, "IXEIGH, & ORERE,
BROBHERE, EROBELWHIEENSELE.

Keywords : latex allergy, oral allergy syndrome, cross-reactivity
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Keywords : allergic contact dermatitis, rubber product, rubber
additive
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Keywords : allergic contact dermatitis, plastic eyeglass, coloring
agent
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Keywords : antimicrobial agent, antimicrobial product, safety
assessment
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Keywords : radiation sterilization, medical polymer, degradation
products
Wawes, MR B, Hokshr  ERARRENY
T—Yarv/oba—LERA-IFLUFFYS FR
EHl—
BHEEBHE, 28, 585-592 (2000)
TFLrAFYA FRETONY T —varra pba—
NDFEBRO BEFUZOWTHEH L.
Keywords : sterilization protocol, medical devices, ethylene ox-
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assurance
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Keywords : genetically modified foods, safety assessment
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Miyata, N., Yamakoshi, Y. and Nakanishi, I.: Reactive species
responsible for biological actions of photoexcited fullerenes
MR 120, 1007-1016 (2000)

Fullerene (Ceo, Cro, efc.) is an effective photosensitizer and its
utilization as a pharmacophore for photo-chemotherapy of tumors
has received considerable attention. We developed a method to
solubilize fullerenes into water with poly(vinylpyrrolidone) (PVP)
as a detergent. By using thus prepared aqueous fullerene solu-
tions, we have clarified a series of biological activities of fullerene
under photoirradiation which include DNA-cleavage, hemolysis,
mutagenicity, cancer-initiation, and cell-toxicity. A newly syn-
thesized Ce, derivative with an acridine moiety as a DNA-chelat-
ing function showed much more effective DNA-cleaving activity
in the presence of NADH. Visible-light irradiation of PVP-solu-
bilized Cq; in water in the presence of NADH as a reductant and
molecular oxygen resulted in the formation of O,, which was
detected EPR spin-trapping method. Formation of 02, was also
evidenced by the direct observation of a characteristic signal of
02, with use of a low-temperature EPR technique at 77 K. On
the other hand, no formation of 10, was observed with use of
TEMP as a 'O, trapping agent. No near-IR luminesscence of '0,
was also observed in the aqueous Ce/PVP/O, system. These re-
sults suggest that photoinduced bioactivities of the PVP-solubi-
lized fullerene are caused not by 'O;, but by reduced oxygen spe-
cies (02, -OH) which are generated by the electron-transfer
reaction of Ce '~ with molecular oxygen.

Keywords : biological activity, active oxygen species photosensi-
tization, DNA-cleavage, hydroxy! radical,
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ibility

INBEE, BEM— A—F—A A FIRE

HZERER, 59, 195-201, 2000

FHEBEFERVEOA—F —A A FHEE (BEREHIMLE
WIER) ~OISAOREEEZ, HROBMIZED T, H#H
L,
Keywords : pharmacogenetics, single nucleotide polymorphism,
tailor-made drug therapy

Bt (F%) 5F:7475— rOVIDLSBETHRAE
PPAR :
Ther. Res., 21, 19-23 (2000)
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7477 —bOMFENY 7YY METFERICEL TR,
PPAR o 2+ D 2 h.OITREAPED DN T &1, FhE
. P ZURY METERAXFICRARRY 7 4 75—
MIPPAR o EHBDZ — 5 > ML, RXT77F U=
B —=NT IVOAFVLEEFERE LVLILAWEETX
THERAZRTZERZHAONIILE, ZDPPARFEETED A
A= ABTONWT, VLILT V7TV —@BRBRTORRA T 75
U BRROBEIE EBITREBR LT,

Keywords : bezafibrate, PPAR, VLDL

B BRICET5WEMTRRREETOREK
AAWEE, 17, 37-41 (2000)

BEY (FRORY) OMEMGERRLBFREICLS
b N OREHER LIS RORREEAE L E D THHR
L.
Keywords : Vegetable, Microbiological contamination, preven-
tive measurement

