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PDA Journal of GMP and Validation in Japan, 3, 1-7
(2001)
FEHRI1EI10BD T > by TOICH&#HIZBWT,
b%EREELROBEBBLURBRFEDOTA FI4 ~
(Q6A) DEHEMATIELLD, TOHAFITAVIZE
T hBERE/ A%y 7R, TREARBROFH,
NI ANy 7)) = AR EOEREMOSEFRIEICET
BHLVEZFERDVENIBWTED L ) ICERL TV
CHPAPREERoTWS, BRI, ThonFEiHEK
HEGEDE X I T, EAREREL LTiThhTw
% feasibility study DFEBRI & AL HRFH L 72,

NBEEHE 5% FEA MY TFAFEBHFORESR/E
EREZFDYESR/FNREER (MEVHEXELR,
$YEEELIUVEEER]C)

G, 52,1588-1596(2001)
FRI3EI4AIACE TR EAEERY (HFH14)
POFENL, XFETE, BHAICHFREO{LFES
FHLEIIOWT, FBEHEFH LS FEHEBOREOSEHE
R L7,

ANMEEHE  ICH/PDG I 2 EBAHRBREARMOE)
G .

BE3 SRFZS, 32, 627-638(2001)
HAFR3EFH THM SN 5 PDG ERFHRFER)
T, 19904 Lk, EFEMBMP L —xRAEBRE L &I
DWTHHOELE2EDTWVEN, TO1IEBOEH
EAT LTS ERELTETTETVAE LIS VEY,
COERFHOERHMIE, ICH-QAEMR&HFIIBIT
5 D0DERFTABREDHEREDFEN LRy 7 L
2T, B2 BRHOBERKIEADDHE., 22T, A1
Tit, PDGICBII3ERFRBREORTMOGHAE, 1)
QBA LRI DREZIIREE, 2) ICH-QBAEFIR&HEICBITS
S5ONERFRBEOHEREDIBHTHEE, 3)
QBARDF 7= REOIL L D3 DD T TR L
AR

M SBTRRERFERFIC>VWT/EXLHE
& (FWBAB) KOV T

BR3 A2, 32, 664-674(2001)
TRI3E4AIB IR SN ST NLERERERF
RO FEESZLIIOVT, BEFHZLPILE
HEORROHH L #HBE L.

ANBFEME, BHEHEAR, ASAER, BB, mEFXL,
MEFIA, Z£*=iHk, HFHE, SEE#H, TRLER,

BEHERE, HAED, IWERE, BEFSER, # LE,
HE, REME—, REFE, SHE— BERVUR
HbOFRHHORLMESICIET 3 Q&A

BE3E AfF5E, 33, 17-27(2002)

ICHOEER CHANORAY A FF 4~ (Q3A&B)
B ARMYOREERRICHTIEEILITLLE
B ThEVIzD, TORRETERAHELZK> T—ED
BEFELTWAZ LS, HEHBTE IR 27 M
— L BRI L TP OLEHEHEZICET 5 QAN
FEERLL. COQRALRERELBEDDOD LT AL,
EZEMORERVREMOEMR L HERLOMTE
HoEY) SbhEd i bR, FRI13E9IFITRRK
RIER &Rz, 22T, TOQRARBRENHE L Z
DERDFEBIZDWTIEL BT 2L EBEERL
7.

MEEERE MRV T -V 3, BICERNBREE
DOFBICO>VWT —FEAZTHFEERICH T IR,
5_..

T 7 =L 7T w8, 18,695-704(2002)
ICHOBHENYF—2ar07% A+ (Q2A&B)
A, BPETHITE 2> THO4ENBELHIELTSE
D, HEOARDBEFERNIISWEONY F— 2 3 /12
SWTHERENE LI IThoTEL, LA LedL, £
DRBOABIE T LI LEARTHLLOPEL, B TH
SAEN) T— 2 a Y DOBETH BFEEOFHMA R0
TREOFMIY A 2BV IOPLHEMTET
2, ENEEBEAR-RE L0 EboTw
BWILIIMETHS. ARTIE, TOENHIBEED
iz LS, FEOKRBHEERIIHEN) T—
aVIZBELTEDL ) ZEBFHY, ZRIHFLTED
I REEELINPIIONT, W oh DB R
THRHL. \

