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Notification that prescribes the standard to be satisfied bv test facilities, etc. pursuant to provisions of Paragraph 2. Article 34-3
of Ordinance on Industrial Safety and Health

(Notice of the Ministry of Labour No.76, Sept., 1, 1988 )

SECTION II GOOD LABORATORY PRACTICE PRINCIPLES
$25 GLPEFA

1. Test Facility Organisation and Personnel
1. HEREESOBEBRVEE

BRI (C [ ROBIRZITEE BIRBEZENBINUIBSR,

For the test facilities, etc., management shall be stationed to carry out the following matters.
25 B
EEERE & ~ N N . .
1.1 Test Facility Management’s Responsibilities 3 [63$95 165{#‘15%603%] EE®%3 2 ﬂEB$IE (2)/( EE-I! 1 IEG)[;KGJ$IE%'?T5J(:(3\ Egéiigb\gk\)
1.1 ESEmEOEE Section 2 _ 117506859, {BOBELLTITHE, ZORREHRT3EESOMETHR L.
Organization Article 3
Management (Kihatsu No. 603, September 16, 1988] No. 3. 2. Details (2) A. The purpose of paragraph
(1), "conducting the following matters," also means that not only the Test Facility Management does it
by himself/herself, but also lets proxy conduct the matters and check the results therefrom.
(1 HEO®RE) ----- SREEMORAEIEEHOREETSHERMNEN BRI NEEHE(GLP)I[CEFUHER
HEESFICBVTITONINECLLL. COTE %%, TNETNFHBASRELVTHELZEDTHS.
+1 (No. 1. Purpose of enactment) ---two standards were enacted as Notifications of the Labour
No. 1 Ministry, providing guidelines for investigating the toxicity levels of new chemical substances, which shall
BBFN63F98 1681 ' be tested in accordance with the standards of investigation of toxicity (Test Guidelines), and the
HREECOIEFEBE investigation of toxicity shall be provided at the test facilities that meet the necessary standards to carry
out investigations concerning the levels of toxicity.
Kihatsu No. 603, (1 2BWEBE) (2) AEEE, B2615BEORIRICRULERBE IR RN B I REEE |ZE(C,
September 16, 1988 OECDOGLPRUEPIMEEBICE IGLPEDEESHCHERL TEDILED THBIL,
3
(1. General matters) (2) These standards shall be determined in consideration of consistency with the
1. Each test facility management should ensure that these Principles of Good No.3 ,(,)ECD principles of GD.P and the other domgshc IaV\./s.and regulat|on.s. regard'!ng GDP .b.ase(.j on the
Laboratory Practice are complied with. in its test facilit standards to be provided at the test facilities providing a mutagenicity test" as specified in Annex 3 of
Y P ! Y. Notification of the Directive-General, Kihatsu No. 261.
1 ZEEEEEIGLPRRINGHERIMBERMN TESFEN TSI L ZHERUAITNERSR, EEERER, LR EFCSVTEOEERRIEEE Y 3E TRINERSR.
2| The management shall be the person who supervises and controls the operation in the relevant test
facility, etc.
2E #R: ERAEESSE (C (L. ROFEZITOEEEREAZEIBITNEREEB.
EasmE 3% For the test facilities, etc., management shall be stationed to carry out the following matters.
Section 2
Organization Article 3 EREMRIIEEENSIREINCOERICEDHIEENSDIRRHIINTHEREESE ICEESN, b, HERTE
Management 1 Bl LDYZRBICHTIZIEIRBEN BESN, TOBRIEBFREINTVSLETER I D L.

6 | To make sure that all deviations from the standard provided in this notification notified by the
person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.

ERFEESSE (L. ROFEZITOEEEREAZEIBITNEBREEB.

2. At a minimum it should: 2E MR EEESIEE o For the test facilities, etc., management shall be stationed to carry out the following matters.
Sec.2 Organization BT 1 - -
2 BNE. LU FOEEEERITINETHB. Management | ~ricle 3 HI&SCBRE00EN. RROBELEROHHELEE

13| Matters necessary for proper conduct of the study in addition to those set forth in the preceding
items.

ERAEESSE (L. ROFEZITOIEEEREZEIBINEREB.

For the test facilities, etc., management shall be stationed to carry out the following matters.

a) ensure that a statement exists which identifies the individual(s) within a )&
test facility who fulfil the responsibilities of management as defined by these ﬁzmﬂ% 1 BEOHE. IIERVEHEERICEIT 3R R EEAS M T I EBZFR T,
Principles of Good Laboratory Practice; ==8 3%
Section 2 . 4 . . - ) .
Oraanization Article 3 To prepare records concerning education, training and job experience and documents to clearly
a) COGLPIRAICERENTVWSRLIIC, EEEBEOEHBZRILVTVWSEANZIFET XS Ma?wagement indicate division of duties of the personnel.
HERERIBER P (CFFTE I D EDAREIE. i N
R EEEBE, LSRR ECH TR OESERIEEET 3B TRINEESBL,
2| The management shall be the person who supervises and controls the operation in the relevant test
facility, etc.
ERAEESSE (L. ROFEZITOIEEEREZEIBITNEREB.
For the test facilities, etc., management shall be stationed to carry out the following matters.
HERCE(C, HEZERBROBIIARTIC, HEER(OVTTHARMER U EREBIZEDI5I5RTEEEEIERT
e
1
For each study and before starting the study concerned, to nominate a study director among
- ‘ people with sufficient knowledge and experience on the study concerned.
25 R
B EEE 35
Section 2 Arti:re 3 1 SHBRCEIC, HEHBROZRITICWERHBE T2 TEE X IHEFERRZ B I 2B DI5NS. He%tiRzE
b) ensure that a sufficient number of qualified personnel, appropriate Organization WHOIBIFICETIDIC+ D BEOHERICHTITIE UTIREIEVS,) ZEEIZ L.
facilities, equipment, and materials are available for the timely and proper Management
conduct of the study; 2 | For each study, to allocate sufficient number of people engaged in the study (hereinafter called
the "personnel”) for performing the study concerned properly and opportunely among people who
b) HERZEIFNDMBEIE(CATIESHIC. T REDBERS RIS LB R %R, HERUMR have received necessary education or training for pursuing the study concerned or who have
MEREIN TV ZEDRESR, sufficient job experience.
10 EFHEREER TSI L.
To prepare the master schedule sheet.
e L mrunr o erufes e ERMEEEEF(C(S, HERDBIEREMEIERT S B ER I, BB TDMDEIE (A THIC [EElEVnS.) ZEa
35 sk MUk 5%im BHERBEL
Sec.3 Facilities and 9% ) e
Equ!pments Article 9 Test facilities, etc. shall be equipped with the machines, apparatus, and other equipment (hereinafter
Equipments . " . " . .
simply called the "equipment") necessary for securing the appropriate conduct of the study.
_ - o 2E HE HUBRMEERSE(C(L. ROFRZTOEEEREZENBINEBREBV.
c) ensure the maintenance of a record of the qualifications, training, EEEEE For the test facilities, etc., management shall be stationed to carry out the following matters.
experience and job description for each professional and technical individual; Section 2 3% 1
S . Organization Article 3 BEORE. NIERYHEERICAIT3RFIYICRENEEBS NI ZXEZ R IEL.
¢) HEBFIMBRUBAMECBITSEME. SR, fZ8R. WBEDFOTRORECH:E. Management 4 | To prepare records concerning education, training and job experience and documents to clearly
indicate division of duties of the personnel.
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Monitoring
No. 1 OECD Principles of Good Laboratory Practice (as revised in 1997) | Notification that prescribes the standard to be satisfied bv test facilities, etc. pursuant to provisions of Paragraph 2. Article 34-3
OECD GLPEHI of Ordinance on Industrial Safety and Health (Notice of the Ministry of Labour No.76, Sept., 1, 1988 )
d) ensure that personnel clearly understand the functions they are to 25 1AM SBRAEERSE(C (L. ROFRZTOESERHEFTEIRINIE BB,
perform and, where necessary, provide training for these functions; EsmE o For the test facilities, etc., management shall be stationed to carry out the following matters.
! ! ! - 37'<
Section 2 . 1
d) BEENTMT N SRHE BIRECIBARL TL\BCL OMERR. RUMBEIISU. CHAOMHSIC | Organization Article 3 HE N T ORBE AHEICRIEL TSI LEHRL, RERIBAICE. MEOBER BHIRETIL,
B9 35l E 525E, Management 3 | To make sure that the personnel clearly understand the duties and if necessary; to provide
education or training to the personnel.
ERAEESSE (L. ROFEZITOIEEEREZEIBITNEREB.
For the test facilities, etc., management shall be stationed to carry out the following matters.
BEREFIRER/ERL. XU I L.
To prepare and distribute the standard operating procedures.
e) ensure that appropriate and technically valid Standard Operating 25 Ak
. e 1 e AL e pe . . N o Article 3 (2)F H1EEISOIREREFIEE 12ERRUILEE R TOBMZ SRIEEIRVEFIRE (S L THLZE, T,
(e) WEIH DM CZ HIMREEIREFIEZ (SOP) MERLEN. IBSFENTULBEDE Organization s - . o435t 4 e o
] ) . = [FES =  YBEE T iR [EES M o
2 Fh . FATOSOPOEAL METERDECE. Management g |BREMEFFIREEEELLLED. HREEDR ARV B{IZZZARERFFIREICEE L TH<L

[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details

(2)H. When creating the "standard operating procedures" referred to paragraph (1), item (ix), the
date shall be included in the standard operating procedures. Also, when the standard operating
procedures are changed, the reason for and date of such change shall be included in the standard
operating procedures.

SUBRAEEE S (C(3. ROFIRZITOEEEREHZEIBFNER5B,.

For the test facilities, etc., management shall be stationed to carry out the following matters.

SRR OIS LABIER I B,
To prepare a quality assurance program.

(63fF9A16H{IIEFR6035]15EDHE3 2 FHMAPSEIA
(2)N F1EE7SOMEFEMHRIETOIS L IZERUIZEE(E, ZOBNZ SIS IR IO S M st 8L T,
7 |&Fle BRI OIS 02 B EULEE(E HREEDORRRUB % LSRRI TOI S AL THLZE.

[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details

(2)F. When creating the "quality assurance program" referred to paragraph (1), item (vii), the date
shall be included in the quality assurance program. Also, when the quality assurance program is
changed, the reason for and date of such change shall be included in the quality assurance
program.

SUBRCEIC, HEZEHEROFIIARTIC, HEREBROOVWTHDRABMRVEERZEI2E (HRBR(CRIMEZIR )
OIENSERERAISEERBR I DL, LEL, BRI TEMIDHMERCHVT, SHEBRETEFNSOHRHICE
D& H%GRERICEAL., iR BB FOER U ERIERII R CLDESRTRE T FEMTONDEE(F, HiX
ERHRIIEEEZHER I B2 D THRIERIRRZIENTES.

For each study and before starting the study concerned, to nominate a person responsible for
quality assurance among people who have sufficient knowledge and experience on the study
concerned (excluding the personnel engaged in the study concerned). However, when the matters
provided in Article 5 are carried out by the person responsible for quality assurance nominated by
the study sponsor, etc. with respect to the study concerned, the relevant nomination may be
substituted by confirming that person responsible for quality assurance.

f) ensure that there is a Quality Assurance Programme with designated

personnel and assure that the quality assurance responsibility is being éi;ﬁi
performed in accordance with these Principles of Good Laboratory Practice; Jg:':tin 5 37% 1 (6349A16H{1IFER6035]1RDE3 2 MAFBIE(2)

) _ - o - Organization Article 3 I\ BRSSO (HZEHERICRIMME 2R ) |3, ERIERAIFEFBOPIIIZIBRI 21, SRR
N E?E‘I‘é?ﬁﬁftjﬂ’) 7A®?¥T£t%h(£iﬂ‘@“éﬂ%kﬁ_b\}‘§%E—Shtb\éztd)ﬁﬁﬁﬁ%&v%ﬁ’lﬁﬁ Management NZEFHAERIERIIFEB O REBDRIROEMCSIL TIBSBRVEVIMETHB L. Ffe. FROEBENS
SEDEFHNGLPERACAE D TRIESN TV EDAREE, EEEEEEREMRIEEEZRBL TIRSBVEDTHIILE,

[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details (2)

C. The purpose of "(excluding staff pertaining to the test)" referred to paragraph (1), item (v) is
that, in order to ensure the neutrality of quality assurance work, a person engaged in quality
assurance operations shall not participate in the implementation of the test subject to the quality
assurance work. Also, for the same purpose, the Test Facility Management shall not concurrently
serve as the person responsible for the quality assurance.

— SB1IRESSOMER |ZTOIURECHB VT, ERIHRIIEEENFEARITRTE I DM EITI DTENHERCA
DfeEER BEICCOBZREER DL, COBACE HERBEORMRUBRHZFERHRU THLE,

D. In the case of the "nomination" referred to the provisions of paragraph (1), item (v), and when
it is difficult for the Quality Assurance Personnel to fulfill the duties stipulated in Article 5, this
person shall be immediately replaced. In this case, the date and reason for the change shall be
recorded.

N SB1RESSOI HEIERICHRIBIENTED. I3, mMBREFEFICEAUEIRCEL. EEEEEORRZR
TGRS ERMERIIBEBZIER I DN TIHLLLBE TH DL,

E. The purpose of paragraph (1), item (v), and the phrase "may be substituted for the nomination"
is that the sponsor may nominate a Quality Assurance Personnel concerning the consigned test
following confirmation by the Test Facility Management.

EREFEASEEDSHENLCOERICEDHIEENSDEBNTATRERBFECEESN, HO. SHEREFE
BICLDEZEBICH I SRIEHEN BTSN, EOBRIEHERINTVSLEHER T DL,

6 | To make sure that all deviations from the standard provided in this notification notified by the
person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.
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g) ensure that for each study an individual with the appropriate
qualifications, training, and experience is designated by the management as

HERFEESSE (C (L. ROFEZITOEEEREAEZEIBIINEBREEB.
For the test facilities, etc., management shall be stationed to carry out the following matters.