BURIES, RER : AEETLILX—

T LF— - %fF, 7(4)32-37 (2000)

TV ELTOHER, & FOERKETH DRI,
NYGRAFANRECERSTL, BRESEOND LRED
RENBIBRA~ LD, BICERKIIZNIEELTI 2
AE, TAIE, THRE, agPhe, #AVFay iy,
TAXRA QA CERZTAIENTED, ZHLEIEERE
L, EOGH ERECLIRETCOBERBEREL LUR
BROEMAESE LB, ORI T VAT
URE R D RIFRE, 0T T —EEENLAEREILZ W
AERZRT VAT e LTOBEEERRT 2 FR1E LN
TV, :

Keywords : dwelling environments, fungal allergens, viable and
non-viable cells

*BIROKELFKE

BRI BRAESBE

S LB, 66 (6) 155-161 (2000)

WEEORMT, ZL FBMAREIEMICH D, TOLHE
SEAHCERICEIZEELREDY LTk, FICRAH
EFrHEEBER~A a2 b XV UEAREHIIZAENGELA
ENDAZENLEOEREVERELS ELXATRIMERD
B, €5 LEFHMBA»LEEEHOEABRREZEZ LD
THIz,

Keywords : imported foods, fungi, mycotoxins

BEEN  AMERESRERAEJIIS 7 2911:2000 K IE

BHEERA, 29 (1), 31-37 (2001)

A A T2 (JIS) DU RBR T IE P BET N Ths
HIERRBLEZ E, SHKERMOEELERRE, BHo
BhEZBELTEERKICESS S L2EMNELTHK
FEEZITo 7, MBREZEDKRBIIKRESINZZ LMD
FOEUE LTz,

Keywords : JIS Z 2911, mold resistant test, revision

HE F: BFEESE 2 ERIEREE HILEY
RILEME EZONDHMREEFERAOER)

F (Membrane) , 25, 142-149 (2000)
NFWBELMEORELZ THFHIICATELZH L TEZD
MDD ZIVE TR LT - TV B NS WMEEL LY
HOMWREIZDOWTHR L. BIZHRVE VHROME % b ofb
FWE L ERIREAMLZFI SR I T A=A 5 & OEHIC
DNWTEREYTE.
Keywords : chemicals holding hormone-like action, endocrine
disruptors, aryl-hydrocarbon receptor, receptor mediacy .

EAEHE, HEBET  TOXEEBAE Notch 25+ 1L
R T %, 19, 1434-1437 (2000)
<Y ADEHHBRICBWTEHEERREHZRLZL TS 2
DDEEF, Mesp2 & Presenilinl D/ vy 77U k=R
B UMesp2 /IEHEEEINotchl / v 7 A = 0 ZADEEITIC &
D, DILIOREERE & FEH AT — U BEHOMERBIE L R
CESABELTWAZ 2RV L. £z Mesp2ic kB
D111 DFEBLINAI & Presenilinl 24 L7=D111 DR IFHHEA
WAL CHEEOMEBBELSTER T2 2HLMIT L.

Keywords : somitogenesis, Notch signaling, molecular genetics

N, HE E:RILVEURIEEMEE ‘NI BHEL"

JRER L ERIR, 18, 707-714 (2000)

TIVEVRILEMEP AU REHEL T2 Z EIC Lk 54
RRERLEDAN=ALE LT, BNZER Y 7 VRER
RFENTWREELEHRBE~OERIZOVWTHR L.
Keyword : endocrine disrupting chemicals, receptor mediated tox-
icity, nuclear receptor

FH #i:In vivo REAVEBRRBRIC L 55

AAERER, 58,2495-501 (2000)