FMEE | ZRHRARROERROEE

BE3E A ZE, 32 (11), 699 ~ 708 (2001)

HZRHFEARBOEBRFMOBRETH HEMHAR, B
FRER, GEHUAR, HERERR, TEERMETF
RER, EEHIOHEHTRAEREICOVWT, ZRAETO
EHRR A AMER e BA LA, /2, FEH—H
HER, AERZRBIIBEDHRORBREI RE % FE
RKEEE LCEMEH, RASIKLFANIH LD, Th
ZElicky, EEGOMERLEEZEEL, EERANTR
WHIZER S S 103, B 2820 T— I E
ExkEle Ry L ERL.
Keywords: International harmonization, pharmacopoeia,
dissolution test, content uniformity
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HEET, BREm—ER* . REICEAH3 b EY 708

A-QIEZ &L T-

EHMFZE, 33,28-46 (2002)

ARG EEERELDICHEERRBRT A FI4 v
IZoWT, F— YT A1 K42 (QIE) ©
ATy T2 BRI OEROMHR 1T o 72, 4F
2, REREFHAEBRB L UMERBRORFICEITVTT—
YEMAEDEZ T u—F v — PO ELNL, HOEL
ST EOREHRITEIC DWW TRE L 72,

Keywords: Stability, Guideline, Pharmaceutical
1INV TF 4R 7=

Hayakawa, T.: Specifications For Biotéchnological

Substances

Proceedings of the Fifth International Conference on

Harmonization San Diego 2000, Ed. By M. Cone,

Regulatory Affairs Journals LTD, pp. 121-128 (2001)

The specific area and main concept described in ICH
Q6B ‘Specifications’ document are overviewed. These
include: ’Scope, principles for consideration in setting
specifications, characterization, reference standard or in-
house reference material, heterogeneity and quality
control, biological activity, immunochemical properties,
purity, impurities, contaminants, process controls,
justification of the specification, drug substance
specification, potency assay of drug substance, and drug
product specification. The impact of the document on the
new topics e.g., the comparability of the protein products
and quality control of transgenic animal-derived protein
products is also discussed.
Keywords: specifications, biotechnological substances,
ICH Q6B

Hayakawa, T.: Biotech Process Evaluation

Proceedings of the Fifth International Conference on

Harmonization San Diego 2000, Ed. By M. Cone,

Regulatory Affairs Journals LTD, pp. 73-77 (2001)

Some aspects of process evaluation regarding
biotechnology products are described. These include:
Differences between two terms ‘process evaluation® and
‘process validation’, two categories of ‘process evaluation
study’, definition of biotech process evaluation study,
outline of biotech process evaluation study (clearance
study), objective and experimental approach of biotech
process evaluation study, justification of study, facility and
scale, judgment, interpretation, limitation, re-evaluation,
and impact of biotech process evaluation study.

Keywords: biotech process evaluation, clearance study,
biotechnology products

Hayakawa, T.: Perspective on assessing comparability of

biotechnology products-a view from Japan-

Dev Biol Stand., Basel, Karger, 109, 27-40 (2002)

Some aspects of the assessment of comparability of
biotechnology products are described. These include: 1)
Need for comparability assessment, 2) approaches for
assessing the comparability of products, 3) heterogeneity
and control of biotechnology products, 4) minimum
qualification for further comparability assessment in the
case of the candidate product whose “Desired product”
is defined as the protein which has the expected
structure, which is expected from the DNA sequence,
which is expected from the DNA sequence and
anticipated post - translational modifications, respectively,
5) crucial elements for determining the necessity and
extent of further comparability assessments as well as for
establishing the entire comparability to the pre-existing
product, 6) possible major changes in the manufacturing
process, 7) appropriate process evaluation and/or
validation programs and criteria according to the nature
and extent of changes in the manufacturing process, 8)
factors which affect the extent and nature of preclinical
and clinical comparability studies, 9) types of documents
to be submitted along with applications, 10) product
derived from manufacturing variation during product
development within a single manufacturer, and 11)
towards the future.
Keywords: comparability, biotechnology products,
Japanese perspective