HERC L (C. YEZABROBREEIC. HGHROVWTTDRIBRUEREFIZEDSEHISHBREEEEIERT
D¢,
For each study and before starting the study concerned, to nominate a study director among

Person responsible for
the archives

the Study Director before the study is initiated. Replacement of a Study 25 fRfE people with sufficient knowledge and experience on the study concerned.
Director should be done according to established procedures, and should be EEEIEE 3%
documented. Section 2 Artizre 3
Organization (634F9A16A{TIIER6035]1ED%E3 2 MIEIHE
g) BERERNEI BRI, BAEMSE. IR, EREOOEANRREEELT, EE Management V20 g ms—solse e oreacsuT. MRREENSNLCHES SMBL2TIsc R
BEEACIVEDRSINTUVSLOMES?, SEBREBEEBORZE (G MESNLFIECHE>TITOHN SEEEF. B5ICCOEETEBIRZIL. COEACE. Y%EBORMRUVEBBEEREL THCE,
RIINER5T, ZOREREZELESNTORINERSRR,
[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details
(2)B. In the case of "nomination" referred to the provisions of paragraph (1), item (i), when it is
difficult for a Study Director to fulfill the duties stipulated in Article 4, this person shall be
immediately replaced. In this case, the date and reason for the change shall be recorded.
h) ensure, in the event of a multi-site study, that, if needed, a Principal
Investigator is designated, who is appropriately trained, qualified and
experienced to supervise the delegated phase(s) of the study. Replacement
of a Principal Investigator should be done according to established
procedures, and should be documented. [No assumption of a multi-site study]
h) EEUSFERERICEVTE. BEBIGU. BT EENERIN. TOHBREEEBNEE
SN BRERPE 7 Be B I Db D@ (SRS NIz, BA&. iRBRZB I DELDTHDHIEDHEER,
MBREEEOZEF. MESNLFIECR-OTITONRINERS T, 2ZOREEFRIEXELEN
TUVRIFNERBIRV,
- e ERAHESSE (L. ROFEZITOEEEREZEIBITNEBRERV.
i) ensure documented approval of the study plan by the Study Director; 2% fHi EEEEE For the test facilities, etc., management shall be stationed to carry out the following matters.
! Section 2 3%
\ segac . e mase _ - - Organization Article 3
i) SR BB B LD BT L Lo TREREN TS EDRER. M;gnamelent ™ | BmiEERETe.
To approve the study protocol.
HEREESE (L. IBAICFRIHERICEL, ROFHETORIFNEBRSR,
The study director shall carry out the following with respect to the study related to the nomination.
SHERORARTC, SHERETEIZZ/ERL. SeRIPEXEBRD L. EEERE (FX2X I Gz EI3I5SI(C
HOTUL, SMEREFFAEFZEC. UTCOFRCBVWTREU, ) OFEGRZZ(IDELE(C, EFRHZEHL. HMZKRICRDH
BEEESDE L EMRIERISFESECXITEL.
1 | Before starting the study, to prepare the study protocol, to sign and seal or affix signature, and to
_2% R receive the approval of the management (in the case the study is carried out by commissioning,
Eﬂ%ﬁ%ﬁrﬂ% _ 47% the sponsor, etc. is included. This applies hereinafter in this article.), to state the date of approval,
Sec.2 Org§n|zat|on Article 4 and to submit the copy of the study protocol related to the approval to the person
Study Director responsible for quality assurance.
HERETEZZ2EF I 2L EEBREBOEREZIDLLDIC, TOEEUBMTNCZOZEEOHRE MUIER%
REUEZEKL. YENXBOELEZERIEFRISEECXITEL.
2 | When the study protocol is amended, to obtain approval of the management as well as to prepare
i) ensure that the Study Director has made the approved study plan a document that carries the date of the amendment and the contents of and the reasons for the
available to the Quality Assurance personnel; amendment, and to submit the copy of the relevant document to the person responsible for
i) REREAENARIN R EEHEEERIHB LB CAF I TV LORR., quality assurance.
ERMRIIETET. 18RAICRIER(CEIL. ROBIEZITHRIINUILRSR,
SE0E SR The person responsible for quality assurance shall carry out the following with respect to the study
BRI SEE related to the nomination.
= a. = AZ.
Sec.2 Organization Art?:re 5
Person Responsible FiEx. RBRHEER SR EFIEROSUERETEIL.
for Quality Assurance 1 | To retain copies of the master schedule sheet, study protocols, and standard operating
procedures.
ERAEESSE (L. ROFEZITOIEEEREAZEIBITNEREEB.
For the test facilities, etc., management shall be stationed to carry out the following matters.
2E 1A - ] ‘ ) )
EESIEE - EREMRIIEEENSREINCOERICEDHIEEISDIRRHIATHIREEE ICEESN, b, HERTE
Section 2 3T Bl LDYZRBICHTIZIEIRBEN BESN, TOBRIEBFREINTVILETER I D L.
Organization Article 3
Management 6 | To make sure that all deviations from the standard provided in this notification notified by the
person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.
ERAEESSE (L. ROFEZITOIEEEREAZEIBITNEREEB.
25 HEH For the test facilities, etc., management shall be stationed to carry out the following matters.
EEEEE 3%
Section 2 Article 3 9 SEREFIRE 2R L. RUBCMmI DL,
Organization To prepare and distribute the standard operating procedures.
Pk) elzlsure .the maintenance of an historical file of all Standard Operating Management o SRR EEEERIER T B,
rocedures, To nominate a person responsible for the archives.
K) ERDBAVSN TR —BOSOPOREDHSE. 25 i RENREBESD. RONOREOEBETOLFNIESIL,
SERURSSEE o The person responsible for the archives shall execute the duty to store the following items.
N L 75
Sec.2 Organization Article 7

TEREFIES
Standard operating procedures
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SUBRMEEESF(C(3. ROFIRZITOEEERH LR EIBINER5E,.

For the test facilities, etc., management shall be stationed to carry out the following matters.

AENRESFEEERIER IS,

To nominate a person responsible for the archives.

(63fF9A16H{ITER6035]15ED%E3 2 FMAPEIA
(2)b B-IEEN\SOMER 1ZTOHHECBVT. BRMRESEEN B LRICRTET W ZZITI LN EEHC
BOREER BESICCOEZREBIEDIL. COBEICE HEZBOBMRVERZECERU THlL,

I) ensure that an individual is identified as responsible for the management zfﬁjﬂﬁ [Kihatsu No. 603, Septembgr 1_6' 1988] No. 3. 2. Details ) S
of the archive(s); EE I?-IE% 3% (2)G. In the case of the "nomination" referred to paragraph (1), item (viii), and when it is difficult
' Section 2 Article 3 for the Archive Director to fulfill the duties stipulated in Article 7, this person shall be immediately
) ERHREEREIROR Y. BEDEEBNEDSNTVBIEDTER., Organization 8 replaced. In this case, the date and reason for the change shall be recorded.
Management
(FHk125F&ER135 (12.3.29) J(124F7H14BH1EFH4915)
O RHENREEFAE G REMRICHEERME. EAENEENBLZRIECT D2HCRIFERDIZED THY. X
[FRIOIERMREBEE |LERIIRUTHDTE, B8, 85%1IA35OHERMREMES | [COVWTHEIROEBE THd
tc
[Notice of the Ministry of Labour No.13, March, 29, 2000] (Kihatsu No. 491, July 14, 2000)
O The "Archive Director" has been renamed to clarify that test items, specimens, etc. are included
as storage objects, whose scope is the same as the "archives storage qualifying personnel" before
revision. Also, the same purpose shall be applicable to the "archive facilities" in Article 8,
paragraph (1), item (iii).
- e BRAEERSE(C(L. ROBEZITOESEREEZEIRIINERER
25 fHt EEEIEE
Sect|.on 2 3’% For the test facilities, etc., management shall be stationed to carry out the following matters.
Organization Article 3 -
Management 10 H@Mqat—to
To prepare the master schedule sheet.
EFEMHRITEEE L. I8RIERZHERCEL. ROBIEZITHRIFINUIRSRA,
B %2%"@@ The person responsible for quality assurance shall carry out the following with respect to the study
SRS ER related to the nomination.
Section 2 5%
Organization Article 5
Person Responsible EHER. AHRETEENVEREREFIEZEOELZ2EB IS,
_ for Quality Assurance 1 | To retain copies of the master schedule sheet, study protocols, and standard operating
m) ensure the maintenance of a master schedule; procedures.
m) EETEROFRIFOMER.
. s SUBRMEERSE (C (& ROFIEZITHOEEEEREZEIMRITNE RSBV,
25 iHiE EEEEE For the test facilities, etc., management shall be stationed to carry out the following matters.
Section 2 3%
Organization Article 3 o
Management 8 HENRETEERER IO L.
To nominate a person responsible for the archives.
|25 AR RENREEES. RONOREQEBFTHRINERSR,
AENRESES 7% The person responsible for the archives shall execute the duty to store the following items.
Sec.2 Organization .
. Article 7
Person responsible for FEHEE
the archives 1| Master schedule sheet
25 HERIERSICE, ROFELTOEEEREEENRINERSBL,
&= '_E'IE% 3% For the test facilities, etc., management shall be stationed to carry out the following matters.
Section 2 Article 3
Organization 1| EHEREERIZIL
Management To prepare the master schedule sheet.
e L Srunr o erufes e ERMEEE(C(S, HERDBIEREHEEIERT S ch i ER I, BB TOMOEIE (A THIC [EEIEVnS.) Zilx
35 sk UGl %@ BFNERSRL
Sec.3 Facilities and 9% ®
qu;nggz Article 9 Test facilities, etc. shall be equipped with the machines, apparatus, and other equipment (hereinafter
n) ensure that test facility supplies meet requirements appropriate to their quip simply called the "equipment") necessary for securing the appropriate conduct of the study.
use in a study;
n) HERMBEZOHERS - MR N EHERD LRI CEI R B ZImIL L TVD I EDFERR.
ERAHESSE (L. ROFEZITOEEEREZEIBITNEBRERV,
For the test facilities, etc., management shall be stationed to carry out the following matters.
28 Al — ‘ — ]
EsmE . ERMERIIEAENSIREINLCOERICEDHIEENSDEBN INTHERBEEEICEESN, b, SHRSE
Section 2 3_* HICLDYZRBICTTIZIEIEEN BESN., TORBRIEBHRESNTVILEER I DL,
Organization Article 3
Management 6 | To make sure that all deviations from the standard provided in this notification notified by the

person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.

0) ensure for a multi-site study that clear lines of communication exist
between the Study Director, Principal Investigator(s), the Quality Assurance
Programme(s) and study personnel;

0) EEUISPRERCHV T, SEREEE . SMEREEE. SRIERIITOJ A, iERIEY
B ORI CEAEEIREN DD L DHERR.

[No assumption of a multi-site study]
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1.2 HBREFEEOER

SUBRMEERSE (C (& ROFIEZITOEEEEREZENMRITNE RSBV,
For the test facilities, etc., management shall be stationed to carry out the following matters.
25 fA%E
EEEEE 3% 9 FEREFIESZERL. RUBCmI 3L
Section 2 Artizre 3 To prepare and distribute the standard operating procedures.
Organization Lo EREREEMIBIL,
Management To prepare the master schedule sheet.
11 HERETEZZ AR I DL
To approve the study protocol.
48 BREREFIRES . e
e e = FREBREFIRSICRHINESIEHG, ROESDETS.
Sec.4 Standard . The following shall be included in the standard operating procedure:
. 105
operating procedures Article 10
etc. | | BENMERUSRBNEOZ M, RERVIURNPITSIL,
Standard operating Matters related to receipt, storage, and handling of the test substance and control substance.
procedures
ERMRIEEEE . 18RAICRIER(CEIL. ROBIEZITHRIINUILIRSR,
The person responsible for quality assurance shall carry out the following with respect to the study
p) ensure that test and reference items are appropriately characterised; related to the nomination.
. J L, . 525 A
p) #ERYVNE L XHERYIE DR - BIENEL(ATHN TWDZEDHERR. (SRS ) o - ) o .
SAIRelL = ~ RN GBRE T E S M UMREIREFIREICH D TEEN. MO, SBRKIEN ST — A7 IEHE(CRBRL TV EZAREE
Section 2 2 TR, SR TO)SACEDE, RBRCLICEERVEREEMICT (HRBROEEICEU THERIICTS
Organization Article 5 cE.
Person Responsible
for Quality Assurance 3 1o carry out audits and inspections periodically or whenever necessary according to the nature of
the study, in accordance with the quality assurance program, in order to make sure that the study
is being carried out in compliance with the study protocol and the standard operating procedures
and the study results precisely reflect the raw data.
ERAEESSE (L. ROFEZITOIEEEREZEIBITNEREB,
For the test facilities, etc., management shall be stationed to carry out the following matters.
25 fRfE%
EEEIRE - ERHRIIEABENSREINCOERICEDZIEEISDRBH IATHBRSFES ICEESN, hO, HERFE
Section 2 3_* HCLDYZEBICTTIZIEIEEN BESN, TORBRIEBRESNTVILEER I DL,
Organization Article 3
Management 6 | To make sure that all deviations from the standard provided in this notification notified by the
person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.
25 AW EEEEE UBRAEERSE(C(L. ROBEZTOESEREEZEIRIINEREB
Section 2 3% For the test facilities, etc., management shall be stationed to carry out the following matters.
Organization Article 3 — .
q) establish procedures to ensure that computerised systems are suitable Management *’?‘zﬁ;*ﬂi*"ﬁ%&ﬁﬁm{\ RUBAIIBL. _
for their intended purpose, and are validated, operated and maintained in To prepare and distribute the standard operating procedures.
accordance with these Principles of Good Laboratory Practice. 45 1{3—‘%2%3‘%445?1”,3%% BREREFIRECRBINSEIAL. ROEBHET S,
(q) IE1-53RFLANBERICEBULTHD. GLPRAICR>TNUFT—>3>aNn., 8IS REREFIEE The following shall be included in the standard operating procedure:
N, BSFENTVBILEER I BHOFIBETEDDIL. Sec.4 Standard - =133
operating procedures | . 10F IVE1-9Y AT hOBIEOREBICBEITECL. (1295R135EM)
otc Article 10
Standard o.perating 8 Matters related to confirmation of performance of the computer system.( Addition by Notice of
procedures the Ministry of Labour No.120, Dec., 25, 2000)
3. When a phase(s) of a study is conducted at a test site, test site
management (if appointed) will have the responsibilities as defined above
with the following exceptions: 1.1.2 g), i), j) and o). ((ERimrh EEEEEORERU]
{No assumption of test site management]
(3)HERDHDEPEN' DB R ERIZPT CITHNBEF(C (T, SHERIBFIEIR SIS (BUEmEINT
WUE) (EL 1.1.(2) D35(9) (i) (§) (0) ZBRVVEIARTICHUTEEZE I 3.
1.2 Study Director’s Responsibilities 28 M 45 HRSEESE

Section 2 Organization, Article 10 Study Director

1. The Study Director is the single point of study control and has the
responsibility for the overall conduct of the study and for its final report.

(1) HBREAE IR ZEIR T IMHE—DETHD, TOHERDEALIIREIME RIRIRES(C
5FEHEI3.

25 HER

HERETE

Section 2
Organization
Study Director

4%
Article 4

HEBREEEL. BACRSFERICEIL. ROBEZTOHRFNEBSEN,

The study director shall carry out the following with respect to the study related to the nomination.

EROFIAENC, MERFIEFRZVEML . SERIFENREEBHAD L EEEEE (FFEE2RITHERERMETHHESIC
BT, HEREFESES L UTCORICEVWTHEU. ) OFEBERIHLLEIC, EKBEARELHEU. HZARICHESD
AERETEEOE L2 ERMERIITEEICXATIL,

Before starting the study, to prepare the study protocol, to sign and seal or affix signature, and to
receive the approval of the management (in the case the study is carried out by commissioning,
the sponsor, etc. is included. This applies hereinafter in this article.), to state the date of approval,
and to submit the copy of the study protocol related to the approval to the person responsible for
quality assurance.

MERGTEE 2L B IHLE . EEETREOERZRILLD(C, TOEEUHMNUNCZOEEONE R UIEHZ
U EZERL. HRXEOELZERMFRIIREECXISL.

When the study protocol is amended, to obtain approval of the management as well as to prepare
a document that carries the date of the amendment and the contents of and the reasons for the
amendment, and to submit the copy of the relevant document to the person responsible for
quality assurance.

SUBRE E E RV IREIRMEFIRE(CHEV SHERERMEIT 5L .

3 To carry out the study in conformity to the study protocol and standard operating procedures.
6 BRISREEZIFRL. ChICRRRPEIRIIFR T,

To prepare the final report and to sign and seal or to affix signature to the report.

BB ICHU, EERMEEICEI2EEZ1TIECDIC, BB ORBRINEZIEEL. RZ (LU, BUREEZHET 5
Eo

To give instructions to the personnel with respect to safety and health, to grasp the personnel’s

health condition, and to take necessary measures as required.