N WBREAL S WE B OZ & 2> 7= b LKRK]
(Theo Colborn®3, 1996, BlfHIZa scientific detective
story TRIZFZHEETESY] L HD) BIEL —ROBELE
D7D, BRI TV S & 9 ICREMNEM T 74
Eolzilbhnrbod, BAELAY TEEENOARTHLE
EDHDOTRLVPLVWIEREER L LIZHD. =X
bl RT7 Rl BB EEX CTRESN T
THY, TOXEEFFBRELETHND LWV ANBEDIR
EiZHD. ZITE, ROWRILBR LA ERREEEEL
WOBRENLEZTHEZW., RALEUZHFEEZN L TERE
IZBI & Z ENDEH AR & A2 B RAMHER & 72 57,
fa IR - FAER  NROWSWBEEO R RYE, ARG HREN
HERBI%A, HRPERDD0ED, 2 EREHROBEN
WAL THBR, =2 bl UBIERBEEZRLICE
DAR= AL EZBR LUIZRBIEIC YW TIRRS .,

Keywords : Endocrine disrupting chemicals, Receptor-mediated
toxicity, low-dose effects,

KEFRE  MEBRREEL SO CHIRKDOEH & EHE
DT> BRI B RBR BRI TF—2ay

Human Science 12, 14-18 (2001)

B ERNBEOITERBA~OZ T ARIZ OV T DRk
B X TROECD DI 4 FH# L, EU Tl bt & o 22 E D
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= OEHEROEEIL % 20024 6 A0 HE CEH L
L,in vitro EREEAEERBRE 2EERALEE, 2, XE
THRRIXY in vitro HEEEMEREBR L L Corrositex &
—EHOTHREMNOIZDICERA LEEEHE L. 7o, AR
EEITEBEMICEATA DD ECD DEMELFEN L. B
EREHRD G & TIT o R IRFIBERBRARBFEDONY 77—
Va YOFEREZNICESINTin vitroRBREHEZRIALT
RAIEM DO T DO H A FoA VBEMER LIFEHE
L.

Keywords : alternative tests, validation, regulatory acceptance

FEFfF ATPIC L 2HEEEME K H OIS

B fEaER, 37, 329-331 (2000)

FRGEWE R A B = X AT BATPOBRENZ DT
iR U7 ATPIE U T 7 ARTERRIRD G & /37 SR8 3 p2Y
ZEEEN L THREEDERBEZMEIL, —F, 14
F v FNABATPR B RPN 2N U TR GEME K % (R
THEVWHOR, —RAITHD. TOEREA I =X Li3HEX
IR - BRI TRIRD .

Keywords : ATP, neurotransmitter release

H B ERFMICE TS ATP 2EHOKRE

EF DI, 195, 613-616 (2000)
SharyRITTEEINBAIP (TF /v 3 ) VB
I3 CEMEEERORE L LD, £EDEERATRE
FHEREL TV AR, —F CHEMESREEDE & L THHBE
T 5. EOZEERIA A F ¥ RNVBIATPREEPAX EG
Ry HERIATPSRERP2Y KBl &N, TFhYT7 4
AR THEEUEHEINTHS. Z0OH TP2XSITR A
BEETAHRICKREMICER L TS Z ER¥bhoT,ATP
ZERELRACETAMES —RICERITI LD KFT
X, BRI T 5 PR OREIC YW TR L.
Keywords : ATP, pain, P2X

# %  ATP ZRKR

BFIERE, 3, 94-95 (2001)

BEBRKRCTRO LA THAEUEED, T R RFIh
BREMERE LAV P ATV VIARRENDFEAT 0 A
FHRAEATH DD, TRLIERMEEZ TR T T T =27
Za—aF I X UOFE, BELRSEEER 2 o
BEREHEENTHT, IVENEERENEETN TS,
ATPEEET 2y I—FLWEEEL R 5 B5EE 5, 8
R 7a o —OERAR PZXSHRRELTRELTWS
ZErn, BOTRONLEM ERD0T, BHERIRBIZL
BEDLY. F, BHO X I ICTATPREER T o v b —iX
SIEOTOT 4 =TICEDTOMRENENRD D, =a—a X
F o 7 TR LTI, BB AN L D2 RR/EI
IZATPEZ RN BEE L TWA RN BRI TEY, 2o
RTTay W—BEPTHWEERHD . > T, ATPER
7uy h—I EROBMBESEZRRTE 200 LAV, »
FTHRIZLTYH, BEREN R T oy h—ELNEELELI LR
3.0k BB
Keywords : ATP, neuropathic pain