Bk ETEREAXRER/HICOVWT ; EERKE
& (EPE&H) KO0 T
EHEMIFZE, 32(9), 597-603 (2001)
BTHUNREEARERFDI S, 1) AYEREELH
BOEEHHNBMSE, BEME RU— g REE, 2)
EMIMDOR TN BT B ERERORA ~ b LFEA
Hé, 3) WS BENOMH L EERBOELA L EIZD
WS L 7.
Keywords: Japanese pharmacopoeia, biologicals

Bk #BoAavrI5 7%
AAERFHEMER JPTD 2001, JPTIHRERSS
#®, pp.185-187 (2001), UiF9H, HiE
AAERH—RRBEE LTRESA TS [#HE 2
o b7 78] ST AHEMERE LT, 1) EH, 2)
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HARBTHVWARORESHE, 3) MERXBRTHWS
WMOEEEE, 4) LoEE, 5 B, 6) RBRERV
BEOFERRLE EIZOWTEH L.

Keywords: Japanese pharmacopoeia, general method, thin
layer chromatography

BlligxR N4 4F 0/ 0 —ERAEEK/EDER

HEREZROBECAVIHREMICHT I

FAYBERR

BAERFHME®R (JPTD) 2001, JPTIHRERASR

8, pp-278-284 (2001) Lli35H, Wi

BAERFOSEBRL LTS TS N1 4+
Frul—cHEEmM/ EYREFERREES ORI
HAwaiiladtfioxdys~4 a7 AvBEREK] 128
THEMERE L TUTOBFBHEICOWTHHALA, 1)
B, 2) REFEORKICELEA, 3) BHANER, 4)
BRNE~A 279 AEERBRIEOME, 5 HRE
(EXRUMUERE#IE), 6) fEiEMk % Av7- DNAZRE
&, D K27 —¥HEHKIE (PCR) &, 8) WM
(N7 ud—LREER/EYRIFHRERESR)
PEETHOOMBEMICOVTOYAL 2T TARE
ERERE O BEREF.
Keywords: Japanese pharmacopoeia, biotechnology/
biological products, mycoplasma testing

Bliggk : N 4F707/00 % AL EEELKDS

B 5 LURLSMRAOFER

PDA Journal of GMP and Validation in Japan, 3, 57-64

(2001)

NAFXFr /0P —%CHLEEEGROREB IUER
EURROFMAFICEELT, ) NMAF7r/8Y
— L BB EOEEMERE, 2) HRZEELB LI UH
faEREEMOME - REMHRIZPPDLICHT 1 F
F4 v, 3) MMEZEESE I UCHEEREEEMNOLE,
REMEHRFICLE—RWEESH, 4 "adnH
OEFEEARLDHRO—FE LTOREHFEOZLED
WiEdB L EEMOMR, 5) MW, EE, ~{1 277
X2 DRABE, 6) 74 NVAED» b H 7B EER
- RUHMBEEREMORESUHR, 7) BHNYEOHE
BRAT, HRUEARNT, SEGEM, 8) AERTRAHMBEBEA
O FEMEICRET B 8ET, 9) T AFHE/AREE, Ut
A3y ia-), THEATHERER, 10) SERUHER
Fig (@Y MEOSERE), 11) AR EEELHR
EREEMOTEURR, 12) SHROBELLIIDOVT
ESUPYANE
Keywords: biotechnology products, quality control, safety
issues

Blgx N AERROBBRUOBRE &, RE

MR

PHARMSTAGE, 1(3), 9-17 (2001)

NA FEEGHOBER TR AE, REHARIZHMEE
LT, 1) "M FTEERICSITL0E, A0 ek
DHERMR, 2) NMAEEROKEEHROERLEZD
H0H, 3) N AEEZORERUHHETORERY, 4)
NAFREMICBT5HEE - MR, EHEORITOER
%, 5) HEBBOFM AL TOHEFEMEFOEER
%, 6) BUERUREHEOMEIT L —RNEESH,
7) BERURBHBRICLELHE LEE LOPREA, 8)
¥y BENA A REROREERR: EIZOWTHE
L.