REARESOMEICLD., EBREEE GREBROSARN DR RAKIRE(CEEZBIDLZHRTE

According to the provisions of each item of Article 4, the Study Director shall be responsible for the
overall study and the final report
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SERSEE. BAICHRSHERICEL. ROFBHEEZTDORINEBR5RL).
The study director shall carry out the following with respect to the study related to the nomination.

f) BENLINTOET —INELEN. ECFRESNTVDEDFERD.

Study Director

2. These responsibilities should include, but not be limited to, the following 25 HEH
functions. The Study Director should: HEREEE 4%
o ST Sec.2 Qrganization | Article 4 & S(IBIFEE00EN. HROBIERRIEDHICLEREIE
2 TOBRMACEATOLONEEND INBICRESNSEO TR, Study Director 11| In addition to the matters recited in each of the preceding items, matters necessary for proper
conduct of the study.
ABRSESE L. IBAICFRSIFBRICEIL ROFBHZITORITFNERSE,
The study director shall carry out the following with respect to the study related to the nomination.
HERORALERT(C, SBRETEIEZ/ERL . SE BRI EEB A . EEERE (ZX2R I THRERMISIESIC
HIOTR, AREXEFESC UTCORICBEVTEU. ) DEBERIFILLE(C. EKBAZRREL. AR ICRD
HEREESOELEEREFRISERCGXITECE. (12F&xR1355E8)
a) approve the study plan and any amendments to the study plan by dated 25 #RM: Before starting the study, to prepare the study protocol, to sign and seal or affix signature, and to
signature; HEREITE 42 receive the approval of the management (in the case the study is carried out by commissioning,
Sec.2 Organization | Article 4 the sponsor, etc. is included. This applies hereinafter in this article.), to state the date of approval,
a) RERTEERUZOZTEZ(CELL. BIETALTOER., Study Director and to submit the copy of the study protocol related to the approval to the person responsible for
1 |quality assurance.( Addition by Notice of the Ministry of Labour No.120, Dec., 25, 2000)
(63F9A16A{TIIEFR6035]5EDE3 2 #iZpEH
(3)1 HE1BOIBEKRIRENE. HEDOERIMEREF(CHDOTIE. BRATEUSIARVIE, BB UTORELHITS
[BaRGIRENOBIRWNOVTE, RtkEd 3L,
(3)0 ZE1B5DOIFEGRIZRILE . TZOEZLHULEZIEKL. BEEIRE N IHBREXESZSOER UL
2RI b SR EEREBRETRB(ORMII DL,
HEBRSEEL. IBAICERSHERICEAL, ROFHETLRIFNEBREEL.
The study director shall carry out the following with respect to the study related to the nomination.
_Zﬁgjﬂ%‘é‘k . HERETEIS 2L E I 2633, EEBIRBEDARZZIALLEC. ZOZEUVBMINCEOEEORNE R UIEH%Z
AERESES a5 MU BEIERL . UBEOSLEERHRIISEECRITEIL,
Sec.2 Organization | Article 4
Study Director 2 | When the study protocol is amended, to obtain approval of the management as well as to prepare
_ a document that carries the date of the amendment and the contents of and the reasons for the
b) ensure that the Quallty.Assu.rance personnel have a copy of the stgdy amendment, and to submit the copy of the relevant document to the person responsible for
plan and any amendments in a timely manner and communicate effectively quality assurance.
with the Quality Assurance personnel as required during the conduct of the
study;
EEMRIEETEE. 18RAICRDERCEIL. ROBIEZITHRIINUILRSR,
b) (SRS BB SR GRRITEE L ZOEEEOE LA TV B OMR R The person responsible for quality assurance shall carry out the following with respect to the study
(EREMRITIE L B BRI TP U B (S URN RV NEREE B related to the nomination.
525 AR
(ARSI SEE HERNGHERETEIE MU REREFIRE (LD TEMEN. D, HERBRIENET — 7% IEFE(CRBRU TWVA L ZREE
Section 2 55 I3, SRRV IACEDE, MR ULICEBTRVEREZEMIC (FEROMEECHU TBRERIFHAICITS
Organization Article 5 <&
Person Responsible 3
for Quality Assurance To carry out audits and inspections periodically or whenever necessary according to the nature of
the study, in accordance with the quality assurance program, in order to make sure that the study
is being carried out in compliance with the study protocol and the standard operating procedures
and the study results precisely reflect the raw data.
. ‘ HMEREEE (L. BAICRSHERICEAL. ROFBIAZTLHRIINERSBW.
_ZE AR The study director shall carry out the following with respect to the study related to the nomination.
HERETE 4%
Sec.2 Organization | Article 4 o )
Study Director 3 ARG EE RO REIREFIRE(CHEL, HEREEI D¢,
To carry out the study in conformity to the study protocol and standard operating procedures.
ERAEESSE (L. ROFEZITOIEEEREZEIBIINEREB.
For the test facilities, etc., management shall be stationed to carry out the following matters.
25 R
c) ensure that study plans and amendments and Standard Operating EEEEE 3% 9 FERFFIREZ/ERRL. RUEMI DL,
Procedures are available to study personnel; Section 2 Arti::re 3 To prepare and distribute the standard operating procedures.
o o ) . ) Organization MENZOmMBEBRCERLTVAEEREL, BERMBAICE, MEOBERIRETITL.
c) iBRFTEIZE L ZOZEEE RUSOPHHERIBRECFIHTERLICTIROTVDIEDHEER, Management
3 To make sure that the personnel clearly understand the duties and if necessary; to provide
education or training to the personnel.
B8 (F. ROFBIEZTSRIFNUITRBRR,
2B 1M The personnel shall abide by the following.
=]
Section 2 67% HEREHE S W (JIREREFIRENSORBN BHESNELE L. HBRBEEICIREL. TOARBZRIRID L.
Organization Article 6 3 o _ _
Personnel When any deviation from the study protocol or standard operating procedures is found, to report
to the study director and to record the contents.
d) ensure that the study plan and the final report for a multi-site study
identify and define the role of any Principal Investigator(s) and any test
facilities and test sites involved in the conduct of the study; (#EEuEPRERERDIRERU]
[No assumption of a multi-site study]
d) EHUSFEEROIERETEEPRIRIRES(CHVT, EREMICE S5 I iR EEA.
BRI SR U BRIZFT DI EINE RSN THN., BAE(CEEEH SN TLBILDRERR.
AERSEE T, IBAICFRBIFBRICEIL ROFBHEZTORIFNERSRE,
O AR The study director shall carry out the following with respect to the study related to the nomination.
e) ensure that the procedures specified in the study plan are followed, and . ‘EE" "
assess and document the impact of any deviations from the study plan on ﬁ;t’%ﬁ?&'? 45
.t;‘e quality and earty of ;he.Stt‘.‘dy' ?“d tg';e appropriate corrective action Organization Article 4 R EER SR TIEENSORBRIL. EESEEBTS 6. CORRERFTHL.
Id n(_ecesiary, a;: nowfehge e(;n? 'ons from Standard Uperating Frocedures Study Director 9 | To take necessary corrective actions against the deviations from the study protocol or standard
uring the conduct of the study; operating procedures, and to record the results.
e) MERETEE CIFESNLFIENETFENTLVD LD, Fo. SHEBRDEE T2
- spEas = e e T B~ TSR nemy | A8 R e = = —=azb oA N N
(CRIDZHERS B BN S DRI S X 8/ &% 5T, TR, RECSL CERSEEER| 47 T &"‘ o = RIRIRESICGEEEHINETFIAL, ROEBNET D,
EBE AMERESEPDSOPHS DA ZZBF T DL S Hﬁj*sgtﬁ':':' g 145 The final report shall include the following matters.
ec. andar . - — — N
operating procedures Article 14 |, BROEEECHEBERELELEIGNSER
etc. Factors assumed to have influenced the quality of the study
- ‘ HERSEE Q. BACARSHERICEL, ROFHETLRIFNEBRSEL.,
f) ensure that all raw data generated are fully documented and recorded:; _i;;éff% . The study director shall carry out the following with respect to the study related to the nomination.
alum =
Sec.2 Organization | Article 4

HER(OWVWTIEANT IRV HEBRDFBEINTERIFEID L.
To record all the data obtained with respect to the study and the progress of the study.
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SERSEE. BAICHRSHERICEL. ROFBHEEZTDORINEBR5RL).
The study director shall carry out the following with respect to the study related to the nomination.

ERICOSE 19327 L2 AVSIBE(CE, HXIYE1—FSATANMBIECEMFI S L EBRIICHERR I 228,

When a computer system is used for the study, to make sure that the relevant computer system

) SERIE T8 (FLEZEY) | sERETEE . RIQIRESE. £7 5. ToftetiansEsn
DN ERMREMERABEINTVS LD,

Organization
Study Director

10

g) ensure that computerised systems used in the study have been E%giﬁ%ﬂt operates properly in advance.
g ] iEREEE .
validated; Section 2 45
Organization Article 4 X 1267A14838%4915 20D2(2)
g) HERCALSNEIZE1I-F3 T LADNIFT -2V PEBENTVSIEORERR. Study Director 4 | FEABOIOE1-HS AT LANNEIEICIEENT 2 EEBRIICHER I DL COWVWTIE T UBEBRTEIATINE (GBS,
FERANICATOCETENDME THD L,
% Kihatsu No. 491, July 14, 2000 2. Details(2)

Regarding the phrase "to check beforehand that the computer system works properly" referred
to item (iv), it is not always necessary to do it for each test, but to the extent that it is enough to
do it periodically.

HEREESE (L. IBAICARIHERICEL, ROFHETORIFNEBRSR,
The study director shall carry out the following with respect to the study related to the nomination.
6 RISHEZTEIEML. CNICEERPEIIEEBR I,
To prepare the final report and to sign and seal or to affix signature to the report.
RIREEEETIEIIIBE(CHHTE. ZOTIELEAMUVICEDITIEONE RV EBHZSEEHRUIEXEEIERL. C
NCEERMENR(EERITDL,
If the final report must be corrected, prepare the document in which the date of the correction
and the contents of and reasons for the correction are stated, and to sign and seal or to affix
h) sign and date the final report to indicate acceptance of responsibility for - ‘ signature to the document.
- - ) 25 fAkE
the validity of the data and to indicate the extent to which the study rmae
complies with these Principles of Good Laboratory Practice; Eﬂ%ﬁ.ﬁﬁg 4% _
Section 2 Article 4 [634F9A 16HTIEF6035]1520D%E3 2 HMEFEE (3))\
. N o _, - izati % (EFEMHRIIE = (RRIREEZERI DI, E(CLDERZZ T ROREIRES D:
h) 7SO EL UL R B R U NS GLPRRIC R TV BT Rl T3l | o 9o zation oF (BRIERIIRAR) 55 (RRSEEERIIL.) ORECLIERERIARORIRSEOTIEY
&) ?i%gﬁﬁgi(:%%ba,fq;&galg—é:t StUdy DIreCtor (iﬁbu%'fj’jiﬁé(;(;\ /ﬂ(gctézto
h v @ FTIEXGENNZITIEEE. FTIEX(EBMNZITORIDFE &HEBIANRABEICRSRVITECLDITIE
Q@ EFTIEX(TENNZITOREE(E, SRHEBRBES(CZOBMRVIBRAZEHITDEEE(C. BRKRUMFEITRIL.
@ EFTIEX(TENZITOERBRIREE(OVTE. BEEEMRIIEABDERZRITSI.
[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details
(3)C. When correction or addition is to be made to the final report after receiving the audit under
the provisions of Article 5, item (v), it shall be as follows:
@ When correction or addition is to be made; it shall be in a manner that does not obscure the
statement before correction or addition.
@ When correction or addition is to be made; the date thereof and reason therefor shall be
included in the final report, signed and sealed.
3 The Quality Assurance Personnel shall again audit the final report to which such corrections or
additions were made.
HEBRSEEL. IBAICARSHERICEAL, ROFHETLRINEBRERL.
i) ensure that after completion (including termination) of the study, the 2B 1M The study director shall carry out the following with respect to the study related to the nomination.
study plan, the final report, raw data and supporting material are archived. AEREIEE “ i — ‘ . - - )
Section 2 A t4T A HMERDIR T, SERETEE, RIREEE. FX. £7 520D HERERR, MRRVENERERRERER(C
rticle

BICL

Upon completion of the study, to transfer the study protocol, final report, specimens, raw data,
and other necessary records, samples, and materials to the archives.

1.3 Principal Investigator’s Responsibilities
1.3 HREEEDOER

The Principal Investigator will ensure that the delegated phases of the
study are conducted in accordance with the applicable Principles of Good
Laboratory Practice.

R E AL BENTEREROERFEN 5% T SGLPIRAICRE S TEMEIN L ZHETD T
B,

({ESUEFRRROBERL—> HREEEOBEMRL)

[No assumption of a multi-site study]—>[No assumption of the Principal Investigator]

1.4 Study Personnel’s Responsibilities
1.4 AERIBYUE DT

1. All personnel involved in the conduct of the study must be knowledgeable

SUBRMEEESF(C (3. ROFIRZITOEEEREH L EIBIFNER5E,.

For the test facilities, etc., management shall be stationed to carry out the following matters.

59 e TOET - HDERMECETEBEIZEDTHD.

in those parts of the Principles of Good Laboratory Practice which are \Zijﬂﬁt
) - : EEEEE “
applicable to their involvement in the study. . 3% N ) _
Section 2 Article 3 RS D Z QMR Z IAR(CEARL TV S L EHERL . RERIBAIE. MEOBE I NEETITL.
1 RBROSHCEN3IATOBLER. %4TZCLPRAORELRAL TR LR | Ordanzation 3
BEUN. Management To make sure that the personnel clearly understand the duties and if necessary; to provide
education or training to the personnel.
BB (&, ROBIEZTSRINERSRN,
The personnel shall abide by the following.

2. Study personnel will have access to the study plan and appropriate
Standard Operating Procedures applicable to their involvement in the study. ERYES . TR EE R SRR R NNE R IN BT EBSLIE T A28 MBS EE=ERIASTE
It is their responsibility to comply with the instructions given in these — .