HEMSE LR TPT/ 0 -ATPRER
Life Support and Anesthesia (LiSA) 7, 1160-1165 (2000)

Ky OHER, B BRRER R4 ICERTNREICEDD S
2 DE, HAEOBKEMEL, MRETH-BEER
BALTKEDOAP (TF /) 3 VU 2EVEES
Ay FYTOBRERVIELYTTb L, fAihi & oniFi
T har R T ERETIHEZES GRIEHBICAETRE
otz EhTW3. 20%, ZHRaEDE~LEELTH
BT, £EIIATPEZHAREREED/IMER & UTHEN
W= B LW, ATPIXAERSMC R &N d LATPRBREE
HEET5—FHT, Y VEBEINTAP (TF/v 2
VE) AP (TT /v 1 VUEE) RRTTT /b
D, 7T vt BlOZEFEEFE L Tke RAEBRRIE
ZREEIT. TT /v vHDWIATPOAREMEICET 3
BOIOHEL, 1929FE0_EFR TOERIZ W T (Drury and
Szent-Gyorgyi) TH B M, #ERR TiL 1954 £ Holton and
Holton D& & 725 . D% 1971 T Burnstock iz Xk 9 7
U AR OBLERIRB EINN, TV XTI LEFF
FUIHIR PN ICEBAIZTETE U, ATPIZMIRAN O = 2 VX — (R
EELLTHEVICLAR Y 25— DI Y gL
ZIANDBNRP o7, EREED DN 2 —= TR
REIL, ZOEESb Lo Bamshi.

Keywords : ATP, adenosine, receptor

H LS  HEICFET

EEOFE, 52,92-94 (2001)
ATPRFREEME TH D LW IHIBESIT A~ a2 by
SR L REHREANCIRHENIT b 20 b 67, 19934
DATP ZHEK 7 v —= v R E TR mBunEnik
Moz, 7 u—=r VRS R CIIREICH RS 1

%, RICLEET00 L (2000 ERE) BRINDET

2722723, BN CORREBITMERORET DR, ATP
BEOERMNSEICOIE-TNE I LM LEESERT S
T DITIIR AR BB RS SRETH DA, BLEFETIIATP
FEORBEIIBOBENRIEA R b OIZR>TLEWY, 230
HREOEEHE (4) BhEINWEDIZ, ZDFA TOHF
BRI RPROHAERS TRV, L L, R OATPR
BEBEOMEIISFICRELTEY, #ix REE OB
Vx4 LALNMIENTEY, RVBEOHAROILILEN
CEMREAELEDIRATholz. TDOL ) B lI, A5
5, BEATP AR OBEERAN L Z ¥ THATWT,
FINENTWAONERARICTAEbIeE SR HE
PARRBESLCE LB HIBRAT.

Keywords : ATP, receptor, function

NRE—, FEFF  hRERAR Y FT—9 L ATP

EHEDFE, 52,101-107 (2001)

ATPS AR AR R TR GEME & U TR oF®R
GEBEZHS>TWAZ LRV, 7R a7 ) THIKKA L
HEINTERES Y THOEREEL DHS-TNDEZ L&
Lk L. ELITHREEICL Y 7 X haZ ) 7abiiH
ENATPS, 7Y 7 —dREREBEREERE L LT, &
R EEPEEHHLTWSZ L 2HLNE LE.
Keywords : ATP, astrocytes, CNS