 Keywords: biotechnology products, specification, stability

testing

Mizuguchi, H., Kay, M. A.*, Hayakawa, T. : Approaches

for generating recombinant adenovirus vectors

Adv. Drug. Deli. Rev., 52, 165- 176 (2001)

Various methods have been developed to facilitate the
generation of recombinant adenovirus vectors, and three
commercially available methods have been most widely
used: homologous recombination method in E1-
complement cell lines, homologous recombination
method in bacteria, and an in vitro ligation method based
on simple routine plasmid construction. These methods
can insert foreign genes not only into the E1 deletion
region, but also into the E3 deletion region, thereby
permitting the construction of a binary transgene
expression system in which heterologous genes can be
inserted into both the E1 and E3 regions. By modifying
the latter two methods; fiber-mutant adenovirus vectors
can be also constructed in order to modify vector tropism.
In this paper, we review recent advances in the
construction of first generation adenovirus vectors and
fiber - modified adenovirus vectors.

Keywords: adenovirus vector, gene therapy

* Stanford University

KO#HZ : BIGFHREE DDS

Drug Delivery System, 17, 60-61 (2002)

BIEFHRBEFIIARY ¥ —FEHE L DDS (Drug
Delivery System) FFFEDBEMEICDWTHEEE L 7.
Keywords : adenovirus vector, gene therapy, drug
delivery system
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BIO INDUSTRY, 18, 5-14 (2001)

FTFIILNVANRY ¥ —IBRFEOBETEANRY ¥ —
OFRCTREDEETFEANBIENTVWE I LS, #@
FEFIEERANI Y- LTI TR, RAM /40
BRIEFORERITZEN L T IHEORITIZE > T
ERURGERE ) DOOH5. KFTIE, 77/ 04
WARY & — % ffEroR®E, BREIERTE 580,
BOWILRRDT T w4 VANRY & — BRI B
WOHIHERRE LT 7 AN—32—F VY TFIY
AWANRY Z —ZDOWTRB L7z, ~
Keywords: adenovirus vector, gene therapy

BNgsk, IIORE, #FE . AREYERAORY -
REMBERICHT IR —VMIVARSMBEROE
EEH— ,

B ST, 33, 210-230 (2002) ‘
EMEROT A VARERLHETEO0EKRS
w, EME - EERMLEEMICB) A2 EESRE, BER
U A VARBIE DA EERE, "4 VA2 T I
ARBR IOV TEICHES L. oML, B
BOSEBROEFRICETLZLICHS,

Keywords: biologicals, virus safety, viral clearance study

Rk, AH (EL) HT  £DEIAOCHREORK

ERSLAL=2aFNYB—FADEH

RED & W &, 200, 539-543 (2001)

Mo YAV = aF ) —F (RRMERERZ) &,
HEEFEEDOB R Z R o8B MICEE DRI
HBUDB TV D DEELBEBPOARD—2TH
D, ZOFEBOBMITHALZEEGROBETH L. A
Tk, EYEN (RTFF - ¥ o QBERST, EE
TR, BBREESL, MREHRES) OREOTRL
BIR, P AL—=vaF V) —FADRENLES
f, HEIRE, IBRRE2 o TEiRB L.
Keywords: biotechnology products, translational research

RIZEE, LWOME, #EBE, A# EN) B . &
BEEEAICLD LIRS/ ASBEBICETE D ¢ —
JEUF4—R4F 4 —

R iz, 33, 275-284 (2002)

PCRZ I U & ¥ 2 HEMIEE: (NATH) X, BB
BIEFO—HLRBRERNTHEIET 2 2 LICL ) EREIC
REBTHFREEL LTHESRH, NAF57 2700 il
DREREERSTWDS, £, EPELOSEERO
TRODFERBL LTY, 7 AV ALEDREWHMEY
DEBEERE 2 EICNATEDSES AR ERTWS, K
Tk, NATER ZORBLFEORHEFE L ITV,
NATH: A2 EWEFICHAT 2BOFEERHEEICONT

Ak L7, v
Keywords: NAT, virus safety, biologicals

LI N=T781, BERRARRAICLEYIS

Rah 4R 3E52-2, 5 (2002)