L . A 25 R 1
documents. Any deviation from these instructions should be documented and B To take necessary care to prevent contamination of the test substance, control substance, and the
communicated directly to the Study Director, and/or if appropriate, the Secti;)n 5 65 test system.
Principal Investigator(s). . Article 6

Organization
e " e mac e "y _ o o P I nns . N _
2 HBRIBEEE. SERETEELAEROB S (CEIDSOPZRID, INSOXE(ICREN ersonne SERETE S R SR EIREFIRES DS DIRBD RSN L E (L HEBRBEBICHREL. TORBERTZID L.
TUVWRIERICIESEBN DD, INSOIERNSEI U S INTXE TELHRL. sBRE 3
FAERMEGEIN TONIEEHEREEB (CEEERURINERSR0, When any deviation from the study protocol or standard operating procedures is found, to report
to the study director and to record the contents.
3. All study per.sonnel are respgnsible for rgcqrding raw data promptly and >E U S (. ROBEEIFSEFNEESEL,
accurately and in compliance with these Principles of Good Laboratory B 2 The personnel shall abide by the following.
Practice, and are responsible for the quality of their data. .’E 65
Section 2 Article 6

3 IRTORMBRBEEE. 47 —9EGLPEBICHES GRANCHDERICRIFLATNER Ogge‘?;‘('fnarfg” , | ET=EEPHCHOERICRFIS L.

To quickly and accurately record the raw data.
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28 it EEEEE

AUBRAEE S (C(L. ROBIEZITOEEERBZEIBINE RSB,

a) AGREHRERGTEE BRI CTERSNTLBSOPOIRTOELZRIFL. &=FD
FEIEEOEUCTILATES L,

Person Responsible
for Quality Assurance

Section 2 3% For the test facilities, etc., management shall be stationed to carry out the following matters.
Organization Article 3 — —
Management Hﬁﬁ@ﬁé&Uﬁ]E(CFﬁ@%TﬁE%Egﬁézto
To take measures for safety and health of the personnel.
HMEREESE L. IBAICARIHERICEL, ROFHETOLRIFNEBRSR,
OE AR The study director shall carry out the following with respect to the study related to the nomination.
4. Study personnel should exercise health precautions to minimise risk to ‘t?ﬁEHE%
themselves and to ensure the integrity of the study. They should BARE 45
communicate to the appropriate person any relevant known health or OSect|_on 2 Article 4 BB (LU, ZERUEECETSIEEZITOILLD(C. BB ORRIREZIEIEL. wE(LGU. @Y)RiEE%HE I3
medical condition in order that they can be excluded from operations that s r(gj;an[;z.atlon Eo
may affect the study. tudy Director 8
To give instructions to the personnel with respect to safety and health, to grasp the personnel’s
4 HEEHEQR BDBESNRIEREZER/NCL. SREROTE M2 AR I DI, 2 health condition, and to take necessary measures as required.
REDFHIBEZBURINERSR, SHERNDFZENRZEINDBRIC(E. ZO/EZEICREEL =t N N
BOESIC. EEORE L. B ORI LI TOSER AGEBRELBRNER5 WA, ROBRETEBIUILER
LYo
The personnel shall abide by the following.
25 A , | BEERUEECHERELSL.
& 65 To take sufficient care to the safety and health.
Section 2 Article 6
Ogge"j;‘c'fna:;” REROEMICHEERETBINDSSEBECHNOTVSE . ZOSERREEECIREL, TOETESSC
to
> The personnel who contracts a disease that would influence the execution of the study shall
report to the study director of this and receive his/her directions.
2. Quality Assurance Programme
2. EEMREOISA
2.1 General
2.1 —fi%EIR
2E MM EEEEE SUBREER (3. ROFIEZITOEEEREZENBRITNEREB .
. For the test facilities, etc., management shall be stationed to carry out the following matters.
Section 2 Art3i:<Ie 3
Organization , | EEERETO)S LRI L.
Management To prepare a quality assurance program.
1. The test facility should have a documented Quality Assurance Programme E?E'IE{%EIED"EI’]‘SA(CEE%‘@“/'\‘%%IE(;\ )')’10)2:33'0&:3'50 . )
to assure that studies performed are in compliance with these Principles of The matters to be stated in the quality assurance program shall include the following:
Good Laboratory Practice. e EE e e - N
ood taboratory Fractice 48 EERMEFIRES | |[RBROBBERUBRICETSL.
. - , A - - SRAMELRE 'S i i ion.
| EERNEE. GLPEBICH TSN 5o A RIS B0, KB LEmtg | BRI 0T54 Matters related to the study audit and inspection
S0 5 NEFFRRIINUERSIR, Sec.4 Standard 102 5 HERZ R I DI DR DERICEI DL,
ec.. andar o Matters related to the inspection of facilities for implementing the study
operating procedures | Article 12
etC. 3 %ﬁg%ﬁ%g@%ﬁ([ﬁﬂ?é:bo
Quality Assurance Matters related to the audit of the final report.
Program )
AR S(CBIFR000EN . EFEMERIECE I EHEOEMDI O EREIR
4 |Matters necessary for implementing duties related to quality assurance in addition to those
mentioned in each of the preceding items
ERAEESSE (L. ROFEZITOIEEEREAZEIBITNEBREBV.
For the test facilities, etc., management shall be stationed to carry out the following matters.
_ _ S FHBRCE(C, HELEHBRORMIARTC. HRERRICOVWTTARIMERVZEREEITSE (HRRICFRIMEEIR
2. The Quality Assurance Programme should be carried out by an individual o) DSENSEMHRIBEEEIEEIZCE. L. BREFITEMIBHRCHNT, RRBEEZH S0
or by individuals designated by and directly responsible to management and HICEDE . YEERICHEL. BB ESOIE AU SRR S CLVERRCREI3BEMTONDLE
who are familiar with the test procedures. (&, YR BB LRI 3L 6 D TLISRICRZ BTN TES,
2 E:ﬁﬁﬁﬁ%ﬁjﬂ_’jih(i %@Eﬁ,%ﬁ®¥JIIE(C%’%ib'(b%_)x@fh%ﬁ%‘%ﬂ% (EcKD?E% For each study and before starting the study concerned, to nominate a person responsible for
N BEEEECHL (B2 EAFRFERDNCLOEENBINEBER. quality assurance among people who have sufficient knowledge and experience on the study
concerned (excluding the personnel engaged in the study concerned). However, when the matters
N s provided in Article 5 are carried out by the person responsible for quality assurance nominated by
28 A EE. BIEE the study sponsor, etc. with respect to the study concerned, the relevant nomination may be
Section 2 3% substituted by confirming that person responsible for quality assurance.
Organization Article 3
Management 5
[(63£fF9A16B{1TEFR6035]58DE3 2 HMBPFIA(2)
I\ E1IAESS D[ (He%RERICRDIMEZIR ) ([ SRR RIIEBOPIIEZIBR T, SRR RIIERTSE
N2EFEAEFEHRIEB O RERBDHBROEMCSHIL TIBRERVEVSBETHDIE, e, FIROEBENS
EEEEELERHRIIEAEZERBLUIRBRVEDTHDI L,
3. This individual(s) should not be involved in the conduct of the study being
assured. [Kihatsu No. 603, September 16, 1988] No. 3. 2. Details
(3) INHSOEE. FRIEINEHEROEHEICSHL TIRSIR, (2)C. The purpose of "(excluding staff pertaining to the test)" referred to paragraph (1), item (v) is
that, in order to ensure the neutrality of quality assurance work, a person engaged in quality
assurance operations shall not participate in the implementation of the test subject to the quality
assurance work. Also, for the same purpose, the Test Facility Management shall not concurrently
serve as the person responsible for the quality assurance.
25 R
SRS SRS . FB(RZBRICEAL. ROFBIEZITHIR BB,
2.2 Responsibilities of the Quality Assurance Personnel 2% Iﬁ% fla=Yam=] . EFEMHRIEEEE L. 18RICHRDARBRCEIL. ROBIEZITORIFNLRSRL
Section 2 5%
2.2 EEMRIEYE DS Organization_ Article 5 The person respon_siblc_a for quality assurance shall carry out the following with respect to the study
Person Responsible related to the nomination.
for Quality Assurance
1. The responsibilities of the Quality Assurance personnel include, but are
not limited to, the following functions. They should:
1 EHEMHRIHEREOSECE. LT OEONEENZN. CNBICBREESNZEDTIERL,
o ' ' EREMRIIEEEE. 18RICFRDBRICEL. ROFBIAZITHRIINULRSIR,
a) maintain copies of all approved study plans and Standard Operating 28 fA The person responsible for quality assurance shall carry out the following with respect to the study
Procedures in use in the test facility and have access to an up-to-date copy SR RITEEE related to the nomination.
of the master schedule; Section 2 5%
Organization Article 5

EHER, ABRHEERVREREFIREOSLERE IS L.
1 | To retain copies of the master schedule sheet, study protocols, and standard operating
procedures.
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EEMRIIETEET. 18RAICRIERCEIL. ROBIEZITHRIINILRSR,
The person responsible for quality assurance shall carry out the following with respect to the study
related to the nomination.

HEBRGTEE(CE1I1EE 2IARSICIBIFFBEISFNTVILERER I DL,
To make sure that the matters set forth in each of the items of Paragraph 2 of Article 11 are
included in the study protocol.

e) FANEREREZXE L CEEEEBGRBEER ICRPNIIREI BT FIT.
EaENTONIE, SREBREEENRVBRIBPIEESERCOIMEI DL,

Person Responsible
for Quality Assurance

b) verify that the study plan contains the information required for 25 iR
compliance with these Principles of Good Laboratory Practice. This ERERIIEEE _ — _ i
Verlﬂcatlon Should be dOCumented; Sectlon 2 57% %Egliﬁgtﬁjﬁ:tg‘;\ %o)#g\ %Eﬁ%ﬁz(iﬁgﬁﬁ'jﬁ_Eﬁr&z}“%@Fﬁ%&%ﬂﬁbk#ﬁ%g’iﬁﬁﬁb\ %
Organlzatlon Artlcle 5 @Ebﬁﬁﬁ%iid‘é&(fgitﬁﬁ%1£%(z¢%tﬂ3_5:&:o
b) GLPIREIZEFI B/ BERIEHRNGAERETEE(CSFEN TR L EIERI DL | Person Responsible
OFETHER ($ T 2L ENRFNERS R, for Quality Assurance When audits or inspections were carried out, to prepare a report that states the date of audit or
inspection executed as well as the findings and submit the copy to the management and the study
director each time.

EBNEIERZTOEBR. HBRETESENSOEMN X (IREREFIREL S DM ROSNTEE(E. BEIGES
BEBERVHBRETECIRETDIELEIC. TZORBEERIRI DL,

If any deviation from the study protocol or any deviation from the standard operating procedures
are found as a result of the audit or the inspection, to immediately report to the management and
the study director and at the same time to record the contents.

SRR EEE L. 18RCRZHERCEL. ROBIEZITHDRFNULIRSRR,
The person responsible for quality assurance shall carry out the following with respect to the study
related to the nomination.

SERD BRI B RV REIR(EFIRE (CREOTEMEEN, H D, FHERFEN ET —FZIEFHRICRULTVBCLE R
S5, EREERIEIOJSAICEDE, MERCLICEBTERVBEREEMICUIRERO MBS CEU TR ERISHAC
152¢.

¢) conduct inspections to determine if all studies are conducted in ) ) ) . .
. o i . To carry out audits and inspections periodically or whenever necessary according to the nature of
accordance with these Principles of Good Laboratory Practice. Inspections i . ) :
) ) the study, in accordance with the quality assurance program, in order to make sure that the study
should also determine that study plans and Standard Operating Procedures . i . ) , . )
. . is being carried out in compliance with the study protocol and the standard operating procedures
have been made available to study personnel and are being followed. .
) o . and the study results precisely reflect the raw data.
Inspections can be of three types as specified by Quality Assurance
Programme Standard — _ — _ N
Operating Procedures: ETEXEERZITOELER . TOHEE. S%EENIERZITOLBNMRUVEDMRZEHUEIRESZIENL. T
- Study_based inspectionsl o ‘ @Ebﬁﬁgﬁiigﬁdgﬁgﬁﬁ'ff%(:;gﬂjjé:to
- Facility-based inspections, — ;E _’rﬂijz
- Process-based inspections SRR RS When audits or inspections were carried out, to prepare a report that states the date of audit or
: e : Section 2 5% inspecti ted Il as the findi d submit th to th t and the stud
Records of such inspections should be retained. o : pection executed as well as the findings and submit the copy to the management and the study
Organization Article 5 director each time.
Person Responsible
) TRTORERNGLPEAIZESFL TITON TV BT AR T B hCEE AT . B for Quality Assurance EEXEERETOLGR. sERTEENSORMN X (AREREFIRED S DEBNBHENTLEL BESGEE
L&D, SRS TEIEE SOPHEMBLE (CRIFATAE THN. FLENMBTFEINTVBILEHE BEERERUHBRRESEICHRS IO, TORBEERRISL.
709 B
BR(HEEHRIF OIS ADSOPTRO=209( T (CHIETES, If any deviation from the study protocol or any deviation from the standard operating procedures
- REAN—ZADER are found as a result of the audit or the inspection, to immediately report to the management and
- BN — DR the study director and at the same time to record the contents.
- SBRSEHEERPE (TJOLR) R—-20BER ~ . N _ N
- . FIESSE= 5% 5 =] CLBBIEHEENEY)C V52 gDl
%ﬂ5@@%@53@(3@%3“@”“(&73‘SUL\O H'J?Rg"?@ it%ﬁﬁ'ﬁrt%( ;5IEJ—.ETEII_DL )J( ﬁ'DTI'CL 5@&%‘26& ?5;&

To make sure that the corrective actions by the study director as provided in Item 9 of preceding

Article are properly implemented.
X4z (GBREMAE) 95 : MBRFTEE X IMZERMEFIESBHSORMCERIL. BIEIEEZHETILLDIC. TOFER
ZECIERIT D,
% To take necessary corrective actions against the deviations from the study protocol or standard
operating procedures, and to record the results. (Article4,No.9)
EEMRIEETEE. 18RAICRDERCEIL. ROBIEZITHRIINUILRSR,
d) inspect the final reports to confirm that the methods, procedures, and . . ) ) ) .
observations are accurately and completely described, and that the reported _ 2; _%HE& The person respo.n5|blle for quality assurance shall carry out the following with respect to the study
- ERERIIEEE related to the nomination.
results accurately and completely reflect the raw data of the studies; . .
Section 2 5%
N 2o . s - - o Organization Article 5 gD s o B el iELA - . e S - R LD s koo
d) EER7E. FIEPERRERNERCH DRNBGLIREN TR L RUIRESNIIER Person Responsible BRIFBEEBEET I 5 L. IOHACHVT, HEBROFEVIERICEEHEINTVI LRV RIS BREEOABTIE
HERBRDET — A% IEHEN DIRNBRBRL TWVA L 2R T D1cth. IRISIREZZAR IS . P T—HRIEHCRIRUTWDLEER I DL,
v for Quality Assurance
To audit the final report. In such event, to make sure that the study method is accurately stated,
and the contents of the final report precisely reflect the raw data.
SRR EEE L. 18R CERZAHERCEL. ROBIEZITHDRIFNULRSRR,
The person responsible for quality assurance shall carry out the following with respect to the study
related to the nomination.

ETEXRERZITOELER . TOHE. S%EENFIERZITOLBNRVEDOMRZEHUEHRESZ/ENU. €

OELEEEERERVHRSESCRHNI S,
e) promptly report any inspection results in writing to management and to 25 fA%
the Study Director, and to the Principal Investigator(s) and the respective E?ﬁ'l‘ﬂ%ﬂ%&% . When audits or inspections were carried out, to prepare a report that states the date of audit or
management, when applicable; Section 2 S inspection executed as well as the findings and submit the copy to the management and the study
Organization Article 5

director each time.

EBEXQERETOLGR. Rt EENSORMN X (REREFIRED S DEBNERHENTEER BESCEE
BEERVRBRETECIREIDELEIC. EORBZLFRI DL,

If any deviation from the study protocol or any deviation from the standard operating procedures
are found as a result of the audit or the inspection, to immediately report to the management and
the study director and at the same time to record the contents.
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f) prepare and sign a statement, to be included with the final report, which
specifies types of inspections and their dates, including the phase(s) of the
study inspected, and the dates inspection results were reported to

ERMRIIERE . 1EB(ICFRHERCEL. ROFBIEZITORINUIIRSR,

The person responsible for quality assurance shall carry out the following with respect to the study

related to the nomination.

