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ADI : Acceptable Daily Intake

ALARA: As Low As Reasonably Achievable

ARARP: As Low As Reasonably Practicable

BAT: Best Available Technology

BLM:Biotic Ligand Model

BPA : Bisphenol A

BSE : Bovine Spongiform Encephalopathy

CAS : Chemical Abstracts Service

CERI : Chemical Evaluation and Research Institute, Japan

CHRIP : Chemical Risk Information Platform
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CLP : Classification Labelling and Packaging of substances and mixtures

COE : Center of Excellence

CPSC : Consumer Product Safety Commission

CREST : Core Research for Evolutionary Science and Technology

DDT : Dichloro Diphenyl Trichloroethane (1,1,1-Trichloro-2,2-bis(4-chlorophenyl)ethane)

DDVP : Dimethyldichlorovinyl Phosphate

EC : European Commission

ECHA : European Chemical Agency

EDTA : Ethylenediaminetetraacetic Acid

EEC : Estimated Environmental Concentration

ELSI : Ethical, Legal and Social Issues

EPA : Environmental Protection Agency

ERIA : Economic Research Institute for ASEAN and East Asia

EU : European Union

FAO : Food and Agriculture Organization of the United Nations

FDA : Food and Drug Administration

GHS : Global Harmonization System on labelling and of chemicals

GINC : Global Information Network on Chemicals

GPSD : General Product Safety Directive

HIV : Human Immunodeficiency Virus
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HPYV : High Production Volume

HSE : Health and Safety Executive

ICRP : International Commission on Radiological Protection

ILO : International Labour Organization

IOMC : Inter-Organization programme for the sound Management of Chemicals

IPCS : International Programme on Chemical Safety

IRGC : International Risk Governance Council

IRIS : Integrated Risk Information System

ISO : International Organization for Standardization

JBCE : Japan Business Council in Europe

J-CHECK : Japan Chemicals Collaborative Knowledge database

JECDB : Japan Existing Chemical Data Base

JECFA : Joint FAO/WHO Expert Committee on Food Additives

JETOC : Japan Chemical Industry Ecology-Toxicology & Information Center

JIS : Japanese Industrial Standards

JMPR : Joint FAO/WHO Meeting on Pesticide Residues

JRC : Joint Research Centre

JST : Japan Science and Technology agency

LAS : Linear Alkyl benzene Sulphonate

LOAEL : Lowest Observed Adverse Effect Level
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MAD : Mutual Acceptance of Data

MoU: Memorandum of Understanding

NEDO : New Energy and Industrial Technology Development Organization

NGO : Nongovernmental Organization

NITE : National Institute of Technology and Evaluation

NOAEL : No Observed Adverse Effect Level

NOEC : No Observed Effect Concentration

NP : Nonylphenol

NRC : National Research Council

OECD : Organisation for Economic Co-operation and Development

OPS : Overarching Policy Strategy

OSHA : Occupational Safety and Health Administration

PCE : Perchloroethylene

PEC : Predicted Environmental Concentration

PFOS : Perfluorooctanesulfonate

POPs : Persistent Organic Pollutants

PRTR : Pollutant Release and Transfer Register

PTWI : Provisional. Tolerable Weekly Intake

QSAR : Quantitative Structure-Activity Relationship

RAPEX : Rapid Exchange of information system
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REACH : Registration, Evaluation, Authorization and restriction on Chemicals

RfD : Reference Dose

RoHS : Restriction of the use of certain Hazardous Substances in electrical equipment
SAICM : Strategic Approach to International Chemicals Management

SCOPE : Scientific Committee on Problems of the Environment

Sol: Statement of Intent

SPEED’98 : Strategic Programs on Environmental Endocrine Disruptors "98

STS : Science, Technology and Society

TDI : Tolerable Daily Intake

TSCA : Toxic Substances Control Act (%3, KRim X TIX 2016 F£HIE TSCA THSH H.R.2576

The Frank R.Lautenberg Chemical Safety for the 215t Century Act Z§ &%)
UNEP : United Nations Environment Programme

UNIDO : United Nations Industrial Development Organization

UNITAR : United Nations Institute for Training and Research

UVCBs : Substances of Unknown or Variable composition, Complex reaction products or

Biological materials
WET : Whole Effluent Toxicity
WHO : World Health Organization

WSSD : World Summit on Sustainable Development
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Those who cannot remember the past are condemned to repeat it.
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BE, BRGHOEEEORMTHLEANBRIERAL VAN KRB X TIHEHMT RGN, RFOHK
RN BDOFMELTIE, B Lz EPA ¥ ECHA OAARS14>DfhIZ, EC(2012)
lAddressing the New Challenges for Risk Assessment 121742 EPA M2 xJH 4k E DI History

of Risk Assessment|218MBE (245,

1.32. UXRVFAMBEEL VXV EEBEOCOEDOER

LT, VRV EIRVEBKEOSBORE, 2FY, URIFMEVRVEE DR
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: Science > Policy Making > Risk Communication
e eEa e EEEaEEEsaaEEeaaEEEEaEeaaaEEEaa e aaNEeaaN e RAa e Raa e ERaa N e RAA S ERa RN e RAN N e RAN N ERAR N e RAR NS RRAEeRaEEeRnaErranarrenntrean -
Scientific considerations Technical, economic and social information :
\ 4 \ \
Risk Assessment > Risk Evaluation > Risk Management
Policy outcome/
: Regulations/
: Communication
........................................................................................................................................................... -
Socio-economic, political . . . . . . .
10-¢€ Ic, politi Scientific considerations Technical, economic and social information
and ethical considerations
i i Risk i .
Social framing > € s{ Risk > Risk Management
assumption Assessment Evaluation

v

Policy outcome/
Regulations/
Communication
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Fig. 3. Risk assessment and management in Silver Book
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Figure 1-1, Framework for Human Health Risk Assessment to Inform Decision Making
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158, CDHIZ NRC Red Book BNHZEELDHRECCTRHEFTHEE L ENIE, 80 FHK
DXREDEREHTEDBEITICENT, ZAEXXLUARILTHRHABEDHBDISA4TIT (VRD
EEKE)NELGO-EVIRTHD. COZLF, BARDEEFEIZEITDHIRIFFEDEE
EEMBICEEILILET RAHEEORESN-EXEOERUETHLIZLEFSE LGS,

481 ERORED X/ FHMHFE

RW.Kate IZ2&>T, TJRIFMIEHAIUREWVWSKYT—F I EFEELNT24MEEKZE 40 EMN
ﬁi@l{f:o

BRIZEVWTIE, EEZMEOIVRIHE $FIC, RREVRVEMOHAR) DERIEAEALTLS,
LAL, BADIELENEDNREIRAIVRREDELHBERIEROHESAMOREDRSIIIH AN,
Fz, XKALTWDEZZON, TNLIEFEBEARABZLHARBRETRERGKLTNDEEZA LN D,

ZITABTIE, BEURIVFEFREOELMRBEAREORBCEBLTRET S,

FROIC, LEZMEOREVRVFMICEATEIBREDEEE, 7IHIWVIRIITA—FLDEE

EHE2REEZSHBITHEL, SHICI90FURMDEEZRFTIRICIE, TYRITERAVE], T
AROFMILNDOAZEELT, TAFIENBFERIEMEZEME IEVSRERT—FOEAEHLEIZ, TFF
fiiEN>T7—rEmMz, BENOREEICEESNTVSEE KXY amazon.com THRHON TN SE
EDEETHAIMREBZREL LEVEDOIRVICEHFZILIEAREOEEDERDERSIM
BEEWICEY, EZHEDIRIVAEDOEFRCHRAZTIRAS—BET S,

ZTOHRR, EFLLTEH 178 FEDAMNERE, MARRMNIRBSEEMWEOERADEE 6 RIE
tEMEDFEME(RREERAN) IAREEVEEION:, COTBEFLEMEDEER~ADE
BlX1~19BFETHY, 6 BLUNCHEFENEEEFRDEFZOBRESTENHTVINTSE
B BHAE HHEZDELHD, TLTINVIEQILRERIBEDOIRY-TEAAVSIRER
HWEZEE ) 1GEN RS FHIETAFEESEINEL,