BEEXTORELIZE D 2V, REREAMFIEND
bizichlgansz, RHEOHRT, N—7HIE, HEWY
ERORBMZ3006MWbDET, £/, BEIEHOM
W O F CILEBIICTFET A7:9, 4HE, HHNEMEO
BERBEHASTHIET A LIRENL. ZOHICH
L, N"—7Hz245%, HEREAAEMRE LTERTT 5
&, EOXIEHDAREFBHANE) PRS2
AR
Keywords: herb, food for specified health uses, natural
medicine

TBFNL, PREEA, A EHE, N OBE* SRR

£ B 1 AT FPILOFTEE

ARNSAL A4 52 ) —, 18, 81-93 (2001)
WA AT )TN EEE Lo RIMEEtFmy
THET, a&xF T UBEORLTHETHEL ML,
FOEREFAS I ENE, BMEOREMEME R
HICHB T2 2., 20K, FEERRAEERTHE
OR%, BINOERTHRIL2EN D Th L, REREIEH
B2, K2R FTEHMERTHL. AEBENOIAL
yort, REBLAEHROBCEREREOWHHLER
ETAZ e BME LTEMEICEFTLL.
Keywords: connexin, biomaterials, gap - junction
*IRAR L =M MER

RERHT, #5 ' TSERBERBEMREEY

EABEIEYIE, 14(2), 65- 75 (2002)

TR EHREEY O — D> Td 5 TSEFEEZY O ¥ EM
HIZETAZELEXEMELT, WHOS A ¥V A, HUF
B - BRI OME AT, TSEREROKANS A
LG A7, TSEWRBEEOAFELES L O TSEFEHEY
ORIR 2 L, EREEDLEIEET A RFIOMREE
My Feos.

Keywords: TSE agent, guidance, inactivation

MIEMER K

XE B TFULVF BT 2R OHEES

TBHREE, 35, 479 (2001) :
BRBEEDODNED T LA —MER Y ERT 27
DITE, ANREOMEDRZ LT, BEREZLZTLLY
YHEET AMAERHET HLENDH D RS L.
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Keywords: allergy, allergen, cross-reactivity

Yagami, T.: Defense-related proteins as families of

cross-reactive plant allergens

Recent Res. Devel. Allergy & Clin. Immunol., 1, 41-64

(2000)

Higher plants produce a series of defense -related
proteins to protect themselves against various stresses.
Because of their stress - alleviating activities, the defense -
related proteins are attracting much attention among plant
breeders. However, recent studies revealed that some
defense -related proteins constitute families of cross-
reactive plant allergens. Their conserved structures must
be responsible for the potential of cross - reactivity. In this
article, the biological characteristics of the defense -
related proteins, including the so-called pathogenesis-
related proteins, are concisely described. Their pertinence
to plant-derived food allergies is then explained in
reference to the latex-fruit syndrome and the pollen-
food allergy syndrome (the oral allergy syndrome: OAS).
A new paring concept of complete food allergens and
incomplete food allergens (non -sensitizing elicitors)
becomes important with relation to the safety of novel
plants that were artificially modified to constantly express
defense -related proteins. The possible contribution of
such protective proteins to the growing number of
immediate - type plant allergies is also discussed.
Keywords: defense -related protein, allergen, cross-
reactivity

FAKE BB T 3 85U ERS 5 RE
REEROL B2 (3)—FRE,/ BEIREE TS
WORBIRELE S CICEREEOHE — 3. &YHBE

BEBTEMOMEEDOSR R — B. subtilis B 5 TICB.

stearothermophilus &> E LT~

BAA L, 29, 345-351 (2001)

SCDEMDOy NEZ LI/ HAHWVIEA—H —HH
DEZLDVBHERELERTH7-DODEIELZL L
PHEENTVE, BVORRIIOVWTRECHEY D
B, MR O EO S EYIERE (B) ODEOE
WERALTWLZOPHELMIER TRV, FRPHSL
M ERBRTIEFERMEO S 5 EFRIEIIHTI L CGER
ENWI Eilh b, EEIISCDHALH (SCDB) %
5UNCSCDEREFEH (SCDA) DML % 18 4 (M &
L7, TOMEDEOEYEL S E 25 DIESCD A
o ny s (Ca) A4V ETHAIEEFEEL
7-. SCDATODHIZSCDB X W HEZEIIE L, £hid
SCD#EMFHDCagBDEICLD I L EHFEE L.