BE R, PRIE—, FHLETFE AP LEH
B ASKER 23R, 116, 343-350 (2000)
ATPRBEEDORADREELGRIZEDLIIKBEEL TS
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DIZOVTEDTFREELED TE LD A F v H
ATP S HED LT, P2Xs it capsaicin B0 /NRIEFEE
RARPRIRE (DRG) PRI BTE L, Bl REELEHS
NRAIBFROBBRIZEES L, BHEAITIET 7 V¥ = ICis
BEoEAESERE Y. X6, nocifensive behavior
¥ X Uthermal hyperalgesiaZ$BIZBIE L TU 5 FHAHER!
ENBD . FEEEA TILP2X (X DRG PN LD TN I v
MR ERETA LTI VEAGELEETLIL O TH
3. —7F,P2X; & P2Xs DT v —SE KL, capsaicin I
A M o0 FRIDRGHRHIARIZBTE L, HHEMIFBIR Ao R TR
AL RS NHERORBBRICTS T 5. (THEEFNIIC
D~T 11 v—Z B IInechanical allodynia®3EHIZEE
LTCWAZ EBRHERINTWA., B G ¥ /3y HERIATP
ZEEIZL, & OEEOEEICOWTIEREEHA S TY
RUVR, ZNERET ARG 2 D ERINTEY,
BOREERF OB D 0 I OW TSR DOFENRE-ND |

Keywords : ATP receptors, sensory neurons, pain

BHE R, /DMMRE—, FHLETFE B L ATP

EERORE, 52,131-137 (2001)

— R FERRE L OFRBR ARSI TOATPEZE
EOBHDREABEIIBITARENZOVWTELE D 41 F
v F % RABIATPZ RKED—oP2X 1L capsaicin@Z D/
FURFBHL AR AR R (DRG) MIRIZ BTE L, BRFHAIEE K
K& 5l &9 . £, FEHRAOP2X DR IR
DINE I VEBERHEPRETD Z LKV BEAMEELIEE
T35 . —F,P2K, & P2Xs D~F 2 ZEIKIL, capsaicin FEK
ZHEORRIDRGHRMIICFEEL, TuF =7 ORIEICHE
BELTWS. GF 3y BT ATP ZAME (P2Y) i, A
L DEFEOBEEIZ OWTIERISFER I TR0, Zha
AT A RFELIT e W EER I N TR W 5RO RLFF
=h3.

Keywords : P2X receptors, P2Y receptors, pain

NBEE : B M x / —ILBEBREBEROEEZNS

itk

WHENE, 15, 171-176 (2000)

b MNBRE LERERE TH DB ORBEBEERIINEEE
B, 9, —RcFEHEOMREHNH, St EER %R %
B4 L 4R, FEIC X » TRRBEE RS 2 i+
5. AEEFRILSTL, ST222 EBEBEFR—3—T7 7 IV —% K
LTW5a. AI= b Ea—T3, 7=/ —VEOCHEEHNE
RHLEOBRMEDORMEEICEBDLL 7 = ) — LV
ERBRESE & F OBRGHISEIMIC >V TR L .

Keywords : Phenol sulfotransferase, human, genetic polymorphism

NEEE : A VEORBICELIBROEARTERLE

E/BIfEROEAZE

HETEZ, 15,27-31(2001)

BRREATIA VRIS IZo&, FFRIEEMHR TREYN
BRI L 0 BEORBYOIE RV AR T 5. B
HERDIRUNBIFE2ATHE T, L7 FIDBIE
APm<BEbhicy, BYBEHTZE8H5. Pk Fa
v IV UNKBEEREORMBETIZEIDS-TAA Y S
D, FFHTFY S AFNEBEREORRBETFIZLD 6-
ANHT LY v ORERBHENMET L, BWEBORED—

DEkioTND.
Keywords : pharmacogenetics, dihydropyrimidine dehydrogenase,
thiopurine S-methyltransferase

MILEEF  RERXZEESD !