EERROHERERM OO OERIIE, UTD 4 mEBZT,

(1) 1978 £ ~1989 EFTOHABEOEEIBOTLOLL, BN LA RBFLERODILEEPLERKRE
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DMEMFEVNS-HFIBEZREMELIEAM, AREECHBROLSLEEXEERZ FHEBE
EEENTHTFOAMDODEBAH o=, TR, WRENTFELLBREZFHRIA—FLDEHK
#x HOERIBEFHARIA—5L | BREOXEE-ZOFMEHC-TEEHELAME,
1987) JIEHFBEFERAKDBLHV(ERTvILYR) (BREIE, 1989) 10%%H 5,

2 LEDIREFENEOERADEE 6 RREILEVEOFMEGERRILERA, 1978)14°
MREOURY - 7EAAVNEERE, 198]) IGEBILMETATI—ENRCD 1975 FOH|E
E20PSCOPERARDIMEE247&LV oz, EXEMICEVWTLHEREMESTONHIEHRD
FRTHY, COLIETMRAGT, EikiEh, IWFHERIBREVRIEEOHLGEFE—IR
VMR TIRVERICEATIREXRKE - BEHMEESREE (LEIT XA M|, 1998) |
Ao F -, BRMZRIBERIEIFRTELIN—LEMEOSELEL—TUIRY
(EZER A, 1994) 11%, 5D NRC Red Book?*® DRFIBHNDEEND— ATHY, £ 30 £/
[ThHFYUE—RIZLV S ].V. Rodricks ELVIAMDEETHLIN, LAFIIL-H—VUENLRD
& (FrEit, 1974) 1O K5 HEHRMEARMS—THEWILEHLLT, BIRRSATEY, 2O LS
BERALIN LB AL,

(3) 1990 FHREBEFITDE, TH8A4AF ), TRERILEV IEVSHEGRE LGS H O
BISBEEOIN UFNEETWS ASEMFEMESF L (L) (F) (FH#, 1975) ILLE®
ZBARIATTH EMRBOMZENRENBTELRADI(TELEOTLS,

(4) 2000 F£~2015 F (I, TORFEFRBEEFLMDEFELORZRANEIEALELLGES>TLVS, TH
LA DEBIE 3 DHEEEZLOND 1 DIFREEZRKRZSNODEECIFHRIICET S
EHLIOEUASHZROEMMGEENIHBOTNEILTH S REEOLEE (YRIR
MOEEIETTICHTW D, FYEENEICEREZLTTVWSIANELS,2D2EIE EUD
REACH REIANDOHIGIZDONT, BHGMNTIEZIT X LUSN DR ERFICEMMAEEEINE T
B52ETHY, b UPFTSEERBLEBEAR - Y-aT7ILAE(TTHD.3 2B, EMROD
Y—FIVRN—BOFRERBICATTEWN )TV —(RAEEZAHEADEN)MBIATD
RTHD. TDEITERAOH T, HARZEREURIBE LEMEOIVRIZHIET 5%
KROGLE, 2009 11F, EMETEHLGVEEZEBLERINTVSY, MBEDILMETHY,
EEMEOIRIRARDSERELLTHEERNHDIEEZOND,

|1.1. MEEORE (~2009)

HREOREICOVT, DTN TLSITHEN, BBOLE, BEOREITODIIN — 8
PREENBEBLLEMICESOTEELS,
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1985 & (BBFD 60 ) MMM ZHMBEICENT, KE, BREDBERE MO KELHARFAREDONR
ToVvLNELBLEECS, TEENEDR 2 UFMEF ) —F2ILARV,HHIVEEXRFREOH
BWEBRHLDTFICOVTIEEMMITKENPPLELLG LTINS, IEHRESN TNS249,

Ffz, 1992 EOBREBEYIVITELEDOONZTOIVF 21 DE 19 ED A~FETD 6 2OFAY
FLAEHED 1 DTHAHIA. Expanding and accelerating international assessment of chemical
risks IZBWT, TR -FEAAVMNIERENHNTHS, COZEFERB ADRIEEIYRIVE
REZICE > TERAMNBEMICHLETON, ThIZE ST, BEROEDFALESNOFLELES
ERTHILITND, TNTEEE, FEFZNEN, YR TEAAVICDZDDEELRERTHD

ERBRRUVBEBFTOBREF DT H/LROBMHRIVIZEH OIRETHD, 1250LHY, 90
FRICEMTE#EEBA D) Y —XEREIEXERMICEB IS TV,

COIEND, BREERBHICIRANE, 1980 FRLUAICIE, ENEESLDAMMNMEEYED
DRAOHRICEDLSTELT, 1992 FEDREYFIVIURICHEMICDAMERITLIAS, BEMND
RREDEREMARCGHERE BUNORAERZRIFO 1 DBNIRIEE-BERIRITH )M

BFEOTVNAIEN DD, FIRNMEBA TN ERZADIENTES,

BARVRAVMREREREBOL-RBHR (2009)25(2&dE, VRAVFBEERRE, TERD
FICTH~IV IS TN, COBRBIRMBAONEROREEMLEYVEIR IR EEER
MARDTRIRI*?D 4 EOREELELEABNLTELLO> TS REOENIE, BABER
DRRAPLTHY, D, PLBEEJEETAITRETLD, T, JRIFHBDOAREEIEFF
MR- FTEAOMEFIAL, BEASHEEZZDAMDRE) ©, BEMICKKRENS IPCS,
OECD H#DEREHZHR DICHEL-ERAFOMEE . 2OREZHETILENH o1
&, AIREEE TH B L=,
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£ 4 RBEYRVEMMEEREDRE (RE,2009)

(411, 2008255; Nk, 2015256 [ T EH A MNE)

B #A FHTE
I #4 ~1980 & | FNFNDEEICEITE2ER, FEDORF
11 #A 1980~ -EEMICB T LAS OHIEFRGEER)
1995 4

" EEVEORRIRVEMUATLIZET SRR (EERFHRE)

'ﬂ:%%ﬁiﬁ ﬂ %IEII$I£F35%DHE(ER T)

CBXRURVEMEEDT—Y3vT (DKL, ®A)

"ABERYEOH X T IURFMERE (RFE)

IITHE | 1995~ "BEZELYRAOLBETMICE DO -tEZMEDEEREREL| (JST)

2000 4

IVH# | 2001~ A EEEFICETARERICEAE - HEDERH

2009 &
21 t##2 COE 704545 0—/\)L COE 7OV SLMEEK, BIEX)

EFMEEEEREF (REMFREMRE)

1.1.1. F 18 (~1980 £)

[HOH|RIZOVT, NEFOHREECTEHIEYRBERRICETIMEDERE (LLERX, 1978)
PREBDILEZEDIE), REEMTR, REBNEV>-HRZEL, £REEUR
(eco-toxicology) EVWVIEM DB NEFNT=, 1EH D, FLAIT, BEBHERSIZENIE 1969 FI24E

3

EEMEMREShIEHY2, REFTMCIERBE I ZHRETIZAHARZ ARRERH B
RENRT=-DD 1973 FLHEVWERTHSH2%8, COTLBUNMBRXEHARICELOI-AMHEL

FHDDHEER, EMEIAEMEBRIRBEELAET N IZEH S 1971 EOTAEHRAE IOMFIT

X, FHMDOBALHY2°, PBEEFOFHLESHHDOHXNMEHSINA TS, THTIEIIR
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DTt~ DEHE F A 5N 7ELY, Vol.30 No.1 TIAF-IRIEMED 30 FINKEEINTLEA, D
PTHWRVIEHBRELTODIAMERT OIRXHELN o=, BE, TVRIVHR IO D LENSE, TH
AL IBICATTE, THAAINHEIOTIEZEO THEEEN N HFATLH D29,