Keywords: sterility assurance, biological indicator, culture
medium

Fasrg, BESGRY  BXRICKRT 2 EEREIEERIC
RUPHREREHEE—Feii—

FHEA G, 29, 637-650 (2001)

R DA RIE 21T ) EBIAT) BOMES IO
THE-TOEDNTHEAL 7.
Keywords: validation study, routine control, sterility
assurance

*K2 A > ¥ —F o a LR

Shintani, H.: Confirmation of the sterility of medical
devices and changes in the characteristics of polymers
upon sterilization

Biocontrol Sci., 6, 63-68 (2001)

EfHET L LTRSER SNG4 OB FHEM
b L TRSERBE, (LERIRE, SEERREEO S
MEYOEYE, TEELOLFIILEUZHE L THREL
7.

Keywords: gamma-ray sterilization, autoclave sterili-
zation, chemical sterilization

FEERE  EFEARUIL KT IEEREERD
RV

FhHE B, 29, 707-713 (2001)

EHHETFELTRHEHENDLR) 7Ly 2 ix
U CHUGHR T, (LH¥RIEE, SEARBER DT RE
MOEN, EELOTIITEMOBSP, 6L THRH
L7
Keywords: gamma-ray sterilization, autoclave sterili-
zation, chemical sterilization

PR EAMBCORER, ARER, HLEE R
AIRRE
P BG#L, 30, 95-103 (2002)
ESEETHOZh o ORMPERBEH OB 2 5 ITA
HIZEICE R BHBICOVWTHRHELL.
Keywords: health care facility, injured microorganisms,
nosocomial infection

BHEORY, Hein  BENUTF -3 450
LB 3 BRERDERD ADHIZ(9)—FREA/RE
PRHEEERORRE 5 CICEMMROBR —3-
11) 772 bTONL A N—F L EHRHOER L S
BHTABA#, 30, 41-52 (2002)

BT T Y hTONA FN—F YV HREOEFIZOW
THABEEITo 7.
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Keyword: validation, plant, bioburden
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TAwE  NUF—=Yary, NSARYvIYY—2R

BOEWICRI ANy Y Y—-X

FHERs®, 30, 153-164 (2002)

N F—gy, —Frarhbua—), Nixbu
v )—=A, BHLWIZFYA M) v 7)) —RAZDW
TEEKBIZRL VOB L,

Keyword: validation, parametric release, dosimetric
release

Shintani, H.: Effects of ionizing radiation sterilization

treatment on medical use plastic materials

Biocontrol Sci., 7, 1-8 (2002)

Irradiation of medical-use polymers causes chemical
and physical changes in plastic polymer materials. The
effects of ionizing radiation on these materials have been
studied; the respective literature is reviewed to provide
the basis for a safety evaluation of plastics exposed with
irradiation sterilization. Permeability of plastic films is
generally not affected; deterioration of mechanical
properties, that may occur with certain polymers, can
usually be controlled with adequate stabilizers; and
changes in infrared and UV/VIS spectra are observed in
irradiation doses. Gaseous radiolysis products include
hydrogen, methane, CO,, CO, hydrocarbons, and for

chlorine - containing polymers, hydrogen chloride. A -

range of volatile products, mainly hydrocarbons, alcohol,
aldehyde, ketone, and carboxyllc acids, has been
characterized for low density polyethylene and
polypropylene, other important materials, e.g.,
polystyrene and poly (vinyl chloride), are less well-
investigated. Radiation-induced changes are shown to
depend on the chemical structure of the polymer, on the
composition (additives) and processing history of the
plastic, and on the irradiation conditions.

