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The guidelines related to the study reports

for the regiétration app]ication‘ of pesticidé _

‘Appendix to Director General Notification,
No. 12-Nousan-8147, 24 November, 2000,
- - Agricultural Production Bureau, o
Ministty of Agricalture, Forestry and Fisheries of Japan.

ek X

e “"N‘otei‘"TiliS"'trélnslation"is' made by Ministry 'bf'Héélth,’ Labour and |~~~
Welfare. In the case of any discrepancy between the Japanese| -
original-and the English translation, the former will take priority. -



(Appendix)
E Regardmg spemﬁc details. of test results
The specific ‘details of test resulis in regard to the efficacy, phytotoxmlty, tox1c:1ty and
persistence of agricultural chemlcals that should be presented by an applicant for registration
(lqeteinaﬁer referred to as “the epplicant”) of sueh chetnicals {does not include those having
niicroorggini_sm‘s.es active ingredients), based on the stipulations in Article 2, Paragraph 2
(including cases to which Article 15.2, Paragr’aptt 6 apply) and in Article 6.2, Paragraph 1
(tncluding cases to which Article i5.2, Par_agréph 6 apply; same below) of the Agricultural -
Chemicals Regulatiort Law (Ne. 82, 1948; hereinafter referred to as “the Law™) are as follows.
(1) Test results in regard to efficacy - ' '
Test results in regard to efficacy against the relevant dlseases or insect pests (test results
in regard to efficacy with respect to the applicable crops, in the case of chemicals used fo
) promote or euppress tahysiological functions of crops, etc.) ‘
_(2) Test results in regard to phytotoxm:ty ) |
a Test results in regard to phytotomcny with respect to apphcabie crops
b. Test resuits in regar.d to phytotommty with respect to peripheral crops
c. Testresults in regard to phytotoxicity with respect to succeedmg crops
(3) Test results i regard to toxicity '
Acute oral toxicity test results
b. Acute derrr;al toxicity test resuits
Acute inhalation foxicity test results

S

‘Skin irritation test results
Eye irritation test results -
- Skin sensitization properties test results

_ Actite neurotoxicify test results

T oRorhoe

. Acute delayed neurotoxicity test results

90-day repeeted dose oral toxicity test resulis

by
11

21-day repeated dermal toxicity test results

Do e

. 90-day repeated mhalauou tomcﬂ:y test resuIts

St}
H

Repeated dose oral neurotoxmlty test results

m. 28-day repeated delayed neurotommty test results
\ n. l-year repeated dose oral toxmxty test_results

o. Carcinogenicity test resulis ; ‘

p. Reproductive toxicity test results

a- Teratogenicity test results



r. Mutagenicity test results
s. Pharmacology test results
t. Testresulisin ;egard to prQSchtiv;e_fate in ammals
. Test results in tegard to _prospecti\;'e fate in plants
v. Testresults in fegard to prospective fate in soil
w. Test resulfs in regard to _prospective fate in. ‘water
x. Test results in regard to impact on aquatic animals and plant’s ' )
¥. Test results in regard to impact on beneficial organisms other than aquatic animals and
plants ' 7 _ ' _
z. Test results in regard to the propertles stablhty, degradability, ete. of active
mg;red:ents N P -
aa. Test results in regard to water pollutmg propertles
{4) 'I‘est resulis im regard to- per51stence
' a. Test results in regard to persistence in crops.
b. Test results in regard to persisténce insoil -
II. Regarding conditions relevant to pref:ﬁraﬁon of test results
- The test results cited in Sectton [ must be obtained by lmpIementmg the tests cited in the

‘ “Test items” coiumn in-Appendix Table 1, on the baSls of the condl’aons mted inthe “Condmons

Necessary. for Implementing Test” column in the same table The test methods are to be those
stipulated in the appendix entitled “Guidelines op Prepa:atlon of Test Results Submlttad When
Applving for Registration Of Agncultural Chemicals”.

. [II. Regarding formats of test resulis _
The formats for test resulis that should be submltted are: Summary of Study Report,'

- containing'a summary of the fest results cited in Section I, and Test Data Report.

V. Exceptmns as regards submlssmn of test results

If there are reasonable grounds as regards the type of actwe. mgredxents inthe relevant . .