1.1.2. Z 11 (1980~1995 4)

NFDOTEEHRICE TS LAS DHEFEZER)IOVTIE, 1980 FNEBMRERELN L
EBIBITICHERLAREEREING EXBLEOBEREIEREROBFELTRIRY Y VB
FRUDL(CAS ES 7758-29-4) THDH. BREX B2 202 IR EEAR-EEBOLHNRE OGN
B, WONDRERVEOHEDEENHERTED -, BEXRAERARMBEHBNE GRE
BN LAS DKELEBEDEHETIILZRFELTLAILL, BRAREERA I ERDAU5E

A—DHRTHE, AEARFAICEELTW-EAEE—L LAS ORR~DEEEERLTIVSH263,

(EEMEORRIRAVFM O ATLICEATAARM(EERZFHRE) 1264F, BIUKZITEN
X TEXEEABRTIEEMEICOVTOIRITERAAVNERBELLEZNODTORRM IELE DT
b TLVA265.266  E KRBT DEFN 60 F£E (1985 FE)REETIE, 2 HHOVRIFTFMO—E S
(Consistency) EBI E { (Efficiency) D#HE 0 £ &Y, & & FEHE LT (Government-wide) &
BAMAOE—DOPREBOFZBEZIRELTIND267, SHITHEILIE, 11980 ERMHITAIZIEHEK
AEIZBEVWTIE 2 DO IL—THBRICURIMBICRUBATEONz, ZO—DIXHHLE IR IH
RONAFZTO—ATHoN-EALFEHRR (REFETH) ORNLUTLE (R FIR)ZHWHET
PREBREIFODALR TOZBERAORABEAMBELE, HRADOMBEZNEE, EILARE
ABROBHBELEZPDLETIEELTIERTFODARTH oI, IEBRRNTIVD28, FHENDAT
BEDITEZT 5L, RAF 174 HFICFRARIEFHHEIZHIOARKZIZHREIFEH
DHERIZFHEH>TLD26°, RAIF, 1986 FITEMBIAETRARITOFHMOEDERET, 8D,
BE, URVELWSKRET, POEBTHET—IICLANO>TVDATYT JERRTNS270, LT
(¥ 1983 F£ D R T, Risk assessment |Z[ EREFM IERL, BEREZTEDHFOEAREFOHRXT
BALTWS2 -, D5 FRICIE, KEFHICETHHHEE2ORLEENAZL>TEY, D
ZEDn, RUFEDNIRIMBEDNAFT=ZTD—ATHY, BRREFHFLITLEL LEMEDY
RAVICEBRTIMDDFLLR R H 1= EERLTNS, 1987 FICTLF2FMN)—H ATV ID
BESZAATIEHLHOTRELEZZSHWUTELS, VRIVARDNAAAZTD—AELT, LEZMEDIR
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BURIHRICEEDo TV ENSDFLADRELEEZONS, EHTTIE, 1988 EIEEH
DHEAFREH RS (BLAFA L I —BERLES) O T CHERBIEICESH AR
EOBEIREADSAICETAHEIGEERILTEY 27, 512, 1990 F((&, H#E KL
DLF1SR—H ATV RDBWEERL, [YRITE£RAVME regulatory science [Z&F 5 EEL

RBICHAGND LML TS5,

F- MEEYERREG FAFZRAERERET) IX, MEAEABRRERSCAEHLE
EREMRELTCERINEZLDOTHSA. REEADVITHAFDBEDREREICKSE, TDOH
fE (LFRF] 56 ~60 F B (1981~1985 F E) THH. AF TEMEE T, REMNGTHE—ER,
BEBR STHZEX BEAESOZN, REHBAZTHALSFHMBREEMKBAFL, 2FHL
HIIFHESLENGFN, ZELHREHERRR (R LSIATAIVXITHE)HSIFILAX
HOELHD, TOMICE, HHEZ SHEABICEIBEDS, PEOB/EDHR TSI AShTY
5275, 08, ZELHREHMZEMRA(UA, XEEER, FH)ICKSHAREIX, ENLAETIZT TIC
wESNTLS277,

1984 £ & 1987 D 2 ElTH > THMMEZTBRIRVFMEEDT—oavT 1(E, 1988 F
DEERVRIAREEDRILDEHEL =AU THD, TORE (L, HE=ER(1989)278 R U
Lave(1987)2790) Chapter50 258 &t t=[Risk Management in the U.S. and Japan: A
Comparative Perspective |[CEEE SN TLVSH, E5IZ, Sueishi & Nishimura(1984)28° K% U'H &)
RV RERD News letter[) R UK 1281 282(CH BB D H D CNT—H 23y T TIE, BRDY
ROBEHED 4 DOEHF (AAMAVIY, %H, RE, O—MRILNER) DEBESTOAT=, TT8AY
DUIEHEHSB B, EML, REE—, KFE EBRORELH, BELE, MZFEB=, LAE, B
Az, ASIZBMMAELLI2, 55, BERADFNDERICLDE, BAMBLEERIEFEHRAS
HTIRITERAVMF—LAFEBLI-DIE, B 50 FRPEEH D284, £, EHICLDH LB
FADQET)T285TI, BEDAFICURIFMERYANDZEICRLEMLIZAYD, EXF
EWS,DFY, BERLFLVRIMED/ISAA=ZTD—AEEZLND, T—22avTIZHE T, B
KTHRETIEMIE, VRIVEEDORBROIITIZEDIZFUNE—THo1H, REAMICIE, 3k
DIVRVEBEDOMEALDREICTRILDIETH . TOLKREED 12IZ, TVRIVEEIZEITSHY
RITFICADEE DN H ot 4H, COLE, BERTOLEBERARTOBDLNKRICSENT, &

TEHELTEIFLENTULV=DIE, Brickman et al.(1985)286& Lave&Menkes(1985)287 Té#h 5, Bl
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EDOHEFICKEITBTALFASMN—HAIVRADIRBE LFEN D, SJasanoff HLV5,
Brickman et al.(1985) MDEIE (L, KE288MNFELLY, 72121, Lave FREFEDZEETHEHEIASATL

2N,

ERE2ODHARFAELRAFHAD, 1989 FOFLFREFRHZISEVWTIHEELLEYELER
WEEIOBENEENTEY, BBEELFED, TOM, Fi2, BE, HWHICIIBXHIBEIN
TEY, TVRFR@ 1TV R T ERAVREVWSRAENZIHEL TS, B (1989)289(2 &b &, TY
R T HEAAUF (Risk Assessment) [FIRBE7 XAV RDH EL DA N SEHAELIEECEMDEF
FREREL, A TIIBRET7ZERAVMI N> TEMBAEORDICMEBE T SESIHo1=, 1&H
%, ZMIENRC Red Book @ 5| A X#k D 1 D SCOPE D #R %5 Z Environmental Risk Assessment ]
ERLTLSDTHA5. CZTIE RW.Kate AMRIELF-URVFF I O+ X (F, Risk Identification,
Risk Estimation, Risk Evaluation ® 3 DERTHHAEIN TS, Ff-, LRBT7—V avT0RERE
LT, I7ANDRDEEHNERREEZZDEFTAATINTELGS, BERRRICH-RAFMILELE
HAHELTPIS.. 1AL, TROBZFEAIRSAVOBE R, HEBEBONARIILERLEEZRLOHE
BRIGEEVKONEELREEMNALNICHESTND, 1EBRRTVD, 52, YJRIFETAEXIZDL
T, BATH NRC Red Book(1983)DTALRZIFRIXHETHHDIMEEZEAILFEA 1987 FITH
LTS EBALTLS,

RIS, ARKFOHRIFROBEBRTHOILMBAZMICARYMNES T, REOBBELZERMLT
WCMBDYRIMEDER L, BRIRIVPRFEED News letterl ) RUMER IIZFF ML & A
Hb, ChEEICHRRE, AKX LELBROBRIRVFHEEEDNDT I avTOMELZLEET S
EEBHIT, 1987~1989 FITHh T TR EREAKRZBO-HMAEIANLEFRDEDOHIEIZIF=T
DRI EEBEFEDREIEDL o, COMRTRHEFZEDOMNHERELCRELAZFZD/N(F
ZT7HREMRF, HAFORBRELOR BN Hof-. AEMEICREBME~ERALTV RS
COHRRIZENT, XBEMICLIILFENEDHLEEHIFMICHAETHLIHEE . DX
BOHRZFE REBMEOHRNELTHEDODATLSA 20, RENDAEHE - REMERENSY
RVABRADBITERZDE, AMDORABHLIZONELNGN, TTBIEZEMET HMERLT TICHE
FAVIZEITHKFBERH 2V GEEZFHITTOED, COR, TWRIVEEBEEHOMRREE 1Z2FLD
T2, TYRY IZROIVOTODRATHOM-EITHD. ERREREJROTULIEE