Keywords: radiation sterilization, medical polymer,
degradation

FAPEG, MR | RAMAEELEDEICE S ME
Téb—A(#ﬁxt{LiéﬁEaﬁswﬂﬁun
FTT—

KBS 4EE, 24, 16-20 (2001)

KRREHFICHETET 5 R MOFELEWE ¢ 1012 U SEME
THLEODDFEFEELT, NAFTT v A DENEERRE
IZDoWTANZ, BRAEAMEOIERICIE, #EICE
HottL, BEILEREIZEL LN147 v 1 o

LD

DEEWMERLE:. SAFT7 v ATV VAT LO
FELRECFEYHOEHERLIREL, $RIAT R
grplLi.

Keywords: bioassay, water, pollutants

K

WHE D 27 . FUMIBBERIC K 5 BBIMTORIEREED

F&

HARIESEE 26, 424-427(2001)

Bk, SHEICOWT, ZOEEMERIET 57012
WEAZBELPIZTAIENRDOONTWD, HELRD
B7-0iniE, F—ORBIZ2WTL YELSH 2TV,
BoONHEROEERZ (SD) A EHEGERRFEE
(RSD) *EET LD, —EHNHETHE. LrLh
25, CYELBE X o CTEBRROS 5 EERE L K
2, 3EHHVII6EIOWETIEIATHTH
B, CYELEIETIX, BEAHE D6 TIERMEE
mE$TB—F, IAM - -BHEFAERKTSL. T, <9
B LMEWEDLAREL DML, BEHEEHNESLE
TdH5b. FUMIEGG L, #aEICHRT 09 EDE
Lo&, HAEVIIBELTHNTH-0ICHEShI:- G
TH%. FUMIBEGHIZZ CODMESFIC L 2EICDH
THETH LY, 7O~ T T 7 4 1M T ARV R DE
ATVDLDT, ThEFI L CTHELCHI L.
Keywords: FUMI theory, precision '

BHEYZF . BRPOF XL D EIMFEORE

TR

AFl7—F# 340 7, 84-87(2001)

BEMFOY A A XY VEFICBIT S, BREOHER
Wdhich, HEIRELAE [RAFOF A AL VB
LFUPa7 7+ —PCBOUMEHREYEETNAFFA4Y] O
HAEZHLE LTHHET 5.

Keywords: quality assurance, dioxins

RESWAERERABRERSFEZERES (BHER, Hl
=) BRKERAICKET29VAEELKOERE
(ZD8) —AANNAIFL, TTVIA9F 8L
UCEXVTFIFY, ©7FFTN, FIOVL, L
NIV -IORBE—

A LT AT 3E, 52(1), 43-57 (2002)
FRISEEEMBEROLEI Y, FAICBEE
EOREIN-AENTORTSWBERER, 1V
FU, TV I A F U BIVEFVFIFL, £TF
7?7)1/ —7;1/ aTry, LNy —)lx@,,ﬂ;%ﬁ(fb DnT

O‘/‘Tﬁzu}é Lf:.

Keywords: eprinomectin, ceftiofur, tilmicosin
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g, EHER  BEFERZEAVL L OREE

DOBE

AL E TSR, 52(3), 13-20(2002)

FR134E3 BICEABEERE R EMRERIEDL
7oA 2 DNAFUNICHESOREE O BRFHE 218
NV Lk OMREIEICE LT L.

Keyword: genetically modified potato, recombinant DNA,
NewlLeaf Plus potato

Makoto Miyahara: Current Identification Methods for

Irradiated Foods A Report of 12th IMRP at Avignon

Food irradiation, 2001, 36, 42-48

The XII th International Meeting on Radiation
Processing was held at Avignon March 25 to 30th , 2001.
Many methods for identification of irradiated foods were
presented in the meeting. The 5 standard methods issued
by the British Standard Institutes (BSI) were effective
since 1997. Most papers were related to the 5 standards.
The papers reported 8 extended applications to foods that
are not validated by BSI manuals. Comet assay is a new
candidate for the standard. Six applications of comet assay
and related assay for 17 foods are presented. Viscosity
method for grains and nuts, impedance method for potato,
and infrared method for milk products were also reported
in the conference.
Keywords: International Meeting on Radiation Processing,
irradiated food, detection
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Sakai, A., Iwase, Y.*"? Nakamura, Y.*?, Sasaki, K.**,

Tanaka, N.** and Umeda, M.**: Use of a cell

transformation assay with established cell lines, and a

metabolic cooperation assay with V79 cells for the

detection of tumor promoters: a review

ATIA, 30, 33-59 (2002)