BHAREEEET I L COBACBVT, HEROFENEHICEEHREIN TV ULERVERRESEOREI E
T—HZIEHICRRUTWB L ZTEFR I DL

To audit the final report. In such event, to make sure that the study method is accurately stated,

management and the Study Director and Principal Investigator(s), if _ 2= _‘fﬁiéiz and the contents of the final report precisely reflect the raw data.
. ) : : EREFRIIEEE
applicable. This statement would also serve to confirm that the final report Section 2 s
=
reflects the raw data. Organization Article 5 BB N B RAT O A OB S S E USRS LS CCONSRUFT B A REUE B a8 B
i YERRL. CNICEERIREN R (FBRZTDL.
f) BRETIMROBIEE S, BROITLARGESEBERREES, 6L fgfrqu;isye;zz[ﬁgie
Eﬁén'cL\h(iﬁft%ﬁi&%(l%i%iﬁ%%bf:i{#’iéﬁk%ﬁﬁ&%é(cﬁ&)éﬁ_@%& To prepare a document that states the date of audit or inspection executed, and the date when
ﬂjﬁm’ ?%_{55\&’?&‘ COBRMECSOT, RIREEEET —TERIRLTLVSILNE the contents and the findings are reported to the management and the study director, and to sign
RCNIZCLCBRIEDS, 3 and seal or to affix the signature.
(63F9H16H{ITEFK6035]58DE3 2 HIFSEIA
(4)565 (X12FER13TICLNESICIAIN) (&, FIEDECHEL), 261 5BE TRESN TVASTEIERE
SEEAZEZBEL . ARLFEERSERLLLIEDTHDE,
35 HEERUEER
S s — HERFEESSFIC(E, RO EMBA RITINEE RSB,
3. Facilities erens 8%
3. Mg Sec.3 Facilities and Article 8
’ Equipments Test facilities, etc. shall be equipped with the following facilities,
Facilities
BIIEDEER (. SERDE E RN ZMER T DI, IRICEDHDECAIGESUILED TRIFNUTRSIR,
3.1 General
3.1 —i§EIH The facilities described in the preceding paragraph shall satisfy the following conditions in order to
secure appropriate execution of the study
1. The test facility should be of suitable size, construction and location to
meet the requirements of the study and to minimise disturbance that would . . . : .
= = NSA b = N REEH zE.
interfere with the validity of the study. 3= ﬁﬁuy:},%vﬂﬁ 1 BUBEERUIMELHL. 1. RUBRENGN LS
ax
o 8% i . . . . . .
1 SRERHEERIE . BRI AR RS LS RBER B/ NCL. RBOERCEATLSI. Sec.3 Ff’:lCIIItleS and Artidle 8 The facilities shall have suitable size and construction and are in a suitable location.
ERRUE, #8E, THREEEURTERSRL, Equipments
Facilities
2. The design of the test facility should provide an adequate degree of
separation of the different activities to assure the proper conduct of each SERC EIC, HEXBRICRDEB DR LICEICHBEEN TR,
study. 5
For each study, the duties related to the study concerned are properly separated for each
2 BERoOREBOVTIER 2 OtERNEL)CEMTE2L5(C, BB DB (I H o itER facilities.
MEEE DFSEETHRENTUVRIFNUERSIR,
ST bR IR I RO EBRBINEBSR,
3.2 Test System Facilities i 8% Test facilities, etc. shall be equipped with the following facilities,
- - Sec.3 Facilities and .
3.2 HERZR DG ) Article 8 - -
EE LIRSS HERE ST B HOHE
Facilities Facilities for carrying out the studies
1. The test facility should have a sufficient number of rooms or areas to
assure the isolation of test systems and the isolation of individual projects, BIEOMEERL. HROBIERRIARIRT 310, RICEDBETBCEEUEEOTRINERAEL,
involving substances or organisms known to be or suspected of being
biohazardous. —_ . . . . . . .
The facilities described in the preceding paragraph shall satisfy the following conditions in order to
. - N . e - - . iat i f th
1 EERMERE. BEMANBANFLEZOROBHIMELEN LSS, A2 DTRARY secuire appropriate execuition of the study
TO2 1 MDD B EFEIR S 2IeDC T D RE OB EFE XISz IF TSR,
2. Suitable rooms or areas should be available for the diagnosis, treatment
| of di i hat th i I E fusy SN UERE . . , .
and control o d_lsea§es, in order to ensure that there is no unacceptable 38 B‘@uy:&vuxﬁ BURESROIBEREL. Ho. BUBRRENEINTNBIE,
degree of deterioration of test systems. = =
Sec.3 Facilities and i !
. iliti i - . . . . . .
(2) RRRNADEUH BN R LD, BIROB. A%, SEOEHOEIR Equipments Article 8 The facilities shall have suitable size and construction and are in a suitable location.
EEF(EXIFEER R INERSR, Facilities
3. There should be storage rooms or areas as needed for supplies and
equipment. Storage rooms or areas should be separated from rooms or
areas housing the test systems and should provide adequate protection SERC EIC, HEXEBRICRDEB DR LICENICHBEEN TR,
against infestation, contamination, and/or deterioration. 5
For each study, the duties related to the study concerned are properly separated for each
3 FHIEETHEEROIDICHERFREEPREXEZMABINERSRV REEPRE facilities.
i FFHERRUNB E F X EN SRR B ERRVRER THSEY)CREEN
TVREINIERBIR,
. N HERMBEEF (S, ROMEERZ MR INERSRN,
3& s U R
3.3 Facilities for Handling Test and Reference Items hieast 8% Test facilities, etc. shall be equipped with the following facilities,
. - Sec.3 Facilities and i
3.3 #HERME RV XTIV EE D HR eSS ZuoenE Article 8 SHERE EHET B IO
Facilities 1
Facilities for carrying out the studies
1. To prevent contamination or mix-ups, there should be separate rooms or
f i f th f i iXi f e - pEa s o =i - .
areas for receipt and storage of the test and reference jtems, and miing o WO, HROBEARIGERRS S, KIEBSLCSRALEEOTRINERS 0.
' The facilities described in the preceding paragraph shall satisfy the following conditions in order to
| BRELSERERI AL, HERME I REOE I AN R E R RN secure appropriate execution of the study
BOREDHODBEUENR (L XIB 7RI R NERSR, 3Z RN UERE
a5 .
] Sec.3 Facilities and 8.7'<
2. Storage rooms or areas for the test items should be separate from rooms Equipments Article 8 BYRGEERUIBEZEL. HD. BREB N RN TR,
or areas containing the test systems. They should be adequate to preserve Facilities 1
identity, concentration, purity, and stability, and ensure safe storage for The facilities shall have suitable size and construction and are in a suitable location.
hazardous substances.
. " . L SERT LI, MELEIRIC B LB T LICETICH BN TLBCL,
2 HERMBOREEFEXEILEERRZINE L TVIEBEF(E XIS D EEL TLVRIT
NERSRV, £e. INBOEFZ(E XIS, 20R—MH. BE. fE. ZEMEZHEDOD(E] 2

TRENERSRVL. BEENBOZ ERMRENMERSNRINERSE,

For each study, the duties related to the study concerned are properly separated for each
facilities.
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3.4 Archive Facilities
3.4 EFHRENEES
HERMEESSE (C (S, IROEERZ R IR I NULBBIRV,
Test facilities, etc. shall be equipped with the following facilities,
HERNREME
3
Sample and material storage facilities
(63fF9A16H{TIEF6035]158DE3 2 HHMEPFEH
(5) F11EFEASOMREIDIMER(E. REITMMCEELZ IR,
35 ﬁ’tﬁ%%&lf%’iﬁ [(Kihatsu No. 603, September 16, 1988]No. 3. 2. Details
ftaEs 8% (5)The "archive equipment" may be acceptable in replacement of the "archive facility" referred to
Sec.3 Facilities and Article 8 1 paragraph (1), item (iv).
Equipments
Facilities
(F126&xR135 (12.3.29) 1(12678148111EF4915)
O MMENRESRREE G REMNRCERME . EAFENSFNDEZRIECTDIHCEINEIHIEDTHD., SERT
OIERMREEEE |LERIERCTHIE,
BE. BFRIIAZSOIHERMRENMEL I (COVWTEREROEBE TH DL
[Notice of the Ministry of Labour No.13, March, 29, 2000] (Kihatsu No. 491, July 14, 2000)
O The "Archive Director" has been renamed to clarify that test items, specimens, etc. are included as
storage objects, whose scope is the same as the "archives storage qualifying personnel" before
revision.
Also, the same purpose shall be applicable to the "archive facilities" in Article 8, paragraph (1), item
(iii).
Archive facilities should be provided for the secure storage and retrieval of HERUREETE L. ROMDIREDERZEITORIFNERSR,
study plans, raw data, final reports, samples of test items and specimens.
Archive design and archive conditions should protect contents from untimely The person responsible for the archives shall execute the duty to store the following items.
deterioration. -
1 FETEER
SBREE, £ -5, BECREE, BRNEOT T RUEROREURRAORE Master schedule sheet
MER AR Z IR INEIRBR 0. BRHRERER (L REBRDSLZRHDEDBNLICEE 5 HERETES
5t HERFENRNERSRO, Study protocol
3 RIZIRESE
Final report
4 £7-4
Raw data
)& 1A 5545 XI5SOREICLDEMIHREBEEEMER LIRS B 57
SERURE L 5 |Reports or records prepared by the person responsible for quality assurance pursuant to the
Section 2 75 provisions of Item 4 or Item 5 of Article 5
Organization Article 7 | 6 IR VETFEE
Person responsible for Standard operating procedures

the archives
renv 351842 OIEICLDES SR E MER LR R U E

7 |Records and documents prepared by the management pursuant to the provisions of Item 4,
Paragraph 1, Article 3

94 IH2 S MIRTE CKDIERRENIZEEER
Records prepared pursuant to the provisions of Item 2, Paragraph 4, Article 9

HERYIE ZF DA
Samples of test substance, etc.

BN

10 Specimens

A& S(IBIFRE00EFN . MEROFFMOT DB IRECTRE
11 |In addition to those set forth in each of the preceding items, records, etc. necessary for evaluation
of the study

6% EREORE RE SREORERY REELERIMNBCL 3 ESICRETEE .

Sec.6 Storage of 15%
records, etc Article 15 2|3
Stora,ge ' Consideration shall be given to minimize damage to records, etc. and deterioration.
3.5 Waste Disposal
3.5 EEYNIE
HERMEERE (C (. ROMEERZ AR IRINULBBIR,
Test facilities, etc. shall be equipped with the following facilities,
b mr e HERDOEME(CE D TEITIRENZ B AR (CUIR T D% XS L B EEY & BRI E NS T 2F TH RN DOF
38 MEER MU R e .
g ENTRE T DR
itk .
o 85
. . . . Sec.3 Facilities and . 1] 4 I . o .
Handling and disposal of wastes should be carried out in such a way as not ) Article 8 Facilities for treating hygienically wastes generated as a result of execution of the study or
) . . . . L . . Equipments e . _ .
to jeopardise the integrity of studies. This includes provision for appropriate Facilities facilities for storing safely and hygienically the relevant wastes before they are carried out from the
collection, storage and disposal facilities, and decontamination and test facilities, etc.
transportation procedures. ——— -
5 Rz EIE I DI DhtEs
BRRMOBIRL LR, SHEROFRIEIBRDRVLIICTIBEBRFULAS BN, TN \ Facilities for managing the studies
[CIEEERINE. RE, JUBHEER. BRBE. ERELSD, 48 RERMFFIRES BRI EFIRBICRBINSBIEL, ROEBNET S,
BREREFIRE
Sec.4 Standard 10& The following shall be included in the standard operating procedure:
operating procedures . 1
Article 10
ete. 10| ERNOUBCEITSIL
Standard operating Matters related to wastes disposal.
procedures
4. Apparatus, Material, and Reagents B35 HEERUEEE %R
4. HER. MBIRUEE Section 3 Facilities and Equipments Equipments
ERMESSE(C (S, EBRDBIEREHMZTER T S HELRIN, JRETOMOSMmE (U THIC [EEIEVS.) ZiEX
1 BN BRS5E,
Test facilities, etc. shall be equipped with the machines, apparatus, and other equipment (hereinafter
1. Apparatus, including validated computerised systems, used for the simply called the "equipment") necessary for securing the appropriate conduct of the study.
generation, storage and retrieval of data, and for controlling environmental E38T e MUK R
factors relevant to the study should be suitably located and of appropriate B 9% fmld. +oRMEEEEEL. H'D. ZENRMEEOEROLH TR REBNMREINEEDOTRIFNIERS.
design and adequate capacity. Sec.3 Facilities and Arti:re 9 |5
(1) NUF=2a>eNe Y E1-92 AT W8S, T—IDVER. RE . IRZROIHOHER, Equipments The equipment shall provide satisfactory performance and shall be given thoroughgoing consideration
BRORIBEMAHHREGEY)(CEEIN. @YRERETE TR RYUREE N ZRF RTINS Equipments for securing safety and health.
A AN
fEld. TORME. RIRRUBBHNES(TATADLIC, BHICERBESN TORIFNERSIRV.
3 The equipment shall be properly located so that the operation, inspection, and maintenance are easily
carried out.
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45 1ZEREFIEES
EEIREFIRE
Sec.4 Standard

BEBFFIRSICRBINEEIRL. ROEBDETS.

2. The integrity of the physical/chemical test systems should be ensured.

2 IEER -EZRRERROTEENMERSNBINERSRR,

102 The following shall be included in the standard operating procedure:
operating procedures il -
etc, Article 10 SEOIRME, SRRUERCETCL
. - . Standard operating 2
2. Apparatus used in a study should be periodically inspected, cleaned, procedures Matters related to operation, inspection, and maintenance of the equipment.
maintained, and calibrated according to Standard Operating Procedures. - -
Records of these activities should be maintained. Calibration should, where sl IRICEDDEAICLDEEINRINERSR.
appropriate, be traceable to national or international standards of
measurement. The equipment shall be managed as provided below.
. . o . E3E HEE MU BEIREFIRECHEL, ERCRUBEICHU, SRRV ERZ1TOE,
(2) SERCAILSN I, SOPITHE- THEMIIICIRE. 1R, BT, REsnBUNEs | o 55%&0 S < < < ReiToc
SN e ~ =742 =t N PN S N 7 I\\ :l\\ » -15% — 2 22
bm’} i?:%ﬂ?o){’ﬁﬁd)?ﬂﬁ(iﬁg?h\fab‘ﬂ(imbnmo RIER . BEICISU. BRFIE Sec.3 Facilities and ?K 1 To inspect and maintain periodically and as required in conformity to the standard operating
EFRSTEIREC N —B I TRINERSRL, ) Article 9
Equipments procedures.
Equipments _
adip HIS ORI FEHET R LEL, ZOME, ZORBERBIZL.
2 To record the results each time the inspection or maintenance of the preceding item has been
carried out.
45 1{‘7‘%&*-}%4’@5“@%% EEREFIRE(CEEHINEEHL., ROEBNET B,
REREFIEE
Sec.4 Standard 10& The following shall be included in the standard operating procedure:
operating procedures .
; Article 10
Stand 3 c o RERROHIRWCEII L.
3. Apparatus and materials used in a study should not interfere adversely andar Zpera 'ng 3
with the test systems. procedures Matters related to handling of the test system.
(3) FHBRICAHVSNHEEZREM I, SHERRICEBFEZSZIDEDTHOTUIRERAL,
E38 ek MUK R HERMEERE(C (. HERDBIEREIMZRER IS DB BRI, JMETOMOEE (I TEHC [3&mIEVNDS.) ZImX
B4 a2 RBREINEERBRR0,
e 9%
Sec.3 Facilities and Article 9
Equipments Test facilities, etc. shall be equipped with the machines, apparatus, and other equipment (hereinafter
Equipments simply called the "equipment") necessary for securing the appropriate conduct of the study.
RAERRVEFIEB(CEEFINEEIAL. RDEBDET S,
4. Chemicals, regger\ts, and sglutions should be labelled to indicate identity o - The following shall be included in the standard operating procedure:
(with concentration if appropriate), expiry date and specific storage 48 BRERFEFIRES
instructions. Information concerning source, preparation date and stability BREREFIRE
should be available. The expiry date may be extended on the basis of Sec.4 Standard 108 FERME R U BB OZME, RERVEWRWCEET L,
documented evaluation or analysis. operating procedures Articl7e'<10 1
etc. Matters related to receipt, storage, and handling of the test substance and control substance.
4 ALFME. . BRICEINIZML. #B (BEASIRED)  BHHIR, $5EMR | Standard operating
BERMZIART L. AFR, ARA. TEHICEIDIEROFATEDRLSCLRIFNER procedures s o s R -
B30\ BRI, SCBLEN TR LA MR DSIERSNBIE 6533, : TROAR. FERUARIFTBL.
Matters related to preparation, storage, and identification of reagents.
5. Test Systems
5. HERR
48 BREREFIRES - L
e e = BREREFIRSICRHBINESIHG, ROESDETS.
The following shall be included in the standard operating procedure:
5.1 Physical/Chemical . eSrZ‘t:i': St?SS:drSres 105
5.1 MR EHERR perating p Article 10 ]
ete. ; EBRROBURNCEITEIL,
Standard operating Matters related to handling of the test system.
procedures
1. A for th ion of physical/chemical houl . L i SR N o = . - r= = =
Apparatus used for the generation of physical/chemical data should be SIS RROBERENERRTSEOAELME, BETOMOBE AT [BEIENS.) EHX
suitably located and of appropriate design and adequate capacity. ds =
BRINEBRSR,
E38F e MUK R iliti i i i i i
SRAIBEEN R RIFNERSBU, o 9% Py quip Y g the approp v
Sec.3 Facilities and .
) Article 9
Equipments
Equipments

iR, +aREEREZAL. HD. TERVEEDEROD D REEBHIBRENIZEDTRIINEBRSR,
The equipment shall provide satisfactory performance and shall be given thoroughgoing consideration
for securing safety and health.
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5.2 Biological
5.2 EMENFHERR