RV EDRIBREEBIECHEE D, RLX—(EBRITFEYBEVNTWD, GH, CORREHR
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RIE MEEVEITVRIITVRITEAAVNIDT—RFOEAEOETHRRINLIERETEI 2 HF
BEOHAET RUDAEIL 1986 ENDEFAERMICLIS BRELEVNEDREEIVRITERAAVLF
FEORBRFABLIUVEKITHY, RABFHICFERICKIBEEZEVLD ICTHEIAEHLEVEOEHL
WMy DIVRITEAAVMNETEHR-FLEARRVARERLELEYEDLLELT- 1D DS,

SHICTHNRANEHETHE, FREFNIDS, 1985 ENLVRIAEEIRD-F FH203(L,
1986 FEITh)NOAFVIZETBHKEKPDENAVRIEFMUILR X242 AEFHREITHLT
W5, TORIEX, KEMSIFREER, KEKPELAMED)RVEMICE T LFEHRELRRDOE
FZIRAKNBIENIZEEDTING295, RIZ, RAKETTHEKAKBEHDILEYWEDIRVIZH
FELEFRBE, $TCICCO2HFZ)—RFLTWV-2RBFERONILBR#EEERT 5. 1990 FICIF,
TNRITRAAVEDFENBRICEBNEINT, ThUROBARADOHAREIZLDIR/XER DL, Hi-
NEEEBERDDI-ODHEEMNLGHTEDIIGIRAANZL, FABEVVOIRLEELRAAR RS
N, BGARMRICEO TLIDIEEZTH D, (P URITERAAVMIBZTEHGL . HEEH
LD THS, IERANTINSD296,1991 FICFHPAEEEMEICKDIRIKEYRI DA E L {E (2B
THEMRIZEBEL, HARRZ, SRMELELITIToTLS,

1.1.3. FIE (1995~2000 £)

I HADRTE, 1994 FOE—RBEEAHEICBVWTIREYRVIOBENETSN, COYR
IBMZ DRI ENEICLDVRITH 1=, $i< 1995 £ ~1996 FITIREFE T TN21 #ILIZH TS
BERBOHYAICETIBHR 127, BELECTLERBERIRENRBIMEENERER
LEHOHADEYH 12 BESNI, FIEORNBRIIMEZMBELREIRI - DB
REZEZDSD—(LZITXBA|HE, 1997) ELTEELSN- REEFL 28R DHEFOE—AET
BREEINhTWSEEZON, iRtk A =R, MUK, MILE#E, FEEF, EHsh P8
e BMEMLOENL S ZFTEANEELEFTEAN D, TOM, EEIKEFOHZE]
DNEE BNZEORREZHT, VAVARTHELGN—N—FRXZLREEXZRICUL=HIR
FEHDEELHL. COEEDOFTHHRHEZMRIE, (ChoDRE-BREVRIVEFMITIFEICONT
FLLKODDHF-LLLERAFONADDHEIN, VRVEZHR - XILHWLBEROPTHEEL, TD
HENEEEZDERLLATHOBENOAMNTEODFEORRIFELTHITREELTULEL, |

ERRTLVD,
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FE IO JSTCREST M EIREZELNADOLEREEMICE IV -tEYEDOEERE DG

T, IFFEFERBELIR DAV ZHRTEEF, MG, HEES, FEARELSNEHLTLS,

ZO CREST ARFZFERY LIFHIEIZTONTIE, HHOEXRFE BIATRBREOHELSE
(BRMIKTZH)) P 1994 FICHRISAEITZERNRERARST (FAERNREZR) IOLIGHLLE
RITHITHEEN200, [STEDHAREZEST-MBIA, SOICTLETHY, KNOFINHAOEEIF+
DTHSI.4E, I L, FAAFLEOME, R <EEEME (WhRERERILEY),
DYDINIRIEEBHEVS-ERARREADHICHTELHBETIH 5.

1.1.4. £ IV (2001~2009 &)

FIVEIIZOWT, AR DERHEEIRMD 2 DOMILITBIEADEBRERR LT,
NEDO 7Rz VrDYRIFMFEDORFE L REHAOREVRAIVNHFMOERADOXIE
ZHLTLS, NITE (&, CERI ERICYURVEI FEZFAREL, LEEZONERMEZP DL ELE
150 MEICOWTHEEME D MBI R I 1 2R L =30, Chix, NEDO DEFEEXRIE
EYEREFTMERETOISLIO—RELT, [MEZMEDOYRYEFEM RV RV FiED
RMFE 1T TIMIBVTER 13 £E (2001 £E)H 5 18 FE (2006 FE)ITHFTERSN
30T, AFELEZMEAVRIFFEMFZDOFMICDOLTIEL, BEER301802303304[CTHESINT
W5, F-MBVRVEAMOHER, EMEREEHIVFTERBREEZICAVWTHMRLGT@EALE
CHIBTSNT=ME DO —EBIZDOLTIL, EHLRFICEVTEHEM) RV MEAERE I TLVS305,

—A, REZICBWVWTER I FEE(1997 EE)MDS 12 FE (000 EE)FT/NI/OvrEEL
LT, R 15 £E (2003 FE )AL IFERBHLMDY, TEEZMWEDORE) R V) #1511 | A1 E
S TETLVH306,307,308,300310 [{L 2B DIRFURVNHFMIOBMELT, TEEY
BEORBEVRVNBFMARSAIUITIE, EMEREZERVEREZE(CODLWTIRY)—=
TR 1 ZREL, THMATMETEMNEEERETIILRHENHDL, COEMND,
MEeZMEDOREY RN ETE Y E O RMEA Y R Ff | & B 4% 1< 5% M7 ET il A E
MEIHLFHIETD=ODRI)—=V T LRILDYRYFEMEMBED TN TWNSEEZ LN
%o

ZTOMICE, THE(HKEERFE)ZI—TAR—2-TEHELLELEYVEEERRENZE TS

NTWS, BEMIEMNEE (2015)311 &8 ELEShT-L,
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M~TIEAE IVHIZEITREEEKELEWNE, CCTEBIEMEELFATND, THREBIZK
BHEREBEICOEN > -EOMBEMEICURIAEDIRNEN LI TLWLEATH S,

|12 Eomnmme au@B-sr s EM0EAH

CNETRATEESIC, B ARBER REIRRERMER) OAM FIXIE, BAR
X, EWES, RLEE) OE#HO200, RILEOFETIEGH TR, TLIEHRE(F 4 T,
TR 27 EECHFRINLR ST BT MEBAHS) DA (PIEELCEEM), 5@
IS 1978 ISR LER S HEMBRBA R L2 A— DA CLLEREGEBR DB 5,

ZLT 2001 FICFHREFBH/EBLBMILTBEEACISHND, EXRTRERER AT,
TEBTFIEV) ITEEZYEIRIVEERR L4 — (REXEHRERERRM -4 —RIEHDEEF)
A, BILIREHRF(UT, TERFIEVD ICTEEZVEREIRIBAR L 4—(RREIVXIH
REVF— LU —REFBEZ)ARILSNDGGE, VAV MO EFEFABHFEINTILIE
[C73%. BRTAETHLLEVD, AR OBARTH oL FTERARAEAETRARAMDAMIE,
ETNURALITEREEZER A TE,

ITEMBEITIE, 1997 FICIRFTICIRITYXVFFMEA, 2000 FICXBRERICEEYMEIRYF
fiZ=AY, 2003 FICEREMICIRIFMBELLTERREZERINBRESI, AMDBEHFSL
f=o ZODMth, BRZEDFICHIUBRREFEEDAMANSD,