Extensive studies on the safety evaluation of chemicals
have indicated that a considerable number of non-
genotoxic chemicals are carcinogenic. Tumor promoters
are likely to be among these non-genotoxic carcinogens,
and their detection is considered to be an important
approach to the prevention of cancer. In this review, the
results are summarized for in vitro transformation assays
involving established cell lines, and for an assay for
inhibition of gap junctional intercellular communication
for the detection of tumor promoters, which involves V79
cells. These in vitro assays for tumor promoters are
recommended as useful tools for the detection of non-
genotoxic carcinogens.

Key words: tumor promoters, transformation assays,
metabolic cooperation assay
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impact in Japan
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Ohmori, H.*!, Friedberg, E.C.*?, Fuchs, R.P.P.*3,

Goodman, M.F.** Hanaoka, F.***¢ Hinkle, D.*7,
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Nohmi, T., Prakash, L.*!!, Prakash, S.*"!, Todo, T.*!,

Walker, G.C.*B, Wang, Z.*", Woodgate, R.*'*: The Y-

family of DNA polymerases ‘

Mol. Cell, 8, 7-8 (2001)

Based on phylogenetic relationships, DNA polymerases
can be broadly classified into five families. The A-family

.is typified by. Escherichia coli DNA polymerase I (pol I),

the B -family by E. coli pol I, the C-family by the E. coli
pol III alpha-catalytic subunit; the D -family by archeal
polymerases; and the X-family by eukaryotic pol beta.
Recently, a large number of new DNA polymerases have
been identified, which although sharing significant amino
acid sequence identity and similarity amongst themselves,

~ exhibit little homology to any of the five preciously

identified polymerases families. This new family of
polymerases has been described in the literature as the
UmuC/DinB/Revl/Rad30 superfamily. We formally
propose that henceforth that these DNA polymerases be
referred to as the "Y-family" of DNA polymerases.
Keywords: DNA polymerase, Y -family, phylogenetic tree
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Keywords: STR-PCR method, cross-culture contamination,
privacy of human genetic identity
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Masui,-T.: An outgrowth culture system of normal
human epithelium: an in vitro model to study the
coordination of cellular migration and proliferation
Methods in Molecular Biology, 188, 213 -226 (2002)

In order to understand the coordination of cellular
grov;'th and proliferation, we established an outgrowth
culture system of normal human cervical epithelial cells.
The method is easy and reproducible with different
donors and among explants generated from tissue from a
donor. Therefore, the method would give us essential
clues to understand the coordination mechanisms of
cellular migration and proliferation.

Keywords; outgrowth, normal human epithelium, culture
method
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Demand on the use of human materials and personal
disease information for research and development comes
on the stage of action. International competition in

biomedical and pharmaceutical research pushed the
government and related societies about to release
guidelines on the issue to ensure the protection of direct
and indirect research participants. To work on human
materials and information now requires ethical and
scientific review by the research ethical committee and
the guidelines set the stage of reviewing process. We
should be aware of the overall view of situation around
and of the guidelines before planning the experiments and
analyses on human materials and personal information. In
this review we summarized the related guidelines and put
comments on them to help researchers to understand the
situation.

Keywords: human materials, guidelines, biomedical and
pharmaceutical research
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" alcohol (123-42-2), Glycidyl methacrylate (106-91-2),

1,4 -Butanediol (110-63-4), m-Toluidine (108-44-1),
N,N - Dicyclohexyl -2 -benzothiazolesulfenamide (4979 -
32-2), Citral (56392-40-5), 3-Methyl-1,5-pentandiol
(4457-71-0), 1-Methoxy-2-propanol acetate (108-65-
6), 6,6'-Di-tert-butyl-4,4'-dimethyl - 2,2'- methylene -
(119-47-1), 3,4-Dichloro-1-butene (760-23-6)) (2
W, ZORBEFERSONELZBA L.
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Keywords: ICH/GMP Guideline, impurity profile, process
control
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Keyword: The Japanese Pharmacopoeia, general tests,
The Minimum Requirements for Antibiotic Products of
Japan, antibiotics
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