1. Proper conditions should be established and maintained for the storage,
housing, handling and care of biological test systems, in order to ensure the

45 1ZEREFIEESE
EEIREFIRE
Sec.4 Standard

BREIREFIRBICERBINEEIAL. ROEBDET S,
The following shall be included in the standard operating procedure:

the Study and Report
Conduct of the Study

10

quality of the data. operating procedures 10%
otc Article 10 . _ .
L FODEBIEERRISIOC, EMARRERE, FHL, B ERIBEBC | oo 3 | BERROIURWCEITSL.
EYRRARTEDSN. HOMEFSNRFNEERSEL, Matters related to handling of the test system.
procedures
2. Newly received animal and plant test systems should be isolated until 7;;%1?(5;@;;;;(3 RROBESRMEIRRT S OB R, BRTOMORME (UFHIC TEMIEND.) Zfz
their health status has been evaluated. If any unusual mortality or morbidity <
occurs, this lot should not be used in studies and, when appropriate, should | %£3& sk U1E . . . . . .
be humanely destroyed. At the experimental starting date of a study, test e . .Test facilities, etc. sh.all be equipped with the machlnes, apparatu;, and other equipment (hereinafter
. o . . . e EES simply called the "equipment") necessary for securing the appropriate conduct of the study.
systems should be free of any disease or condition that might interfere with | Sec.3 Facilities and Article 9
the purpose or conduct of the study. Test systems that become diseased or Equipments
injured during the course of a study should be isolated and treated, if Equipments ElE, +RERRERU. H'D. ZERUVREOHERDOILHTDREEBNRESNIZEDTRIFNERSR,
necessary to maintain the integrity of the study. Any diagnosis and
treatment of any disease before or during a study should be recorded. The equipment shall provide satisfactory performance and shall be given thoroughgoing consideration
for securing safety and health.
(2) FICEASNIE R UTBYIDOHER R (& ENSOREBRIRENHEREIN2E TIMRRES
NRENERSRV. SURERFIETRIPRENFELE LIS, 200y MIERERICER
B9 BE. ABHCLSURIINERSRV. EERFIEHC. SHERRCGHEROBIBVLE
HBIC BB LOMBIRET(LIREEN DO TIBBR\, SHERDEITRICRIRURD, [BE% EOEERUBRICBITSIE
ZTEDURRERR (L. SHEROT2 M Z R DDICHEBEEINTIFZ. REERVUAELRINE
BB FRERRIRVUERBRR (CHBNIZI AN TORROZRIR UL EIC DV TIFETHRL Matters related to care and management of experimental animals.
RIFNUZRBIRON,
3. Records of source, date of arrival, and arrival condition of test systems
should be maintained.
3 HRIROATR. FEOHM, HBERORELEOTHBMREINBINERSR, (F1245m135 (12.3.29) 1(1247A148113E%4915)
ONARTERERADME (155, 105, 135E9(R)
ERE INFTEERMEAHERZIT ORI DA EAIN TV, HEEZ2/ERR(BBI47FE5EBEREE32
B)E34%03F1EE1SICHIIDEEUORAECE. FARERBREEDSNTUVDEIATHD., HENAR ML RERZ
4. Biological test systems should be acclimatised to the test environment for TR ERERCHLTERAS REEAT 3L LEEDTHS,
an adequate period before the first administration/application of the test or e, SNV, EERIEFIRBCIHMORERUIIRVCEIT 3L |48 T 3L EH DS BOR MR
reference item. HDTHD,
48 BREREFIRES
4 EYIERIRRE. BERVENRMEN RS BACNIAOBH LM, MR RERMEFIRE [Notice of the Ministry of Labour No.13, March, 29, 2000] (Kihatsu No. 491, July 14, 2000)
RICBIMEENBINER5R. Sec.4 Standard 10 O Response to the carcinogenicity test (Related to Articles 1, 10 and 13)
operating procedures Article 10 4 |The investigation of toxicity under the provisions of Article 34-3, paragraph (1), item (i) of the
. . . . etc. Ordinance on Industrial Safety and Health (Ordinance of the Ministry of Labour No. 32 of 1972)
>- All information needed to properly identify the test systems should appear | standard operating also specifies carcinogenicity tests. Although the notification was applicable only to the test
on their housing or containers. Individual test systems that are to be procedures facili .p h g . y ' g d dsof d thi pp h Y ification is al
removed from their housing or containers during the conduct of the study ad |t|e§ where mutager.n_u_ty tests werg conducte .so ar,. a_m t |s_t|me, such notification s also to
. . . . be applicable to test facilities under which the carcinogenicity test is conducted.
should bear appropriate identification, wherever possible. . . . . " .
As a result, we have made prescribed improvements, such as specifying to include "concerning
5 SERROELEBICLERERE. SATZONESSICERICARLATNERSR animals breeding and handling® in the standard operating procedures.
W sUBRESEA . UNE - BB BT E 2N S SN 2E 4 DFHER R (%, PIEERRDE 258
BIMAEESN TORFNERSRR,
6. During use, housing or containers for test systems should be cleaned and
sanitised at appropriate intervals. Any material that comes into contact with
the test system should be free of contaminants at levels that would interfere
with the study. Bedding for animals should be changed as required by sound X 124781483 1EHF4915 2D 2(4)
husbandry practice. Use of pest control agents should be documented. FAEDOIEUREWIC(E. ERL. (Bt BOENRMEENSINZEDTHBE,
% Kihatsu No. 491, July 14, 2000
6 ERROUNE - BBIHAEERE. EAP. ERERTER SHBEINRINERS 2. Details
Vo SUBRREIEAL I D INTOEM (S BAMNHER(CEZE T ILANILTRVEDELRINE (4) The "handling" referred to item (iv) shall include slaughter, isolation, expulsion and capture.
BRER. ENWIFEOREULE)RSEE TIHALRTNERER, RREIEFZEAIIHEE
SEERETRSRINLIRBIRN,
MERETEE (3. MERTEICHZERBROFMIARI CAER SR ITNUETIRSIR,
45 The study protocol shall be prepared for each study before starting the study concerned.
?;—‘%ﬁ?ﬁ{’??”lﬁ%% BRETEIZB (CECBINEHIAL, RDEBDET S,
SRERSTEE e The following shall be included in the study protocol:
Sec.4 Standard Articljll 8 HBR R DRGSR
operating procedures Environmental conditions of the test system
Study Protocol B& SIBHEO0EN. HROREORHHERER
13| Matters necessary for implementing the study in addition to those mentioned in each of the
preceding items
BROERE(CRAL TR, ROFBIENESFENRINERSR,
In conducting the study, the following matters shall be strictly observed.
58 HEBROEM&RUIRSE y T A — i S e b | — E144R N SO
SHERDZEHE . E\JJ#@@ﬁﬁﬁbﬁfm%ﬁiiﬁjiﬁé\(di\ AUBRDENCRZEZ R (F I BENDH DR X (TN RSN 282 O ENY)
Section 5 Conduct of Artlij:13 NBIRERES BEEBIC. HERCHEALBLCE,

When studies are carried out using animals, animals that contract or exhibit symptoms of
diseases that would influence execution of the study shall be isolated from other animals and shall
not be used in the studies.

7. Test systems used in field studies should be located so as to avoid
interference in the study from spray drift and from past usage of pesticides.

7 EEEERCTER IR, BIFORITIN CRRRED PBECEBULEED
FLEREBETERLOIC, BESINZINERSR,

X EZHLEBV
% Not applicable
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6. Test and Reference Items
6. #HEERVIBERVWEME

6.1 Receipt, Handling, Sampling and Storage
6.1 248, BURL. YOOV IRVRE

1. Records including test item and reference item characterisation, date of
receipt, expiry date, quantities received and used in studies should be
maintained.

1 #HEMBERUMRMBORTE. RMAOBM. BRHR. ZEULESERERCAVED
SRIRENBINEBSR,

2. Handling, sampling, and storage procedures should be identified in order
that the homogeneity and stability are assured to the degree possible and
contamination or mix-up are precluded.

2 H—EREMEETEINEOMER I BB RERZH<T8. Bk, > TU>
J AREOEMETIESN TORIINIERSZL,

3. Storage container(s) should carry identification information, expiry date,
and specific storage instructions.

3 RESHRICLHRCBITSIER. ERMR. EMRERMFZLHI DL,

BEBRAEFIREICERBEINEEIHL. ROEBNETS,
The following shall be included in the standard operating procedure:
1 BERBE R U SMEDOZME, RERUVEIRVCEIZE.
Matters related to receipt, storage, and handling of the test substance and control substance.
45 EEIRMEFIEES — —_
=i e = 5 MEOFAR, RERUVHBICBIFTBIL,
Sec.4 Standard Los Matters related to preparation, storage, and identification of reagents.
operating procedures T 1 . . _
otc. Article 10|\ | ERERLAITE. AREL RUDHCTBL.
Standard operating Matters related to observation, measurement, inspection, and analysis.
rocedures N - -
P | 7-somm. mERCBRCEIZ
Matters related to data handling, storage, and retrieval.
AR S(CBII2E0DEN . HEROEMDIHICHERFIA
11| Matters necessary for execution of the study in addition to those mentioned in each of the
preceding items.

6.2 Characterisation
6.2 451%

1. Each test and reference item should be appropriately identified (e.g.,
code, Chemical Abstracts Service Registry Number [CAS number], name,
biological parameters).

1 BRI E R U BYIE (L@ (CERI SR FNERSR0 (e X (ET— RPPCASES(
Chemical Abstracts Service Registry Number) . &%k, £¥ZEHIISA-5-) ,

2. For each study, the identity, including batch number, purity, composition,
concentrations, or other characteristics to appropriately define each batch of
the test or reference items should be known.

2 BABRCBVTHREBRM BT ERMEBOR/\WFZELE(CHFITERLIIC, NyFE
S, ML, BB R, ORI Z S ORI N BAFECRSN TORINIERSIR,

3. In cases where the test item is supplied by the sponsor, there should be a
mechanism, developed in co-operation between the sponsor and the test
facility, to verify the identity of the test item subject to the study.

3 HEERMBENI N Y —LOAHEEN 35S, SMERICAVSN BRI B DR — 14275 S
BIEHD (AR Y—EERERMEER DT S ICEDIERENTE) (EEHEHIILRINERSR
(AN

4. The stability of test and reference items under storage and test conditions
should be known for all studies.

4 BEEREFRMT TRUOEDSNIERREM T ICHII RN E RV IBEOLR EM
W IRTORERTIASMIEN TUORIINIFIRBR,

5. If the test item is administered or applied in a vehicle, the homogeneity,
concentration and stability of the test item in that vehicle should be
determined. For test items used in field studies (e.g., tank mixes), these
may be determined through separate laboratory experiments.

5 WERMBNMEALLE(IRSF(GBEBRAINDIHEICE, TOBRAROWERYIB DT —
HOREEREMMEREIN TOREINERSRV, BIZRERICAVSNAERE (e E
B2 X )Tl BIOTRTORERICIDHEERSNBIEICIR B,

6. A sample for analytical purposes from each batch of test item should be
retained for all studies except short-term studies.

6 FEHARIEHERZ PRCINTOHER(CHVT, WEBRME DR/ \WFHEDAT > TV REL
THENMRINERBR.

L2 @EFrYIUVANDEIECOWVWTIFER 257329811 EZ{EF07295525 (FBRE@AN)
Revision of Checklist of the Industrial Safety and Heaith Act GLP (July 29,2013 Director,Chemial Hazards Control Division)

(7) #ERMEBERUNTIRYE
(7) Test and Reference Substances

7 B0
a. Purpose of the inspection

LRt FNROIEEZ BMNEL THERSNIEFIEEZHRBL TV N IR I 2L 2BMNET 3.
To determine whether the test facility, etc. has procedures prepared to check the following items:

(7) #WERMBERUMBEOR—M. Ol £. HEENE L ORTERDFRRESINT DL 2R T,
(i) To ensure that the identify, potency, quantity and composition, etc. of test and reference substances are in accordance with their
specifications;

(1) HEERE RO RMEZEHEVIKRERMRE T DI,
(i) To properly receive and store test and reference substances.

O HWERMEBERUMBYEDOZMEICEEIZ5FEE (BEYESTEOHRLED)  MNCHEORIRV, HE. £A. KMRE(CBIIZ5FNMEIELTLIN.
Whether there are written records on the receipt (including identification of the person responsible) of the test and reference substances,
and for the handling, sampling, usage and storage of both substances.

O HWERMERUM BB DTN ELLRRSN TN,
Whether test and reference substances containers are properly labelled.

O REFMN HEMBERUMBMEORE. MERVEENZRIFIDZ L TETITHIN.
Whether storage conditions are appropriate to preserve the concentration, purity and stability of the test and reference substances.

O #HEMERUMBEOR M. #E. k. ZEHOMEZEIMNTIE R LE(CRT25EEFESEEMEKREINTLDN.
Whether there are written records on the determination of identity, purity, composition, stability, and for the prevention of contamination
of test and reference substances.

O #HERMEBEARUNIBEZSHEIIRENOIE —ERUVEEEOHERFIEEMEREINTLDH,
Whether there are procedures for the determination of the homogeneity and stability of mixtures containing test and reference
substances.

O HWERMEBEX(IBMEBEOREY) (RIEHBRY)) 2 ANLERICHERFRNBEN, TORBOE— U RUVLEHCEEIZERTEMRESN TSN,
Whether containers holding mixtures (or dilutions) of the test and reference substances are appropriately labelled and that records are
kept of the homogeneity and stability of their contents.

itBRN' 4 B EOREAICNIZZIH A, HERME X (S IBMEOR/ \WFMSHTROY> TV GRR) MMREREN. CNSMREDRRRE. REINTLBN.
When the test is of longer than four weeks' duration, whether samples (specimens) from each batch of test and reference substances
have been taken for analytical purposes and that they have been retained for an appropriate time.