BE EXRATOEMHULGAMORENTLOONEXHIEFRDERDHD LS ZZA,
REBRODERNSELLEDIS VAIVRARDT I = JIZOVTITEFETEEREEL R

&0 LRI AR CRESh TS,

hs.xﬁﬁwuxbﬁ%tﬁwéﬁﬁWﬁAH

R DETANSEIVHAFEFTOEEDOMIC, BLOKRKZCDOVNT, KRHICURIMEINLGESH
FRBEFEHEXBEILD ., RiBICENE, BRERMGEBEIOTSLNKIRKE, BFDKKF
RKZE, RRRIKRZFETEBRINTLV =316, ZOMIZIF, XF# 21 #HE COE TRT S LERHET
A—/NL COE JRATSALTHBEERIRE MR —F—@BHET MBAHBRZ) EBEXRE (A
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COE 7RIS LEBM A —F—HBEMN) BHY, #MEEIXRZFICTEVLTREFERP KR (2001
E)D, BRRZICBVTRARRERERR LL2—(1999 F)AFZEINA TS,

F, BEXXRZOIFBOBRELBICETIAERLHSH, ML A (2000) 372k (E, AFLL
AT(1957~1967 &) &, BE TR LV EZIBFRXRDZERARLDMEETH ESNE, REHOE
—RBHEI—LOTT, BEBZHORE, 1987 FOREHNPSXEMBZ TOMBER O
MEEI X INAEICHIZEZRBREI—LAHY, 1992 FOBEYVIVMIEICBURREES
BHOHRESY anhotzEH5,

f=1ZL, ChoD 7O SLPREHRERARICENTIE, FEEDTORDOFEIKRE DB LG
{, EFMBAM DREFZTEDEXEIEEL,

14 12 BnoBs ) 25 FEFRL SRR L IRE)

UEDEEMIS, BEVRAVFMMARE, 2FRARCEENEICLLIREFTEINCDHIEELD
A2 THEL, BIET7ERAAVMS NRC Red Book DEEEZ 1+, KELDOLBEMELLEHF NG
BMESTHOAERLS, RRACHEAOEEXIEEHARABY, ZTOEVFRTEREBEEED
HARBEEAES T TV o BoRAZINIE, VRV RDEIREIEBS>TE-ARENESE
SEEHRELLTIRIEBDERICEDLYLIOLEMILLDODOHIILT, BRICETIMAEL
BEONTHEEZELGDON, EF -PERARELORMOBHICHVENAELTETLIRRLELE

AZED,

ZDH, BERDERZHOIARENFTR I LI —MOKRKZZRITIE, TOIIGEBXIE
PHREZESEORARKEDOAMERDELELERMEHARLLYZLAONATETLS, HIZIE,
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Most risk analysts, regardless of their disciplines, would probably agree that

risk assessment is not an objective
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WEAX THRRDNTLNB D (X2 E M ISk BEERE (applicator exposure) ERMIH XD £ E
(dietary exposure) DELV) A, BERREDBELEVEAE, RZUSOETE, LLOHOETHS
n, BICZEORWISHENGNELTNS, BZLSDIEBELTIE, BRSNSV RAILAIL, BHFITHT
BRBEEDNINATDIZATIT, BED$NA (benefit) DEE, BATIIIEBREORST(IUR
MMEIEE 1 EFFIEN TULBBEEL AL (Level of concern) DKLY, 2 FHMSDE R (Public opinion), B %
PIXOESHLEEENETONTVS . 4E, EETRZUNOERITEALE-HRELTRES
(2015)49H0%% %

Dourson & Lu2(&, 1992 FIZfTo-HEDHKHEwREL T, WHO(JMPR)E U.S.EPA M 65 DEEZF Il
ELT-EEMEEXRIZ, JMPR NEH LTz ADI & USEPA NEH LTz RD DELICIEEVNLHOND
EREL, LBETo>f-, TOROLEKIBE X, (LFWESR, CASES, FFEMEBE, TVFRIUMGR
X TI& Critical effect), NOAEL/LOAEL {i, UF/SF, ADI/R{D {i, ADI & RfD DED L (HX TIE, K
ZFLMEMNS/NSULMEZERL TS0, {EIL 1 L EEEH>TULNVS), SEfiLI=4F, RID EHIZHITHHEE
(Confidence) T#Ho1=. TDHER, 65 MEF 18 MEMNMREICRL—H, 20 MEIZEWNTED LLEA]
~3fELLA, 20 MEIZH VT3 ~30 fELLA, 6 YEA<30~300 LA, 1 YWEH 700 &g o7=ELT
Wb, CNODENELGS-ERD 1 2(F, BELGEDADT—E2ERANSD, BIMRBROT—2ERHNS

MODEWNELTLNS,
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Jones-Otazo 5#11%, 6 D0 Agency FIDAUY[alEL Y DEMAMICHT BRIY—=UTLALDY
AVFFBDOLLE, HICRBFMMEVRVEEDHERDOLEZETo1-, L2 2 F|EELDHDIL, Jones-Otazo
I BEHE D REE 7 $ XX (Jessiman et al,, 1992; The Canadian Mortgaage and Housing Corporation,
1997;Clark & Richardson;1998; Mills et al., 1997; Thiessen et al, 1997; Dor et al, 2003; Brock et al,
2003)EBELTVSRTHD. 7 DOMXITZTNTL, VRAVFHBDOHERIE, A—F—L NI TELLHIL,
ZLTHEDEWNE, AVSANT—IDEVN(FHIZHEET—2), 22L—2aVETILOEL, RE
(assumption) DEL (Blz1E, BESNIAEDRERETEMESH), RES A (Exposure
Scenario) DEWVEEH A THAIZEEBRR TS, EEFIFBRTOENA, Thd 7 DEHBMLTAZE,
FHEE ST —2PETIL, REOD TV DEREHMSEIRMESZ DL, TOERANERDENE
LTEHEESLTVWAIED, BIEHARMNRONSBFHMEEZAEITHS, BOOHMRBRICEEZRT L, €
DOLBRIER(E, BMEHRAREZSEIC, KREFTEEHESLBEELT AEMHHMEICSVO TR LGS
XEALFTEBELTWS, ZLT, REEPLPENAVIRIZEEMITRTIILT, EQEENERELZOTLY
S EREBITL, RBRMICURVFHEHZRDEZVICRIFZEESEATVDDI(E, FBRINDIVRILRIL
DEELTIVS,

NBEXHMOBREEFA DD, RV—ZUITULANLDOIRIFHED LR FRICE T 5HLLERIER
DEEDSELS D,

I530 1 erEosmoLRTR 20RE

|1.1. RIMNRLEBD 2BEOURVFTHEOE =

Me¥E O FEA) RV EFf 1 (&, NITE & CERI C&->T, YRVFHEFEMNRAFE SN, LEEZDORRY
BERLELZ 150 MEICDOVWTEESN T2, ChlE, NEDO OFFESE XML EMERETEEETO
TSLI0—RELT, MEEHMBEDOYRYFER TR VFHEF EDOMARE 17O VN (NEDOL 7)) (2H
WTER IBEELID 18 FEITBVWTERSIN-LDTH D, AHRL-DE) X VFFEFEZDFMIZ DL
TIE, BR324 2 THRESN TS, TPV RAVFTHEOKER, EMEREZEH DV TEBTEIC
BOTHALTHEARELHI SN ME DA D, ERFICEVTHEMAIRFENERSN, AEHN
LEFHELLTHREN TS,

LI12DOMEEMEDRFEV RN F, REEARBEREHRBEIRAVFMECEOVTER 9
FEEM REEFT/NAAAVERELT, FLER I EFENMFERPIRREIVRAIAR L 2—OH A
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mbhY, ERSNTLEEDTH S, 2015 FIZEWNT, F 14 REYFEEHFETREINTWS, MEEMED
REVRIMAFEUOVT, MEEMEORKFIRIVMEFFMEHA S/ 1T, EMERFEERVAE