_-M:agrtcuIMral chemlca} s listed in Appendix Table 2 or elsewhere, or its formulation, method of
use, etc., for regarding submission of some test re_sults as unnecessary, the apph_cant may submit \
preéent said reasons in writing instead of said test resulfs, the. stipulations in Section, I
" notwithstanding. | . | '



“agricultural chemical. _

V. Regardmg substltutes for test results
D) If some of the test results that are to be submitted with an application for agncultural
chemical registration have already been submitted with another registration application, and
if it is deemed possible to use these test results in reference to the agricultoral chemical
' . concerned in the relevant registration, the applicant may submit a separate Teét Chemical
‘Results Substitu’tion Form (see seiaa:ate formj in lieu of tﬁe relevant test results. -

In such cases, if the party submitting the test results to be used is not-the appllcant A
document must be attached in whlch the applicant states that hefshe has no objectlon o
submission of the test results that are to be used. _ L

{2) If some of the test results that are to, be submitted with an application for agricultural
chemical reglstratlon (limited to Section [ (3) a-c and t-w, and (4) a and b) have already been
submitted with another reg;stratmn appllcatlon 15 years or more previously, and if it is
determined that the agricultural chemical that is the -subje(;t of the present application for .
registration has the same components, physical/chémicai properties, toxicity with fespect to

" humans and livestock, and other characteriétiés, and i5 a chemical that has been registered

-V_IS or more years previously, the applicant may submit a seiaa‘rﬁte Test Chemical Results

Substitution form in lieu of the relevant test results.

VI Regardmg requests for additional test results, ete.
Based on the stipulations in Article 2, Paragraph 3 of the Law, the applicant may be asked
to submit test results etc.’in regard to the agnculmrai chemical apphed for, 1f these are deemed

necessary for exammatlon in connectlon with reglstratlon

VII. Regarding submission of reports on foxicity of agricultural chemicals
_ Insofar as possible, efforts should be made to submit to fhe Minister of Agriculture,
'Forestry, and Fisheries of Japan information that is obtained regarding toxicity of the
agncultural chemical concerned in'the appllcatxon In addition to test results cited in Sectlon [

(3), to help in assuring its quality and safety. The same is true after reglstr-atlon of the

VIII Regardmg the handling of ﬁndmgs as to the toxicity of agr;cultural chemicals_ :
" The appl:cant should make efforts to publish ﬁndmgs obtained in tests regardmg the

. toxicity. of agricultural- chpmlcals and as cited in Section I (3) a-s, under the anspices of a

scientific association or in a scientific journal, as a rule within 3 years after registration.



IX.. This notiﬁcati;m applies to test resulis in regard to efficacy, phytotoxicity, toxicity, and -
persistence that are submitted on arid after February 1,200 1. However, it does not apply to test
results regarding agricultural chemicals that are aIready registeréd or to agricuitural chemicals '
that have the same actwe ingredients as agncultural chemicals ‘that are already reglstered or to
requests for changes in registration, as stlpuIated in Article 2, Paragraph 1,- Article 15.2,

lParagraph 1, and Article 6.2, Paragraph 1 of the Law.

-
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TAREFE S THER, —FEEZSITECESS THRHBRE] (default LOD) &35
ALY H B,

@ BEMEBS TR, BRF2EBRS (Scientific Comittee on Food) ioXt LT, ~E—7—
FioBITABESEnBEEREL LT 0.0lppn PEYTHEINHBL. 199 7E-F0ES
BHTHWE, ERTE, ADOLEPTELREEHORNIA—THAHIRIX, 0. 0lppm 23T
EAEDOBRIIBNTESTHLLE LTINS,

@ BHPFEZEBSON T, LSROBEERE 48g/Kebw/day L HEEH L, BRMNERSNHBR
TAHAFEEEAE 0. 0lppm & L4, AD I A 0.0005mg/kgbw/day L F Thivi, ADI ##8
ZAHFARBHENRSHD, Fh, 0.0lppn FEHEHFMICE I bO TV, ADI B
0. 0005mg/kgbw/day % ERI 254, 0. 0lppm B2 S M ERARLABILSITEORBEICHTE Y
AT EHT LB T T HO TRV EERIITTV5,