O

O MEORSICEITIEIRVFIENESDSN., #EIEEE X (FRZEB RO IEMENEBN TS,
Whether procedures for mixing substances are designed to prevent errors in identification or cross-contamination.
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7. Standard Operating Procedures
7. REER{EFIRE (SOP)

7.1. A test facility should have written Standard Operating Procedures BRI F (LS ROFBIHZITOEEEEEZENBINERSR,
approved by test facility management that are intended to ensure the quality For the test facilities, etc., management shall be stationed to carry out the following matters.
and integrity of the data generated by that test facility. Revisions to 25 iR
Standard Operating Procedures should be approved by test facility EEEEE 3%
management. Section 2 . 1
Organization Article 3 EIBEFIRBRERL. RUBRIZE,
7.1 HERPEER (L. ZORMERMEEL TIEAN DT —IDEHEMEL TR M2 IRIR I, BEEE Management 9
BE(CIOTHEFRENTSOPZE XXELU TYERRL THENMRIINIERSR., SOPDIET (HEEE To prepare and distribute the standard operating procedures.
BE (IO THERENRINERSR,

7.2. Each separate test facility unit or area should have immediately

available current Standard Operating Procedures relevant to the activities 48 FREREFIRSF
being performed therein. Published text books, analytical methods, articles BRAEREFIRE IR, S TR R R R RN 3 BRI R Z SN TORF B SR
and manuals may be used as supplements to these Standard Operating Sec.4 Standard 0% RS TEEe mEE CEeR ' °
. =<
Procedures. operatmgetpcrocedures Article 10 2 The standard operating procedures shall be made available in each area where the study related to the
7.2 HEAMEROB DR AEIHTIE, 2o TR SREHCEITZSOPELDTHAA | Standard operating standard operating procedures is implemented.
TERLICLTEMRINERSRV. CNSDSOPZEFSIEDEL T, HMRENEEBIE. 4T procedures
& XU FS I EMEREN L8539,
HEREAEE. 18R DER(CBIL. ROBIEZITORIINEERSIR0N,
25 iR The study director shall carry out the following with respect to the study related to the nomination.
HERETE 4%
Section 2 . -
Organization Article 4 HERSHEE X MEEIMEFIEZ N SORBICRL, SIERBLETBELEC. TOR™RERIRITZL.
Study Director 9 | To take necessary corrective actions against the deviations from the study protocol or standard
operating procedures, and to record the results.
HERMEERE L. ROBIRZITOIEZEEREEZENRINERSR,
For the test facilities, etc., management shall be stationed to carry out the following matters.
7.3. Deviations from Standard Operating Procedures related to the study 28 jrﬁ’f‘é‘k T —— O
should be documented and should be acknowledged by the Study Director EEEEE 3% {Elﬁﬂl %ﬁl—tﬁ{ * , bgﬁ:'_én ““2“?’1‘“’1”)5 \“:0) ’\_-_C'“ o E—K’— < VD, BERE
and the Principal Investigator(s), as applicable. Section 2 Article 3 1 BCLDYZRBICH I FIZIEBEN BESN, COBRNIEBREINTVSLEER I DL,
Organization
7.3 sBRICEHELIZSOPH S ORI E TR, ZHIBBEECEUT, MEREEE Management 6 | To make sure that all deviations from the standard provided in this notification notified by the
RUREREEEDERES IR NERBRL, person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.
B8 (Z. ROBIEZTSRIFNUIIRBRR,
The personnel shall abide by the following.
25 fHfE%
=]
Section 2 65% _ HEREHE S R SR EIZEFIRE D SO RSN L E (L HEBRBEEICIHREL. TORBERTRID L.
Organization Article 6 3
Personnel When any deviation from the study protocol or standard operating procedures is found,
to report to the study director and to record the contents.
RAEIRVEFIEE(CSE B INEEIAL, RDEBNET B,
The following shall be included in the standard operating procedure:
7.4. Standard Operating Procedures should be available for, but not be AR UELE(CRIT R,
limited to, the following categories of test facility activities. The details given ° Matters related to safety and health.

under each heading are to be considered as illustrative examples.
9 P RO T L,

10 Matters related to wastes disposal.

7.4 SOP(Z, BRI ZEHDSELA T OFECOVTHERSNAINETH DN TNIRESN

ZEDTFRV. FRHBUICHGERIBEEAFIELTEZISNZEDTHD. A& S(IBIRE00EFEN. HEROEMDIOHEIRFEIA
11 [Matters necessary for execution of the study in addition to those mentioned in each of the
preceding items.

1. Test and Reference Items

Receipt, identification, labelling, handling, sampling and storage. 1 BRI E MU EBRY)E DOZ M., RESUBIRVCETRL,
(1) BRI E XU ERY)E Matters related to receipt, storage, and handling of the test substance and control substance.

TR, B ST BURV, B2V RE,

FIEDZRIE. RIRRUEREICBI DL,

2. Apparatus, Materials and Reagents Matters related to operation, inspection, and maintenance of the equipment.
a) Apparatus Use, maintenance, cleaning and calibration.
b) C.(t)merJ]terlsed S;;stelmsd . I(Valldatlon, operation, maintenance, I 1-53 25 L OBEDRERCEITBE. (12647132380
security, chahge control and back=up. 8 [Matters related to confirmation of performance of the computer system.( Addition by Notice of the

€) Materials, Reagents and Solutions Preparation and labelling.
(2) tas. MRIRUHE
(a) té8s  (EA. RTRAR BRRURIE

Ministry of Labour No.120, Dec., 25, 2000)

(b) 2E1-922FL  NUF—2a3> #EF RSF. TEXMER, BRIV \WIT7yT

s OIE S AR KRR (o =
(c) MHl HEEER AREINUSY 5 SREEDRR, RENUFEBICRETSIL.

Matters related to preparation, storage, and identification of reagents.

45 RERFFIRES

3. Record Keeping, Reporting, Storage, and Retrieval REREFIRSE
Coding of studies, data collection, preparation of reports, indexing Sec.4 Standard 10&
systems, handling of data, including the use of computerised systems. operating procedures Article 10 1 . F—ADEIRV, RERURZR(CEATSIL,
(3) EEFROFF. HE. RERUMEER etc. Matters related to data handling, storage, and retrieval.
HEROI—ME, T-HUNE. IRESERN. BB AT L, IE1-9—{benfiz5—4%>25 | Standard operating
LOERZSOT—FDEIR. procedures
4. Test System (where appropriate)
a) Room preparation and environmental room conditions for the test
system.
b) Procedures for receipt, transfer, proper placement, characterisation,
identification and care of the test system.
c) Test system preparation, observations and examinations, before, during . _ -
. 3 |FHERROBURVCEET R,
and at the conclusion of the study. )
d) Handling of test system individuals found moribund or dead during the Matters related to handling of the test system.
9 Y g 4 |BMORBERUIERVCEITEIE
study. . .
e) Collection, identification and handling of specimens including necrops Matters related to care and management of experimental animals.
) ' 9ot 9 necropsy 5 |MEOBY. RERVHIEITE
and histopathology. ) . -
. . Matters related to preparation, storage, and identification of reagents.
f) Siting and placement of test systems in test plots. e AT _ z
=_p =17 =4 6 Eﬁag\ )E\IJE\ *ﬁg&0ﬁ$ﬁ(LE§q5(—t
(4) HBRR (AT H5S) Matters related to observation, measurement, inspection, and analysis
(a) FHERROLOOEEDLEN. BIESRM ' ¢ INSpection, ysis:
(b) HBRRDZZTE. BFh, WUIRECE. 554, B RUEEFIR
(c) stERA. HMERP R UHERIR TIFICHI 2R R D% R, BIRNRUIRE
(d) FERHART R (CHBRIEIRAE S (FFET- N HSNIERER R OEARDEIR L
(e) BIRRURIEHMIREZ SORADIUNE. #5I CEERL
(f) B BRI TOREBRROX FNO R UELE
5. Quality Assurance Procedures
Operation of Quality Assurance personnel in planning, scheduling, BIES(IBIFR000EN. HEROEMOIHHEREIE
performing, documenting and reporting inspections. 11 |Matters necessary for execution of the study in addition to those mentioned in each of the
(5) EFEMARSEFIIR preceding items.

BROsTE. Bz, Fhit. ik, IiEZITHERERIESEDIFE,
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8. Performance of the Study
8. BR(MDEhE

8.1 Study Plan
8.1 HBRFHEE

45
SEREFIESE
HERFTEIS 11% MERETES (3. Y BRDBBBICER SR INETRSRR,
Sec.4 Standard Article 11 The study protocol shall be prepared for each study before starting the study concerned.
operating procedures
etc.
HEREAE. 18R DER(CBIL. ROBIEZITORIINIEERSIR0N,
The study director shall carry out the following with respect to the study related to the nomination.
_2%;&%‘%& HERDBAIARANIC, FHEREHEIFZ/FRL, (BRI (EFRD L EEEEE (EHERITTHREEMIIIESIC
BREAEE 4% H5OTId. RRBEEZESE. UFCORLBVTEL,) ORBEBISLE6(C. RBARREL. HTERIRS
Section 2 Article 4 HRHEEOSUA SRR S S CAIT50E
Organization
1. For each study, a written plan should exist prior to the initiation of the Study Director 1 | Before starting the study, to prepare the study protocol, to sign and seal or affix signature, and to
study. The study plan should be approved by dated signature of the Study receive the approval of the management (in the case the study is carried out by commissioning,
Director and verified for GLP compliance by Quality Assurance personnel as the sponsor, etc. is included. This applies hereinafter in this article.), to state the date of approval,
specified in Section 2.2.1.b., above. The study plan should also be approved and to submit the copy of the study protocol related to the approval to the person responsible for
by the test facility management and the sponsor, if required by national quality assurance.
regulation or legislation in the country where the study is being performed.
2E (i EEEEE HERMBEEE LS ROBIRZITOIEEEIEEZENRINERSR,
(1) ZRBROBAIACTEIIO T, SERFTEIZHERMSN TORIINUERAR L, SHERETEIE (L. Section 2 3% For the test facilities, etc., management shall be stationed to carry out the following matters.
HERSETEORMNORALBRICLOTESRBINTUVBELEE(C, BRRUE 2.2.1.(b)ICHREST Organization Article 3 P r——
[EBIHRIHES B Lo CGLPRSFOREI SN TORNEASEL, HERHIsE |  Management 1| BEREEERARET G0,
DARAERTROBNTVSRS(E, SR BB GES EIREE K — DORRERMER To approve the study protocol.
HIBINERSE EEMERIIETEET. 18RAICRIERCEAL. ROBIEZITHRIINIERSR,
The person responsible for quality assurance shall carry out the following with respect to the study
related to the nomination.
_ 2F MR EEICE 1153 2 BE S8 SEREN SINTUSILARBIZL.
Eﬁﬁ'lﬁ%ﬁﬁﬁg 2 | To make sure that the matters set forth in each of the items of Paragraph 2 of Article 11 are
Section 2 S5 included in the study protocol.
Organization Article 5
Person Responsible _ K . L o L
for Quality Assurance BEEXFEREZTOAMITNCEE EBENRBREEBECZORNE RUMMRZIREULBAZiL & U EE
YERRL. CNICEEBRIFENN (BRI DL,

8 To prepare a document that states the date of audit or inspection executed, and the date when
the contents and the findings are reported to the management and the study director, and to sign
and seal or to affix the signature.

HERMEEF LS ROBIRZITOEEEEEZENRINERSR,

For the test facilities, etc., management shall be stationed to carry out the following matters.

25 iR EREMRIIEEENSIRESNCOERICEDDIEENSORMNINGREREAE (mESN. HD. REEE
EEEEE 3% [CEDLZLRBUH T R IEBBEIHESI. TOBRNCHRSNTVBILERRTBL.
Section 2 Article 3
Organization 6 | To make sure that all deviations from the standard provided in this notification notified by the
Management person responsible for quality assurance are transmitted to the study director and corrective
actions are taken against the relevant deviations by the study director, and the results are
recorded.
HEREEEE. 18RFR2EERICEL. ROBIEZITHRIFNUZRSRR,
The study director shall carry out the following with respect to the study related to the nomination.
HEREEZEEEIHLE(3. EEEREQREBERITILLOIC. ZOZBEULEABMTTNCZOEEONERUIER
ZEEHUEXEZERL. SN EOE L2 ERMHRIIEER(OXIITDIL.
ZE el 2 | When the study protocol is amended, to obtain approval of the management as well as to prepare
Eﬂ%ﬁ%ﬁ% ) 4’% a document that carries the date of the amendment and the contents of and the reasons for the
Sec.2 Organization | Article 4 amendment, and to submit the copy of the relevant document to the person responsible for quality
Study Director assurance.
2.
a) Amendments to the study plan should be justified and approved by dated SHERETEIE X IMEEIREFIRENS ORI CRAL. RIEIBEZEIIELE(C. COERZELITRI DL,
signature of the Study Director and maintained with the study plan. 9
b) Deviations from the study plan should be described, explained, To take necessary corrective actions against the deviations from the study protocol or standard
acknowledged and dated in a timely fashion by the Study Director and/or operating procedures, and to record the results.
Principal Investigator(s) and maintained with the study raw data.

SRR EEE L. I8RCERZAERCEL. ROBIEZITHDRFNULRSRR,

(2) The person responsible for quality assurance shall carry out the following with respect to the study
(a) M HEBOZEEEHRETEOAMRUBRCLOT, BEMEHIN. ABn related to the nomination.
T, B TEB LEOTRIFENRINERSRV,
(b) EBRETEIENSOEM L, FHEREEE XEHBREEECLD. BERERGEER. ABRU EBNEIEREITOLLER. TOHE. HEANIASRZT OB RVEOMREZREBULREEE/ENU. T
Bftzften. MEBROET —FEEEIREINRIFNETIRSR, =05 A DEVLZEEERERVABREEECIRE I,
EFEME R EER 4
Section 2 55% When audits or inspections were carried out, to prepare a report that states the date of audit or
Organization Article 5 inspection executed as well as the findings and submit the copy to the management and the study
Person Responsible director each time.
for Quality Assurance
EBRNEIEREITOEER. HBRFTEENS0IERM X (SREREFIRE DN S DR RDOSNLE L. BEOESR
BIEERVHBRETE(CIRETIELEIC. TZORBERIRI DL,

> If any deviation from the study protocol or any deviation from the standard operating procedures
are found as a result of the audit or the inspection, to immediately report to the management and
the study director and at the same time to record the contents.

HERNREFEER. ROMOEREDEBZITNRFNTIRBIR,

)& 1A The person responsible for the archives shall execute the duty to store the following items.
HERMRERREE H£F_s
Section 2 7% 4 Raw data
Organization Article 7
Person responsible for 5545 X352 OISR B MER U BS B X (45267
the archives 5 | Reports or records prepared by th rson r nsible for lit ran rsuant to th
ports or records prepared by the person responsible for quality assurance pursuant to the

provisions of Item 4 or Item 5 of Article 5

3. For short-term studies, a general study plan accompanied by a study
specific supplement may be used.

(3) sCHARIEHBR T(E. —AZRYRHERETEIE(C. TORMEBRDIFIAREIDZMEL UERTZ
tEHDD.