BEEITOVWTIRYY—Z VTR 1 2 REL, MG ETIIREMESEEE S HILaHEN
Hdo

COIEMNL, MYRVEHEEDIZ, Z<DILEMEZE (5HLV) I2H T, FRGFTELSLENEINE
HETHODIRIY =T ULANLDYRIFBE IEME D TondEEZLND, WThOFHERERD
BRREOHMEEMEDI7IE —bYIZEoTERSNTEY, ARINIRDOLEEYEOREMFZEEIC
B9 HFEE 28 ORTR D GHS 7 2ICENTIIASh TS, SHL, NS0 RERIEEDKERE
BREEDEBELE-MRLELGHOATNS,

BE, 2 DODVRIFMDEZINEFELLTWLAIEND, AMETIHINEDOL 7Oy, TEREAIDODYRY
Sl EIESRCEET S,

|12 srereT om0 S LEBUER & Bksk

HME2WE O PEN RV DL T, NITE RUNEDO Doz H A 232 ARIN TS IEER
Mo, MEEYEORE R VDM I OVTIEARHRUVEAINTOSMF(LLEA ATEELEE 1~
5 BFT)NDIEHRERIELS-,

1.21. FUXIFTMEOEW, HEYE

BRI HED BRIOREMEIZDNVTE 10 (ZRT ., NEDO1 TOTIREMEREZERUVEREYRY
% 150 MEIZ DT> TS, BEATIE, £EYRVFEMOAEIToTLWAMELHY, Tk
BhtEdE 192 WEELD,

Ff-, FHERFMETIE, NEDO1 JATIRLEEZE —ERELFVEOTTERE - BRILEMDT
@IELFEFLTVSEAMNELY, IRIBAEATIE SPEED' IS MEME, (LB EDE _BERLEMECE—
BREILFEYWE, POPs BEXZBATRY, HRBENLVDEAINFETHS.

Ffid B #9IZ DL TIE, NEDOL 700 BN NG RE, BT RVFHESENLELCYEIDREET
HHDIZHL, REFEAEE, FHETHEEZTIRADEDOREL T TLS RREXERAELEMETIH
B IHRRFE)DICRBRTIGETHRLOREKREEOTLD,
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£ 10 FIVRVEDHHEARME

NEDO Initial Risk Assessment Environmental Risk Assessment of Chemicals

Fund New Energy and Industrial Technology | Ministry of the Environment
Development Organization (NEDO)

Objective Screening for in-depth Risk Assessment | Taking appropriate administrative measures,

Screening the chemical substances which may
contain the possibility of relatively high
environmental risk out of numerous ones

Number of 150 192 (1St~5th Assessment)
targeted chemicals

Detailed of Target Class I designated chemical substances | Class I designated chemical substances under
chemicals under PRTR law without agricultural or | PRTR law,

ozone-depleting chemicals
Type II monitored chemical substances under

Chemical substances control law,

POPs, etc.

Guidance Guideline and Manual Guideline
Document

RO)=ZJLRIILDYRYFHEICENTIE, BEOHEBEEZTHADIMENH S LMD, YRVFHEF &
DHARZAUEENTVRIEENZ L, MR VFHEICENTHEHAFIIUAERENTEY, NEDO1
TOTIEAMHIRVFBDOE L TH-1- NITE & CERI Dfth, EERMREMBEFAHIOOBREBEFEZAT
ERENTz, BEESETOLE 2a—/8T VYAV MEIER SN TULVEN, REE TIXREURVHH
FEDOEEEHEIEABTIA TN IEND, BEELHAIRFAODLEEEML, ThEREYRVEHE
HEOHEZESDEMREOERLBEZA TEREINEBESND, TH03/ TV IIAVMIE
ELENTULVELY,

Fiz, FHAZOLE2L—IZDOLT, NEDO1 7ATIE, RE-YRVFHAE2IZDLTIE, RELE2L—
(NITE W) -EBLE 21— (CERI FEEIESA/ AIST REZRFZM/BEHFEESL)-TOP /M) —F—DLE2—
(FEEF)AHY, BERHTHMOBAITOLTIE, RELE2L—(CERIA), NBEMARLEL—, BFE
EATOEENTHONzo, BIEATHE, BREVRVFFMEEEDRAEZERELTRETM(ERPE
E5) - R RV (EERMILELE) -£RBIVRVFE(ERETFEZ EPHLEMRBEF) DELTH
DRBRIELN, TR, PREREZFESRERARMFMEDETHEMAZTES (ERHEARER) I
BonTLS,

121




LI, INBYRVEMODER, HARSAVDER, LEA—IZHLT, NEDO1 FAIZHIT2EEH
SEONSEMARLE 2—%RKRITIE, EFRMAAFMDOVY—RADEEIETLL,

1.2.2.

JRAVFENOZ TR XOHKIER

(1) FEHFMFEOLKER

BVRAVFMDAARSAVIZEDE, TRENOFEHTMEFECOVTIHMZEMHL, ik BEL
EHRER 111277 ASHMEICEALT, ARSI TODERA[RTHY, Tz, HRETDHEME
HREYEL, FERFETHoI. Tz, BEOTADIVITERSN-FHRRLH L0, BEHOHE
[ZDOWTEELLDHARSAUHERLTLVELY,

£ 11 FEEFEFEOLE

NEDO Initial Risk Assessment

Environmental Risk Assessment of Chemicals

Coverage

reviewed
assessment reports,
database, etc.

OECD(SIAR), IPCS(EHC,CICAD), EU,
Canada, Australia, GDCh BUA, NTP,
IRIS, IARC, ACGIH, Journal of
Occupational Health, ECETOC,
Environmental Risk Assessment of
Chemicals, ECOTOX (AQUIRE,
TERRETOX), CA, TOXILINE

OECD(SIAR), IPCS(EHC,CICAD), WHO (Guideline
for Drinking- Water Quality, for Air Quality),
JMPR, JECFA, , IRIS, IARC, ACGIH, Journal of
Occupational Health, other risk assessment
reports, reference data for determining OEL-
ADI, JST, MEDLINE, J-MEDLINE, TOXLINE

Human Health

Corrosion/Irritation, Sensitization
Acute and Chronic toxicity
Reproductive toxicity
Developmental toxicity
Mutagenicity
Carcinogenicity(non-genotoxicity)
NOAEL (animal test)

Chronic toxicity (including Reproductive
toxicity, Developmental toxicity)

Carcinogenicity
NOAEL (animal test, epidemiology, OEL, TLV),
Unit Risk

Environment

Acute and Chronic toxicity
Algae/Aquatic plant

Crustacea

Fish

Other (microorganism, amphibian,
plants, insects, birds)

Acute and Chronic toxicity
Algae

Crustacea

Fish

Other (flogs)

OEL: Occupational Exposure limit, TLV: Threshold Limited Value
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(2) REFMFZEOLBEE

FRBTMEFZRICEALT, & 121277, BHRFMFEICAVGRREPRELLT, BEATAEEZ
FAWLTWLS, —A, NEDO1 7ATIFAIEEL PRTR T—2Z AWV HEBETILICKDHEBEELEL, F
FALTWSEAKRELRL D, RSN TLSEBRAR R THSHH, NEDO1 FATIE ARSI TLVELE
WMOEMIKBEL TS T — AN RoNd, EALREHLTLSEHRNIKRF DO, BEHROFEEERSN
TULEW, Fz, AIEEORREDRDAIZOVT, BEHITRKEZAL, NEDO1 FATIEEARMIC
BN—EURAILERNTEY, T—2LEOETEVAH D, T, £EBYRIFEBICAVLIKPRE
[ZOVWTIREHFANKPRESBKPREONAZALNTSY, NEDO1 FAOTEAENIKFREDH
ERALTWLS,

oIS, REVFTIFOETH, BEENMEEDLEYEITOVTRLIENMDEREEEL TS —
A, BYEHORTEELLT NEDO1 JOTHAYRBRBZAV-AKNEEDHEEEZEETHLLE,
TNENF-LDH D,