STV,

B, EUDORTF 47U R MRIZOWTIE, EL 1 TE3 AIZRMESEBRICATERE
HAZESE, Ao REBOREEESORTE. BAZhWSZ LT NA,

(3) HUF4T YR MHERTS 22— KO

Za—Y—Fr FZBW TR, REERELES{AREERELERE LT, BESORE
HEME (MRLs) #HEL TRY, 2020 T EIOKESED LN THAREDANOBIER
MEROEERED SN TWABRETCEIED WS OIZEA SR, 0. lppn 282 2T
aEE] £ LTW3A,

—HEEDT 198 THFIHFTFOFAESBIZLTREENZHDT, ODFDHEF 0. Ippm
B—RICHRERALZZONTEY, EHOECORHBRET20TIHRS, —BENELR
ARZEBHERNEEZEZ LN, QFOYUBFERA SR TV E2TORROEMTME TM
DIz L 2REZFEHEMG. 0. lppm LN ThHNTEMEZEORER VI EBHLNI -T2 D
SIESEREINE,

BREOSITENHEEESNRTWASBIZBNTL, AR\ T, BEEFIDRins
WA B OAEEERICBREFROFZHMEEFES70IT, 0. lppn 2 —EKHEL LTED
TWAP, REBEEENEEBEGERGAP)ERETIFERTHAZ E0hD, GAP [0K-3
% 0. lppm L DIBEVWEER PREELREREELIRETIFHEI - T3,



M ~#EEREH SRS BREREE T SRMOEEME

—BEEOBEAMNR L RIBEREISNTIL, BRolBY., BEEENBREISL T ARNEK
. ThbbReNRBERRSICESENO ) A FFEERREN TRV ERERETNE DL
No, TRNETIREFDOV R 7FMEToHREOEEHEOFMIzESE, YTEREDES
I OW TR T 2 0ERH 5,

1 ZLHRBHEEZSIIESEND Y R 7R ST BIRE D2 LT E

(1) BEFICET2HOTHRVE, T2HRBRESICESEYO ) X2 B ERe Eh T
WMEZEHHEIZOWT, FESNSBRERLTMLAESIIKRO LB,

5“_!‘!

@ JECFA (FA/WHO SRBSRFNMEMAREE) CEHT5FHOFE
(3CHR 2 ¢ Evaluation of Certain Food Additives and Contaminants - Forty-forth report of the Joint
FAO/WHO Expert Consultation on Food Additives, 1995)

BFEORZE2HFMcB N T, BEHFEHE+S TRV EEHEITSWVWTIL, FESNIEBED
BifE% 15ug/day & LTS,

JECFA 2B\ T, FEBRLOBEES THILOREN &, FEOAR~0ERBER
RO TVWD I & RCEFROMERNZ I — TR TH A L R % 2, BT —20n2 L
WIHE E S DEM 2R OT SR EREITTT O DI ihEEERE TR R L. A8 - B -
BHECET AT 2RV, HEREICE - THlT5 Z L LTI 5,

Hikrh ik, OE2 7 205, OXREREW~ORHMOTR, @FENEEIHEY 5 25
DO ARBRERETHINED, OBEH 2 VIXFORMHYBAKRES TH L0, OYNEDhYE I E
A (NOEL) AERT2EREME T CHoR 2RS35 R UGFHEER 1.5 1 g/day BL
RTHAIPERERL, MEATHI LEHBEAI LRI YW TRESHICETABRENR2NE L,
HrH A2 DS OLEMT — 2 BMETHBE LD E LTS,

@ FDA (KEERSEESR) I2H1T5ME 50O
(3CER 3 : Food Additives: Threshold of Regulation for Substances Used in Food Contact Articles; Final
Rule, 21 CFR Part 5, et al, 1995)

BRRDLOEEMFEORMBERRFMPOREN S FEShIREROMIIEL 1.5 g/day
ELTW3,

BRI, B  AECRACERASHAWED Y b, TORSBERICEAH B WITIREA
CTHBELRHLBITONT, SEPEEERALZEOERPRED 05 ppb LT THEZ &M
RSN TWS, HI2WVIEFRIEND (Zhid, —B—AYD 15 =127 273 AUTORS
BAORBE (—H— ANV ERAERBIOEREESREFNEN 1,500 75 AEBE L-BE)
YT S,) BE. YEPEIRECEEEFED ARERBIIE LTV IRNn R L, &R
BT AHANLBRATEELRELTHS,