{bZ, 55,105-113 (2000)

HEEFICEENLROADEOORIBRFH~=2T V] L
LTHERLUIZEEZEDEANY A b (http://wwwls. biglobe.
ne. jp/"Uneyama/) N2 5 Y DB, HPYERLZ AW o
& oTIZ2NTR, A ¥ —Fy bOROAREHRR E
2o Tk~ .
Keywords : internet, paper, letter

PUER B, WIISCR, BRGEEL BEAS Y PR

BRoMBERES

Med. Tech. 28, 1475-1478 (2000)

EREY OEAT AR, ERT5HBE, BB LUK
3K, RENRBIEFIRICIZ e N OFEARER &RV,
B ORE, BEBIZHESHRTHD LD, BBRBRY &
W, B IR CRRIREESLE L 2D, EREMEE
BEAEROIUR L EETREFHITOVTHEANL.
Keywords : Histotechnology, experimental animal
ERERTF
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Kirkland, D.J.", Hayashi, M., MacGregor, J.T."2, Muller, L.,
Schechtman, L."? and Sofuni, T.: Summary of major conclu-
sions from the International Workshop on Genotoxicity Test
Procedures

. Environ. Mol. Mutagen., 35, 162-166 (2000)

Comprehensive summaries are given in the individual workgroup
reports. The following outline concentrates on the main points
that either differ from existing published recommendations (in
the case of mouse lymphoma and in vivo micronucleus tests, or
are key features to be considered in the development of new guide-
lines.

Keyword : IWGTP, genotoxicity test, guideline
*1 Covance Laboratories Ltd., UK

2 US FDA, CDER, USA

" BfArM, Germany

Hayashi, M., MacGregor, J.T.", Gatehouse, D.G.?, Adler, I-

D.”, Blakey, D.H.*, Dertinger, S.D.*, Krishna, G.*5, Morita,

T."7, Russo, A."® and Sutou, S.*: In vivo rodent erythrocyte

micronucleus assay. I1. Some aspects of protocol design includ-

ing repeated treatments, integration with toxicity testing, and
automated scoring

Environ. Mol. Mutagen., 35, 234-252 (2000)

This report summarizes the discussions and recommendations
of an expert working group on the in vivo micronucleus assay,
formed as part of the International Workshop on Genotoxicity Test
Procedures held 1999 in Washington, D.C.. It includes: 1) proto-
cols using repeated dosing, 2) integration of the micronucleus assay
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into general toxicology studies, 3) the concurrently-treated posi-
tive control, 4) automation, 5) criteria for regulatory acceptance,
6) detection of aneuploidy, and 7) other than bone marrow.
Keyword : IWGTP, micronucleus assay, protocol

"IUS FDA, CDER, USA; *2Glaxo Wellcome Research and Devel-
opment, UK; **GSF-Institut fuer Saeugtiergenetik, Germany;
**Health Canada, Canada; *Litron Lab., USA; “Parke-Davis Phar-
maceutical Research, USA; *"Tsukoba Research Lab., Glaxo
Wellcome, Japan; ®DBSF, Universita degli Studi dell'Insubira,
Italy; *The Natl. Inst. of Bioscience and Human Technonogy,
Japan

Krishna, G.* and Hayashi, M.: In vivo rodent micronucleus

assay: protocol, conduct and data interpretation

Mutat. Res., 455, 155-166 (2000)

In vivo rodent micronucleus assay has been widely used to de-
tect genotoxicity. Evaluation of micronucleus induction is the pri-
mary in vivo test in a battery of genotoxicity tests and is recom-
mended by the regulatory agencies around the globe to be con-
ducted as part of product safety assessment. The assay, when per-
formed appropriately, detects both clastogenicity and aneugenicity.
In recent years, the focus has been directed toward improving
micronucleus detection with high efficiency by proposing data-
based recommendations to the standard initial protocol design.
This protocol paper describes the mechanism of micronucleus
formation, a generalized protocol for manual detection, enumera-
tion of micronuclei, and data interpretation in light-of published
information thus far, on the regulatory aspects of this assay. It is
expected that such improvements of the protocol will continue to
drive the utility of this assay in the product safety assessment.
Keyword : micronucleus assay, genotoxicity test, protocol
* Parke-Davis Pharmaceutical Research, USA