® 12 REFMFEDOLLER

NEDO Initial Risk Assessment

Environmental Risk Assessment of
Chemicals

Observed data

Air, Indoor air, public water, sediment,
ground water, drinking water, fish, foods

Air, Indoor air, public water, sediment,
ground water, drinking water, soil, foods

Estimated data

Using PRTR data

Model : AIST-ADMER, IRM1, IAS

Observed year

Past 10 years

Past 10 years

Data processing 95%ile or Max value among annual Max value
averaged data at each observed point
Treatment of ND A Half of ND value ND value

EEC or PEC

River water

River water and Sea water

Scenario

Worst case

Worst case

Intake ratio

Inhalation: 20m>/day

Ingestion (Drinking water) : 2L/day
Ingestion (Soil): not consider
Ingestion (fish): 120g/day

Ingestion (food):2,000g/day

Inhalation: 15m>/day

Ingestion (Drinking water) : 2L/day
Ingestion (Soil)* :0.15g/day
Ingestion (fish) : not consider

Ingestion (food): 2,000g/day
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* [imited chemicals, ND: Not Detected

(B) VAUV HEFEDLKIER

DRAVHEEFIEICEALT, R 13ISRY, ELbLBEMERYRY, £RYRVIZOVTRIRFEICLSEN
FEEFMELTVS, ABVRVEHEICOVT, BELANLTOFEZTOTLSRPLYRI#EIZELT
(F, WIFhBHERRDETM T4 RERIETE (1 DDEICLDEFE) ZEo TS R (BREDLZLFEA
AMFBEROGEXBRASL,

=L, EMERURVIZDOVDTRARRICE T HREY— 2 (Margin of Exposure: MOE) & H DR,
NEDO1 7R(FEREREE (BME mg/kg/R), REELREEE (mg/m?) ITL>TLSRMNERLY,
EMEZREICEIRTHLEE, EMNEBRBYOREH-YDOTFREDENAEZLL>TELSD,

£ 13 VRUVHEERFEDHLE

NEDO Initial Risk Assessment

Environmental Risk Assessment of

Chemicals
Endpoint General Chronic toxicity Chronic toxicity (including General /
Reproductive / Developmental toxicity Reproductive / Developmental toxicity)
Carcinogenicity Carcinogenicity
(non-genotoxicity) (genotoxicity, non-genotoxicity)
Ecotoxicity (Individual level) Ecotoxicity (Individual level)
Method Deterministic approach Deterministic approach

Human health

Adult

Adult

Inhalation (air or indoor air),
Oral (drinking water and (fish or food))

Dermal* (ex. household detergent)

Inhalation (air and indoor air)

Oral (drinking water and food and soil *)

MOE vs. UFs

MOE=NOAEL+EHI

MOEenv.

MOEenv.=(NOAEL+UFs)+EHI

Environment

Aguatic organisms in river

Aquatic organisms in river and seawater

MOE vs. UFs

MOE=NOEC~EEC

PEC/PNEC

PNEC=(NOEC~UFs)

* :limited chemicals
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MOE : Margin of Exposure, UFs: Uncertainty Factors, EHI: Estimated Human Intake, EEC:Estimated
Environmental Concentration, PEC: Predicted Environmental Concentration, PNEC: Predicted No Effect
Concentration, EEC: Estimated Environmental Concentration, NOEC: No Observed Effect Concentration

RIZ, FHEEHFZHROBEOHRFEICDONT, X UICTRT 48, BEATIREMEEY RV ETILHA
RICTREERRBUEVSEAEZANTELT, FABYRVEMICONT, ITPERAVMREBUER
WTWED, AR TIEITFHERERBERAZELT, LB FTEEERBITHE—LTET,

EMERURVIZONT, BIgHOEHHREREENSHORBRITIMET S-ODOTHEEREFRHAD
F/EMA NEDOL FOD A AN RESNTVDRNFETH S,

FEEYRIIZOWT, 3DODKRBEM CESE, BRE AFH DA, 3 D2LLAMSHHBHRERENSES
NTWBIGEE DR EERFZEAN, NEDO1 7AT(10), RIEAT)EHEERE2 DDREBEEICHVTIE
HEEHBERNELATVDIGEEDFTERMEFZEAN NEDO1 7ATG), RIEA TU0)ZEHRELTLS

RHERD,

R 14 FHEREFRBOREMEOD LK

NEDO Uncertainty Factor Nllii:\iis:c%r%feile

(1), (10) Interspecies difference (1), (10)

(10) Intraspecies difference (10)
Human (10) LOAEL—-NOAEL (10)
health

(1),(2),(5),(10) Sub Chronic = Chronic (1),(10)

(10) Severity of Carcinogenicity (non-genotoxicity) (1)~ (10)

(10) Indoor test — Outdoor (10)

(10) Acute-Chronic Ratio (10)

(10) (Acute) 1 trophic level data in 3 trophic levels (10)

(10) (Acute) 2 trophic levels data in 3 trophic levels (10)

Environment (10) (Acute) all trophic levels data in 3 trophic levels (1)

(10) (Chronic) 1 trophic level data in 3 trophic levels (10)

(5) (Chronic) 2 trophic levels data in 3 trophic levels | (10)

o) l(ecvf;rlznic)all trophic levels data in 3 trophic )

(Acute): Short term L(E)C50, (Chronic): long term NOEC
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EMBRURVHIEDYAVIERIE, R 13, & 14 ITRLIz&SIZ, @EFET MOE, FHEEEHREIR
(Uncertainty Factors: UFs) &3 BN DLELZSTNS, AR TIE, LIE, IRIEE D MOE & UFs [Z1&
THETR(Env.) 1EFFTERT .

NEDO1 AT, MOE & UFs Db (MOE vs. UF) [C&->THIEAESNS, —F, BREEATIL UFs
(& MOE gl E3N, MOE s DEDQKESTHEMN SN D, 2121, BARZED FHEEMHRE(10)/F MOE
2ITRBENT, ZDO10)KY/NSWNEEF AT EHFEFHEFIEL TS,

ERRYRVHIE D) A$E#Z(E, NEDO1 FATIE, MOE vs. UFs, ¥#1#% Tl& PEC/PNEC EE4>TW
%, AIETIEIVRVFHEICAWSF—XETADREDERIZ, UFs D KESZMBRLELAY, #FD PNEC
DRETIE, BHLBEINTNORBBRICHIGTHIEERMERBZMEKL, LYIEL PNEC AVRE
SNEHATELGS,

(4) URIHRFROHEER

RIZ, YRVHER D DEWICDOWNTIRARS, NEDO1 TODHIE R 53 &, FICTEHMGAE, fi#fT, 5T
BEETIBHENHDILIBEFATERETRIFTILFBVELHHTEILIIZAEND, BREEDH
ETIE, M@ TIRMEEAOND ILIEBATERIVRELNEEZSNS IO HMH (10
MOE <100 X (& 0.1=PEC/PNEC<D)IZ, MEHMINEKICEHIMENHADEZEZONDIELIHIER S
EHRTTVEEANKECELD,

—® 10~100, 0.1~1 EVWSEDEHEIC DLWV TEARBARBAFEH SN TOGNA, BIEHREDRIEE
(R E Hh RECORIE ARG ELROENDEDT, TOISIGBEEICEILKRBFMEIHTH—EDOTHE
EHREE 10 LBV TVDEHEINS (5H, ST WHO 0 ”710-fold concept” &ELVS, BRFIKKEH A
FIADE 3 MOBREFHITH-VERAINTWESEERAAT, HAFSAUED 1/10 EBATREINDIGE
[CHARSAUEZRELELSET HEDICELT B) . COHER S IE, NEDO1 TADHZET, UFs<

MOE=10X UFs £ERI&ETHD,

1 BB E TIE, NEDO1 7ARUVIREBEDIRAVHEEZTNETNSEEL, X 15 DKSITEELT, M
E—® (Same result) 1, [#]|F F~—F(Different result) I, [EANHIERIGECHE AN TEEIDOLHEEIT
S2EET D,
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& 15 LBRO=HDDOTR)VIR