@ BEBET BRIk

EROERTCOOD—HOFMARIL & 7 - 7= B EHIRE{E (Threshold of Toxicological Concern:
TIODE 2 ik, [&RMTOEFHEICET 2 EHENRE—SHRBROLEM ZTMET 5 -H o
ERABIFE] (OIMk4 : Kroes, R. et al, Threshold of Toxicological Concern for Chemical



Substances Present in the Diet: A practical tool for assessing the need for toxicity testing. Food
and Chemical Toxicology, Vol. 38, No.2-3, pp255-312, 2000 ) 22Xt LHbh T3,

Z OBV T, Munre #5255 1996 FO{LFEPE T — FZX— 22T, BB
EREBAMELAOFEFMEEE GRRREN, e, BAFEHS) o FRA M EEEL.
FULZEHE T —H_N— A% b LITEEH LI RERAM T FRA v FinbRDE 15ugt ME®D
TTC BERAMUAOEMTEHEE 2 L ENITHIS—T AR E S EEIDIEDICERI .,

TR ORER., IERBAMET Y FRA VM, WTFRLEBAMED Y FRA P I OREREL .,
FERAMT Y FRA 2 MZESS 15 g/ MA L WS TTC iLEYARELEBEZTTLOTHD,

[BRPICFET A (EERE L ARERGEORETHE TS, BTV X7 13EbRvn) LS
SHTWG, 2B, BEAMZ Y FRA Y FORBIZHE > TR, BRADEEVAZEI100F

SD1EEIANIEERLTE LTWA,

T DA, RO H D,
(K5 : Munro, I.C,, et al., A Procedure for the Safety Evaluation of Flavoring Substances.,

Food Chemical Toxicology Vol.37, pp 207-232 (1999))
{3k 6 : Kroes, R., Kozianowski., G., Threshold of toxicological concern (TTC) in food safety

assessment. Toxicology Letters Vol.127:pp 43-46 (2002))
(3CHR 7 :Kroes R, et al., Structure-based thresholds of toxicological concern (TTC): guidance for

application to substances present at low levels in the diet. Food Chemical Toxicology Vol.42,

pp. 65-83 (2004) )
(2) ZEWMIZBET3YA7FHERR SN BRESOZSMETM
CRRICARETARBICET AREORED T DICEIE CEM IS ADL (240 235 RO
EFEAYIC JMPR TEME S 417z ADI (224 f238) @55, ADI OEWVERICOWTIBTO &

BYTHB,
RS . ADI ¢ g/kg/day)
FILR)Y 0.1
FaILEY) 0.1
FFIERR 0.11
FITRR 0.16
TR 0.2
2470z )L 0.2

o BERRETIE., TVYEY Y, TAAUFRIVERLYy FY CVORFITES LTS,

- REBCERE T AERRCETEBEORECEDICRABE TIHEB S /s ADI (29 By
MEER) RUHEEEANC JECFA THM I /- ADT (54 BMREER) © 5%, ADI DEN
BMAHERRIIOVWTIZUTO LB Th 5,



BYAERRS

ADI ¢ g/kg/day)

ovyJTFo—n 0.004
FERYAST 0.015
BEEgL RO 0.02
BB AL 45 ZTA—) 0.03
IRMSYFH—N-178 0.05

2 BESORETM

EEo1d (1) OOJECFA 1B 2 FRFHER COXKEF D A OBERM OFE BT
AWLnTWAFESNIZEREORME (15ugday) #HEDS Ok THRE LAHFEE0.03y
glkg/day) L 1D (2) @55, FEERR/NTHIEE (TALFIV V) RUBHHERS (7L
TT7u—/) BEMIZ0.0lppm (10ppb)EE 72 L RETIHS. YZEESOFFINIRER
WWETIEROBRKROLBVRAEINE,

0.1 4 g/ke/day 0.03 1t g/kg/day 0.004 ¢ g/kg/day
o BEG LKD) | BHORCRORUIE | DO 7 Y
AA R HTBERNRT MIEDAITEITE | D
JMPR OFHlI- 351 | EtEr 0
% F /Ml (1.5u g/day F5) JECFA OFFiC 3
' B RME
O.OIPPE(loppr%?g j 0.1 ¢t g/kg/day X 50kg | 0.03 1 g/ke/day X | 0.004 i g/kg/day X
BERETAEESIC. F . : )
mEnsRERICErs | - 10ppb (Melkg) | 50kgt 10ppb 50kg -+ 10ppb
ok ] =0. 5kg (500g) =0. 15kg (i50g) =0, 02kg (20g)