ARER :
5 30584
HHEZE, 15,27(2001)

%E%uuﬂwm %Qﬂ@@%ﬂ’]/\—%‘)‘/f Y- 3w
BT3B\, 1I3AEEREE AW EE 7
RRERBBRTH DV A Y 74 —<RER MLA) OFAM
EB I, ARBREOEBREMERPEEN TV D, BRARE
ERBEEORBELGE FETIXI998E, BRELEEEHR
BB &N, BE LY PFEENICBWVTHOLPARIT S
TV, L L7 s, MEsRi, HITHRER ErL20E
TPRETHIONHERTHD. ZOLIREFROLE, #
ElzBiF ACLPEHE T ICBIT 2 BEHEERROEROREL
#h, HLORRIETH HMLAZ L O HEMREEF2R
ERRBROER OO P L.

Keywords : Mouse lymphoma assay (MLA), ICH, China

FAEBEARZERAVEETFRAZRSR

REEMRE, miE— . FSVARYPIZYI IR gpt
delta # ALV AEARTR ERABAETROKH
BRIELRFEZE, 22, 85-90 (2000)

EREDE MIXT5 U A2 25T 37D iTE8HE
K% Bz in vivo TORAERBRERZVPEETHS . 0
£, RIBES T 7 —VOBEGETEENREEBT L LTHRAA
PR ovaPzoy /@8mEROTERETFREARALTRE SR

LT VOV CRRNTT 5 2 L RFTRRIC e o C & Tz, (i e
TRENBGETO2—2FH->TWA D, ERoSakks
MBI ERFHOBRBEIT I ZLHBAETHD. 0oL
BRF~OFRBFHEDO KR 5T, BEOCBSEFREPEDR
B X B ETBIE~DOF B R EE L EREM
2 FREIZ T 2 R CTEBORE V. F 41X 1EGIODNAZ #
AN RN T VAV 2= /<7 R gpt delta R LT-
(Nohmi et al.,1996). ZD—~ U AL 2 DOBRHEICL -
TERDIFATORKREREDBILK RS T o7V Y
arTELHREFES TS . OKIBHE gpt iﬁ{i%% I/
R—#— L4 BH6-thioguaniner L' 7 ¥ 3 I FEIZ AR

B OBEBHBEREIZL—LYT ) 2RETS. @1
T 7 =D red/ganBinF e VR—F—L33BSpi-kL S
YarRECREEREZRET 5. AR Tidept deltav v
REAWEBREEBRIERICOWTEHRTS .

Keywords : gpt delta transgenic mouse, 6-thioguanine selection,
Spi- selection

Nohmi, T., Suzuki, T. and Masumura, K.: Recent advances in

the protocols of transgenic mouse mutation assays

Mutat. Res., 455, 191-215 (2000)

Transgenic mutation assays were developed to detect gene mu-
tations in multiple organs of mice or rats. The assays permit (1)
quantitative measurements of mutation frequencies in all tissues/
organs including germ cells and (2) molecular analysis of induced
and spontaneous mutations by DNA sequencing analysis. The
protocols of recently developed selections in the lambda phage-
based transgenic mutation assays, i.c. ¢ll, Spi- and 6-thioguanine
selections, are described, and a data set of transgenic mutation
assays, including those using Big Blue and Muta Mouse, is pre-
sented.