Can not
1=PEC/PNEC 0.1=PEC/PNEC<L1 PEC/PNEC<0.1
Calculate
=< b
MOEg,, <10 10=MOE,, <100 100 =MOEg,,. MOE;., or
PEC/PNEC
Ministry of
. . .. Not
The Env. | Further Work More information Low priority L.
characterization
(m) (a) (0)
(x)
NEDO
Further
Different result
MOEZ=UF Work | "NEDQ" he risk
OE=UFs or Same result .O assessesjc .e risk more Only NEDO can
conservatively than “Ministry of The Env."
(m) carry out the
screening risk
Low priority Different result assessment
MOE>UFs “Ministry of The Env.” assesses the risk Same result
(0) more conservatively than “NEDO"
Can not Not
izati Only Ministry of The Env. can carry out
Calculate characterization y y . . y Same result
the screening risk assessment
MOE ()

JRVHIER DL B LBOMEIC, MEFEFEDOHEDREEM—L, I#MTFMANBE (Further
work) ITHDH, T RVBEEHEL (Low priority) ITHAD, [T—2HEN O RV EMN TELGLY
(Not characterization) |EFRFE LTz, f72L, REBAHICBEWVWTIEANRLIZ&LSITNERINEAME (More
information) IELV R DD H 518, TNEIFIFREEAIICEEL -,

|13 wemEoss

131, BT 5 HSMHE

NAEDFMETHBETOIARMEDOHIEL, ENMEETSIME, £ETII7METHT(F 16). 48,
CZrARLIV(2,3-, 2,4-, 2,5-, 2,6-, 3,4-, 3,5-4K) UL — )L (0-, m-, p-fiL) I£, NEDO1 FATIFLE &
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DEHIZEDLET I PMERVED, RELEDOHRVICEDLE TEEAREBICHA 2. ThTh DY RV
HERD—E% Appendixl (£ RY), Appendix2 (EMEEEY RS (R A)), Appendix3 (EMBEEY R
EANITRT . LGH, AARTEELSAMOFFMIE TR ELT,

F 16 X ETHIHEMEOH

Number of
NEDO Chemicals Ministry of the Environment
overlapping
150 116
Human health 83
(PRTR:149,0ther:1) (PRTR:90,0ther:26)
150 192
Environment 117
(PRTR:149,0ther:1) (PRTR:155,0ther:37)
150 192
Total 117
(PRTR:149,0ther:1) (PRTR:155,0ther:37)
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1.3.2. URVHEDHE

RIZ, WMEDFMETELICHRELI-IEEMEDIRIFIEEER 15 DT HE—E (Same result) |,
)% &~ —E (Different result) |, TF ADH|ERRETHRANTREINDEZZEICEEL, RFDHEL
HoTWAHhENTERE, EMEE(RA), EMEE@EO)DFAFNIZELNTHELT-,

ZTORR, HIENERLGLIEROPIZIE, AEYMEELTEELZLOD, WIIMDEFHBEIZES UL THIE
MNTEGVEHIFENT=2 DL H o118, ThOoLMHLERER 13 [TRT . YRAVHIERRENER
Y, TOERZLRAIRELGYMERIE, £RVRVFHET 117 MEF 21 E, AMEE (RA)YRVFHET
RYMER 14 YWE, AMEREEO)VRIFE T2 MEFR 11 ME LGS, GE, NFBOMEIL B
BRIV TULANLDYRIFHEFETH>THIRVHERRITELESLGN I ELALMELGoT, #
EN—HLILDER— B D KRERFEDEETH o . FHELNF—HZo=2 DD FH
A NEDO1 FATOHHIENTE-YWETH>=, M, £ EMER(RA), EMER(ER)DZTH
ZTHIZBEVWTELS=H, 1.3.1 LIEITRY,

Different
Different Others
Only MoE 11

21 14
1
53 Same
© 47
42
Different
Only NEDO

B 13 YRVHFEDLBER
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1) £ERBURXY

HRRYXJIZOWVWT, 117 MEDOHIEEZLRLI-ERER 17I12RT,

MOE=
UFs

MOE>
UFs

Can not
Calculate

MOE

ZF*& 17 Results of risk characterization for environment (n=117)

Can not
1=PEC/PNEC 0.1=PEC/PNECKL1 PEC/PNEC<0.1 Calculate
PEC/PNEC
Ministry of
The Env. More
. Not
Further work Low priority ..
. . characterization
information
NEDO
Further 4 1 1 6
EDTA, NP, it | | Acrylic acid,
work Pyridine, DDVP Aniline Epichlorohydrin Thiourea etc.
9 10
Low priority Acrolein, BPA, 5-aminoethanol- 46 36
Chloroform
Xylene etc.
etc.
1
N T°t. " 0 0 3

characterization cis-1,2-DCE

@ HEN—BLEYE

IFLOOTIVMEEER(EDTA), /=/)L7x/—IL(NP), EUDY, OU0)ILKRRX(DDVP)EE 53 &

(45%) DFIE M —BL 1=,

@ NEDO1 7OIlzH LT & Y conservative ICHIEN SN E=YE

i) NEDO1 7O TIXM# AT MMM E (Further work) |EHIBFLI-¥E

7=, TEYORERYY, TYUILEE, FARZRRLRE SYET, TDOA 5 WEM PRTR T—2%E
HLTW -, ZOERICOVTIIRETEERT S,
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i) BEEMNFMTET NEDO1L FOMNTYRVEE4L (Low priority) I &$IBT L= E

36 MEZHIBLTEY, COW 21 WETPRTR T—2ZERALTLS (HM1FS10DELY),
Q BEBHIZB LT LY conservative ICHIEN SN E=YE

i) TS ERMALE (Further work) ] S48 LT-4E

T7oALA>, BPA, 700KV LKE 9 MBI, NEDO1 FATIJRVEE4HL (Low priority) ] & ¥
ML, IRIBEA CRIFMGTMEALE  LHHSNT=. TDERIZOVTRETERET 5,

i) TEFERINE (More Information) | EFIETLI-¥E

2-F2/IR/—)b, FILUEE10MEIE, NEDO1 FATIYRVBERL (Low priority) 1&FIBTL,
RIEATRHIEFRINE I LHIENT-, TOERITDVTRETEERET %,

iii) NEDO1 7O CEHMETE Y, IREEL CFEML=%E

cis-1,2-/BAIFL I, NEDO1 FATIEEE TETHERESMREBHIEL TYRIFFETE4L
(Not characterization) |&¥IBF LT, REBEE T, VRIFHBEICAWSN\YF—FDF—X2T71LLT
FAITAORHBRBERYEFEFTLSA, NEDO1 FATIRIDFERESIALTLVEL, Chid, 5F
MENT—2EAFTEEM oz EEZLNT- FRMEHIEDEL),

@ EEL5NAMECTEHETCE LA EYE

3B (THIOEDIIZII—TI, ERSTY, 1,3-TEVIY) THot=,
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(2) e rEEYXY (BRA)

EMERE(RA)URIIZONT 2 MEBEDHIEEZLLRLI-ERER 18 I12RT,

& 18 Results of risk characterization for Human health (Inhalation) (n=82)

MOE=UFs

MOE>UFs

Can not
Calculate

MOE

Can not
MOEENv,<10 10§ MOEENv,<100 100§ MOEENv, Calculate
MOEenv.
Ministry of
The Env. More Not
Further work Low priority characterizatio
information n
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Appendix 2 Human health (Inhalation) (n=283)
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Appendix 3 Human health (Oral) (n=283)
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1. Health and Safety aspects of Codex decisions and recommendations should be based
on a risk assessment, as appropriate to the circumstances.

2. Food safety risk assessment should be soundly based on science, should incorporate
the four steps of the risk assessment process, and should be documented in a
transparent manner.

3. There should be a functional separation of risk assessment and risk management,
while recognizing that some interactions are essential for a pragmatic approach.

4. Risk assessment should use available quantitative information to the greatest extent
possible and risk characterizations should be presented in a readily understandable

and useful form.
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