HEXERAECLESKAMHO—-BEIE (EEREYH) 1. FRUJECFA R UEHEMSEDANC BT
LEMZPHBEICHYTAREHORTHS 150g %, XEBRSE2TORGAFES> TS,

(BERFHFE (ERR 10~124F) ItHS<—BERE)

BBEY —Hdih ofRiE (ERETFH)

2 190g
g 118¢g

RE 56g

NI A 47g

I A 46g

7L AR 143g
BREY - BRI L& 36g
40 - FRMT A 21g
50 - HIPI LA, 20g




Vv —#EEOREDEZF V//
KDEZFICETE, 0.0lppm &) —EBESRETH,

(1) BRAMCBWTERShABEES Y, —BIcFoERICATL, EEA P TEE»&RE
#iz, FEHNSERCERREL YORBOL SICER SR, SRERENIBEDSI L TE
DFERFE L EWHTFMICE S BEEZERREEIND, #-T, —HEEHET, AN, YZE
EEDOFASEDOLN TV VAERZIIRETABSICER SN LOTH A,

(2) JECFA, XEHF D ASOER2EFHMIIFCHEBERNDEICET I b0 TIIH 25, L%
MEDEEH LV IBRPOREFIOVTHERTELSLDLEZZLNDI b, FESH
HZEEEOREIZSNT 1b5pgday ZEEETHZ LRI —EBOSBERHLLOLEZ BN

%, TOHEEIX., AR—4AEICbEERLEBACBWTLELRBRETEXI3RBLESZ SR
T3,

v/(3):niﬁtﬁﬁﬁld@%%KJMHi&UJHFAT?%éﬂt%%&@@%%E%%
(41 9BERE) OFE—FERE (ADD) O4» T, (2) KBWIHRESNIZEZERORET
%51m@mwammgWEﬁ%QMMT%éowug@@m%ﬁm%m13@%%E%m@;
D0 TH) THHZED  Lhpglday @ RBOHRETLTE M ThAFEZL ST
728, ADI A5 0.03 ¢ glkg/day K L i SN B BEETH- T, %E%&H&wﬁﬁw%m
é%@homfﬁ BRAMEEOBRBIZLYVAD I XRETERVEBIES LR, A oBRES
BIZSHTERFED., Rl L LTERBTAZLAELLNS,

(4) RIZERIRER 0.01ppm BETHRLE 150g FRTH L, UZBESOREEN 1.5 g/day
ERBNR, OFBERRAP—AEBCOEVERLEABSIIBWTLELPBRTEAIRTHE -
¢, QEECHENCEREREMCS L 150g B2 3L 0IKOATHAZ L, @KIZHOWVTIE
BEBHEILTEY., o, BEREEONESRCL Y BEROEESOERRHECHRE S
IRl EELIDE BESOBRENTESNIREROBL THS 15ugday Z—EEich
EOHADIEEHOBRVLDEEZILND,

Vﬂ5)ﬁ%ﬂﬁ%?é%%%ﬂ@?éﬁ??%7yxFﬂﬁ%ﬁlbfwéﬁﬂﬁﬂ\&mmmﬁ%
0.1ppm & WHFEHC—EEERREIN TV, 2B, RAHEECEARRE S NN ESIC
BWTHE, 0.0lppm & W) —BEENREIN,

V ARFEGREEZERSCBITSFRRN

MBI ERELE2EZESITBNT, FR1 7TE4814HEVPREAB 2 1 H, aRLekRE (CER
15FEERHELSE) E234&F 1 HESBOREBIIESERLICERE T 2BESCBT IR F
47V X MRIEOHEMNIBEIREFZRTON, AA 288, BEASEARIIYL, HEEiEsr
BRETAHEORARRZERLROZEERERICETIBRAPDEERE T RELEXHAFHIIO>VWTE
REBEXRITORER, YEBROPI—HEEOREIZIBET 2 OIS TTWehot,



. ADREDKNE

A DI OBRE

able Daily Intake : —RiEEEAE) ¢ o
&‘@1@#@5&%&%0%&?%

@ NOAEL(No Observed Adverse Effect Level : ESHE) ¢
TIRA, v M RPRGEEDREBHIIC. WROEEEEXTEEE
HBEAGEETRDLS. COHRTHEEEREELNFOSNEVERERX