Keywords : transgenic mouse, protocol, mutation

Horiguchi, M., Masumura, K. and Nohmi, T.: UVB-induced
mutations in the skin of gpt delta transgenic mouse: a novel
transgenic mouse mutagenesis assay

Env. Sei., 7,249-258 (2000)

UVB-induced mutations in the skin were examined using novel
gpt delta transgenic mice. At 4 weeks after UVB irradiation, the
transgene was rescued from the genomic DNA of epidermis and
dermis and the mutant frequencies (MF) of the gpt gene were
determined. At UVB doses of 0.3 and 0.5 kJ/m?, the MF in epi-
dermis of UVB-irradiated mice were more than nine times higher
than those of the nonirradiated mice, whereas the MF in dermis of
UVB-irradiated were only two to three times higher than those in
nonirradiated mice. The predominant mutation induced by UVB
was G:C to A:T transition at the 3'-side of dipyrimidine sites, such
as 5'-TC-3' and 5'-CC-3'. Tandem transitions such as CC to TT
were also observed. These results suggest that UV-photoproducts,
such as cyclobutane pyrimidine dimers or pyrimidine-(6,4)-
pyrimidone photoproducts, play an important role in UVB-induced
mutations in the skin of mice. We conclude that the gpt delta
transgenic mouse is a suitable model for analyzing in vivo UVB-
induced mutations at the molecular level.

Keywords : UVB, transgenic mouse, gpt
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ILEFEE : DNA polymerase 8
BRIELRIFHZ, 22, 115-124 (2000)
RIREROAERRITDNA polymerase DTFFEIX KT,
FEREIC L AIENDNA LIZFEET A0 Tl hid=7%
DERETHY, BRER LTV V. ZORIEZHRICHE
BRITOND L, BRELTELL WERENTE, £2
THDTERERBBI -T2 EITRD. 221 — 24T
7212 TELLEDDNA polymeraseBFER I N/, FDIE L
AEBEEAFEVBZD Z A TDDNA polymerase T, HIZ
IRVBAIIBICELL AVEEEZANTEHRAZEEZES
LObLHY, RTE BRERZEEL THDINTRZXT
FLRZEV. ARRTCI, MRERRAAT 2 & L s pr e As
AT BDNA polymerase BIZDWTEREHE L L TOMHE, £
RN TO®ZE], Translesion G TOHRE], HEREEHET
OHRER EEIEIERDY ALLHEALTND.
Keywords : DNA polymerase 3 , Translesion DNA synthesis,
mutagenesis

FEA 0, EEAF, EREETT, FAAARE, ]
5, 8, MAAAEIRS: b AR - Mifa O ERiRLY
&k - B

Yo U RN 1193, 2-35 (2001)

EEMICiEe NEE (B LER) OBERAIZEERER
EREEO—H LY 225 5. AARICBNTS, HEED
LT ) b BEFIRTIIRICS 2 BUEBT R &8
RESRTE. L, TOEBELLRD, b FREOIIR
WIZDWT ORI EITRFT SN TRV . ARIZBNT
it, & FREIOFEFRAZI Y B BROSHT LR B O
HH LR ERARL .

Keywords : human material, research usage, ethical environment
" RHERFE

2 AR
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U KREF
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Masui, T.: Framework is indispensable to promote the use of

human material in pahrmacogenetics

Altern. Animal Test. Exp. 7, 66-67 (2001)

Public demands for the fair use of human tissues in research
and development have been evident. The possible use of genomic
information and human materials should be beneficial for the pro-
motion of pharmacogenetics. However stable growth of the area
requires 3 essential infrastructures, i.e., 1) establishment of ethi-

- cal and legal environment supporting the activities in Japanese

society, 2) scientific studies supporting the pharmacogenetics, and
3) the public supporting domain (banking system) that provides
us human materials to the public.

Keywords : human material, ethical environment, public research
resource bank

Bt M, KR O REEBOERRESBRERE

EHE e BEE 45,2195-2201 (2000)

AR & AR ORFIIRICHBREFIL L > TRESNTNS.
BRI R RFEREDN TV S 2, EERICIBEAR S

DIENDIaL v, i, REREIEBEORMELE
F42EERMUEZRD, OO, HEE & RERBET
—HAOEMEL LTRUONDHMERHD. £ I T, FRICE
WTIE, Ml & BB RFRIC O VWTO2FEZTRL,
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