(sEHARIGHER DA ERU)
[No assumption of short-term studies]




OECD Series on Principles of Good Laboratory Practice and Compliance
Monitoring
No. 1 OECD Principles of Good Laboratory Practice (as revised in 1997)
OECD GLPIRRI

HEREGERUBEI4ROIB2EORECROESHBRIERSH RIRINETEE

(iB63.9.15E&ERE765)

Notification that prescribes the standard to be satisfied bv test facilities, etc. pursuant to provisions of Paragraph 2. Article 34-3

of Ordinance on Industrial Safety and Health

(Notice of the Ministry of Labour No.76, Sept., 1, 1988 )

8.2 Content of the Study Plan
8.2 ARRFHEZEDNE

BRETEIZ (CECBINSHEIRL, RDEEDET D,

6 sCix
a)RESNANSEHFFADIA

operating procedures
etc.
Study Protocol

12

4::
EE’E};‘M’?@IEE% The following shall be included in the study protocol:
The study plan should contain, but not be limited to the following mgﬁ%ﬁ%@;g )
information: BRARR TS 115
Sec.4 Standard Article 11 . i -
e e X operating procedures | “HO¢ HIRSICBZE00EN, HEROEEOHNEREIE
ERETEIB LU OIREZSOASTN, TNURESNSED TR, etc. 13| Matters necessary for implementing the study in addition to those mentioned in each of the
Study Protocol preceding items
1. Identification of the Study, the Test Item and Reference Item
1 GER, BRI R U IRV E s HRERSHERICTHINETIEL, ROLBOET S,
a) A descriptive title; The following shall be included in the study protocol:
a) NBazEYICRITE
458 ~
b) A statement which reveals the nature and purpose of the study; it 2 Ve R 1 ERELUHREROB/
b) iEROIEFEE BV %Z < J sCuh SHERSEE . Title and purpose of the study
Sec.4 Standard 1.17'<
. Article 11
operating procedures
c) Identification of the test item by code or name (IUPAC; CAS number, etc. - N '
biological parameters, etc.); Study Protocol HERMBE RO RBYE ORI, FEE. AR EREFNTEES
¢) J—RX(EBIR(IUPAC,CASES. £MFEM/SA—F-RE) (CL2HEERVIE DA 6 ) . ) ) )
Name, purity, composition, and physicochemical properties of the test substance and the control
substance
d) The reference item to be used.
d) RT3 XIRE
2. Information Concerning the Sponsor and the Test Facility HERETEIZ(CRE B INESHIAL, ROEBNET S,
2 ZRIY—RUERNEER(CBE I 3515k . The following shall be included in the study protocol:
=
REREFIEESE
a) Name and address of the sponsor; UBRETEIE 1% 5 [FERITHBERIET SHBECHO T SREEEEORHRU P
a) AR Y —D&FREPRTEH Sec.4 Standard Arti I*11 Name and address of the sponsor for studies performed under contact
operating procedures ruce
b) Name and address of any test facilities and test sites involved; etc. 5 ER MR DRI U PhTEM
b) INTORERERE BRI DElBRIZFTI DRI FRTEHT Study Protocol Name and address of the test facility, etc.
c) Name and address of the Study Director; 4 AREEEOKERVFIE
c) MBREABORZALEM Name and post of the study director
d) Name and address of the Principal Investigator(s), and the phase(s) of
the study delegated by the Study Director and under the responsibility of the
Principal Investigator(s). (GHERFEEDIBERL]
[(No assumption of the Principal Investigator(s), ]
d) iBREEBORBEAPTRUBREEB (CIDBEINGBREEENEEZ2EID
SHBRODES: P
3. Dates HEREEEE. 18RFRDEERICEL. ROBIEZITHRIINUZRSRR,
3. B The study director shall carry out the following with respect to the study related to the nomination.
) The date of approval of the study plan by signature of the Study :ﬁjﬁi SEROBIAHIIC. HERFTEBEIERL. RAROIBLOL. BEEES (SHEBITHRESHIZHAI
armRE E8. UFZORILSWTAL. B s, AREEREL. LARIR
Director. The date of approval of the study plan by signature of the test Section 2 47% ;—!-St;ﬁgi@gf_:;iiﬁﬁﬁ:;%?:;;a;gffjb ) ORBERISLE. RBORRRL. SZRBIHES
facility management and sponsor if required by national regulation or Organization Article 4 it SRR EIS ==
legislation in the country where the study is being performed. Study Director 1 | Before starting the study, to prepare the study protocol, to sign and seal or affix signature, and to
Ermae o e Lim b rEas - i b . receive the approval of the management (in the case the study is carried out by commissioning,
ik b CEC L BRERETEIZE DGR H . sUBRN AlJY>; . . . . o .
@a_g;iﬁ;‘fcﬁgfgf%é;ﬁ;g;ﬁua?;g?;\;%;g%i%f?gé;%ioigi the sponsor, etc. is included. This applies hereinafter in this article.), to state the date of approval,
o B ) = o ORnARR I A and to submit the copy of the study protocol related to the approval to the person responsible for
quality assurance.
_4E BT E BRI ASBIHERL. ROLBOET S,
REREFIEES
b) The proposed experimental starting and completion dates. ABRETEIS 114 The following shall be included in the study protocol:
Sec.4 Standard Article 11 n — -
b) EERBIARME T FEH operating procedures EVBROD BRl5 T E B B U SE At RA
etc. >
Study Protocol Date scheduled to start the study and the study period
4. Test Methods s s RIS EBICREMINRSBIERL ROEBOET S,
Reference to the OECD Test Guideline or other test guideline or method to T%}*{fzigﬁ
be used. SBRE TS 112 The following shall be included in the study protocol:
Sec.4 Standard Article 11 p———
. 0 55 F
4. SHERTSE operatlngefcrocedures , S
;;éﬁﬁg—éoECDj__Zl\jj\{ Fa'f\/\ 'f@@ﬁ‘f Fa’(\/iri(étgit%ﬁjisf@ga%i Study Protocol Test methods adopted
HERETEIS(CEL s INESFHIH(L, ROEBNET B,
The following shall be included in the study protocol:
8 HERROIRIBRM
5. ZOMOBIE (WWHEHL) Environmental conditions of the test system
(a) FERROEIROIRHL 48 o | BEE RERUSHHOIERUSAE
(b) FERROFFECOVNT, e X (3FE, Rt BRI, IR, 2=, REHH. 4. F SEIREFIEES Observation, measurement, inspection, and analysis methods and frequency
BT ETRIEHR HERETEIS 115 X . : . - )
(C) 18555 T0EINIBH Sec.4 Standard . I* HERYE R U IR EZBRREE X (IRBS 2 (MER TR FFAH GREMENADIZE(CH DT
(d) #EFERBE. BE. IR55HE. K55 operating procedures Article 11 (&, FART BHCEFHI STUR)
(e) FHERDIRIFRIFIE, INTOFTE, SHERMAEL - R DIFTOIELR-SEE  RIE, Ehte g etc. 10
AR -BARY (BUESRSE) EHT M HREEREDRR 2 SRR TECREITS Study Protocol Solvent or emulsifier used for dissolving or suspending the test and control substances (if the test
S INEER substance is gas, the gas used for diluting)
T —ADFEMTDIHICAVFRETENFE
11
Statistical technique used for data analysis
4 HERETEIS(CEL N INESFHIH(L, ROEBNET D,
6. Records REREFIEESE _ _ _
A list of records to be retained SHERSIEE The following shall be included in the study protocol:
. pLuny =} = AZ.
Sec.4 Standard 1.17'<
Article 11

iR SHRIRUERORETSE

Method for storing records, samples, and materials
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45 RERFFIRES
BRDENE

etc.
Conduct of the Study

8.3 Conduct of the Study Sec.4 Standard 132 HERDOERICEAL TE. ROBIENETFENRFNERSIRN,
8.3 HERDE operating procedures | Article 13 In conducting the study, the following matters shall be strictly observed.
etc.
Conduct of the Study
HEROEM(CEAL T ROBIENMETFENRIINEBSIR,
In conducting the study, the following matters shall be strictly observed.
EAR(C(&, BRFECLDHEBRDIBA R VKRR Z#MAI T2 LD TEZE B N EESKUEHEBZR RIS,
6 On the specimens the symbol or No. that can identify the kind of studies and the test system by
an appropriate method as well as the sampling date shall be indicated.
1. A unique identification should be given to each study. All items concerning MEROEMEOOMNBERRTE (WBRNERVMBYELZSE. UTIOSEHVTEU. ) RFEHDEECERS
this study should carry this identification. Specimens from the study should | 4% Z#IREFIEESE BREBRICAVIHICHEZLIBUIZED (MITFCORICHBVWTIEREE 1LV, ) Z ANEERRIC(E. FRABLEDR
be identified to confirm their origin. Such identification should enable FHBRDE N &, MEOLIVERRIDEN. BESU. BE. RERMFRMERABBZERRI DL,
traceability, as appropriate for the specimen and study. Sec.4 Standard 13%
operating procedures | Article 13 On containers containing reagents necessary for carrying out studies (including test and control
1. BBRCEARER R ZURUNERSR0, SER(CIRD IR TOEDC DB Z T IR IN etc. substances. Hereinafter in this paragraph, this same principle applies) and reagents treated for
(S50 EHERNNSESNTARA(L, i HEER S BRI RSN ITN(ETR512 0. T | Conduct of the Study studies, such as being dissolved in a suitable solvent, etc. (hereinafter in this article, called the
OB RAPIERISHEUTOBHEIMEZ BL TR TORFNIRSRR, "reagents, etc."), the name of the reagent shall be indicated and as required concentration, storage
7 |conditions, and expiration date, in order to prevent misuse.
(63fF9A16 A TEF6035]158DE3 2 HMBPFEIR
(6) E£7SOIBHEIEIEFIDOIF]CE. BE. HIRIFTENDL.
[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details
(6) The "dissolution, etc." in item (vii) shall include suspension and dilution.
45 EEIREFIEEE SREROEREICEAL TE. ROFEIEMNMETFEINRFNERSZL,
HERDERE In conducting the study, the following matters shall be strictly observed.
2. The study should be conducted in accordance with the study plan. - “ - - - N _ o FH
Sec.4 Standard 13% B, HBREAEOBERVEEOLLC. HERHEERUERERFFIRECH D TREN 3L,
2. HER R BB A TR NI NERERL, operating procedures | Article 1311 4 o |
etc. The study shall be carried out in compliance with the study protocol and standard operating
Conduct of the Study procedures under the guidance and supervision of the study director.
HEROEM(CEAL T ROBIENMEFENRINERSIR,
_ In conducting the study, the following matters shall be strictly observed.
3. All data generated during the conduct of the study should be recorded = JEis .
. . o . 48 BREREFIRES
directly, promptly, accurately, and legibly by the individual entering the data. S ER DN ) ) i . )
These entrles should be Slgned or |n|t|a”ed and dated. Gl 0) a2 }_9(1\ ])tl—g(zgiﬁl\\jﬂén_ﬁ%éﬁﬁﬁg\ IEEE(:E;_’%%HX%ZCD‘_@%\ b\j\ g%}:fﬁqztd)_@?@b\ﬁfffga
Sec.4 Standadrd %3"* BIBE, COBBICHVT, T—ERI B, T—I%IRTBICLRD, ZOBRMERHL. TNICERIPEIR (LS
3. HRORIPICESNEI NTOF 51t F—5ERATHEAICLTEE, #k, Epg | OPCrang Procedures | Article 13 BIBIL.
RRUBBBR(CEEERENRINERSRV., CNSDEEERICE. BRFEAZSvIL2EE. Bi9% d ¢ .h d 2
S TEHRFNERAE, Conduct of the Study The data shall be recorded with accurately legible and hardly erasable method, unless otherwise
directly entered into the computer. In such event, the personnel who records the data shall state
the date of recording the data, and sign and seal or affix signature to the record.
HEROEM(CEAL T ROBIENMETFENRINELRSIR,
In conducting the study, the following matters shall be strictly observed.
F=ADETIE(E IDE1-FICEBANEINTVST —9%5TIET DB EZRE. STIERIOT —Y%ZR T 2ENTEDH
ETITOCE. COBECBVT, T—H%ZETIETDE (. T—HDETIE[CHD, STIEDERKRUZORFZEEEHL. CNICE
BX(IHRENTBTE,
4. Any change in the raw data should be made so as not to obscure the 48 BEREFIRES 4 The data shall be corrected in such a manner that enables the identification of the data prior to
previous entry, should indicate the reason for change and should be dated HERDENE the correction, unless the data directly entered in a computer is corrected. In such event, the
and signed or initialled by the individual making the change. Sec.4 Standard 13% personnel who corrects the data shall state the date and reasons of correcting the data, and sign
(4) 7 -FICBIFBVNRIZEEHMRIDEE &HZAEBCLRVESATOHNRIINERS | operating procedures | Article 13 and seal or affix signature to the record.
Vo ZEDIEH%Z/RL, EUTEEZITIORHREBDEBRLFTFAZv)L. BfZBRZELATNE etc.
ISV AN Conduct of the Study
IE1-AICEBANINTVST —9%5TIET2IBE (. STIERINT —5%ZR T 2ENTERHETITIELBIC, 5T
IEDIRH. 2OBMRUZOT—IDANEFEZRLRIERI DI,
> When the data directly entered into a computer is corrected, the data shall be corrected in such a
manner that enables the identification of data prior to the correction, and the reasons of the
correction, the date, and the personnel responsible for the data entry shall be recorded.
5. Data generated as a direct computer input should be identified at the time SUBRDFEAEICBIL T IROBIRNETFENRFNEBER.
of data input by the individual(s) responsible for direct data entries. _ _ _
Computerised system design should always provide for the retention of full In conducting the study, the following matters shall be strictly observed.
audit trails to show all _changes to the data without obscuring_ the original 45 EARrEIERE
data. It should be possible to associate all changes to data with the persons SHER DN
having made those changes, for example, by use of timed and dated o ~
(electronic) signatures. Reason for changes should be given Sec.4 Standard L35
9 ' 9 9 ' operating procedures | Article 13
e —— R o - _ etc. F=ANBEEIDE1-FCANENZIHEE. T-IDAN DB RUALEEEZLIFRI DL,
i ]\/tl_“/{t(“\l—ﬁ)\u?g%_{_g_(g‘ )E\mjgj'_g(“_%ﬁﬁﬁjég_b . i_ggkjﬁ%“(“ﬁ Conduct of the Study 3 | When the data is directly entered into a computer, the date of data entry and the personnel
a_,g\uacm(mm%\o :l/t_'l_—’;‘/XTA(Pﬁn\Eﬂ&"\ JET—’JEZ:EHH%L@%L&BQ IRTO responsible for the entry shall be recorded.
TAEBOREENDIHDEDOELRIINERSIRN, INTDOT-AIDEELEDEEER. Itk
ZFEFPEFERQOERICLOT, BMTIFHRIEETHDLICLRIFNIEIRERN, E5(C,
ZEIBFBHERABINERSRR,
SERDEMICEAL TS, IROFBIENETINRIFNEREE,
In conducting the study, the following matters shall be strictly observed.
ZEL, X EAREZBRIGERERE . EARLRVCE,
8
Deteriorated or outdated reagents etc. shall not be used.
45 1RAER IFEE A i N . N o _ s _
iRk HROERCRENES, RATALERILRRNRE ISR B5C. eOSERREEECRETILLE
Sec.4 Standard 13% o (C. aﬁﬁi(&ﬂﬁb(&b(«.&:o
operating procedures | Article 13

Should any abnormality occur during studies or any unforeseeable phenomenon occur, this shall
immediately be reported to the study director and be recorded in detail.

10

BMZERALGRERZITIHEICE, SBRORMICFIEZ X (F I HTNOH IR X (SR RAENSEM Z MO
WEFRERET BELEIC, EERICERLB VL,

When studies are carried out using animals, animals that contract or exhibit symptoms of
diseases that would influence execution of the study shall be isolated from other animals and shall
not be used in the studies.
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9. Reporting of Study Results

45 RERAFFIRES mESE

9. HMERFEROIHS Section 4 Standard operating procedures etc. Final Report
9.1 General 45 RERAFEFIRSE REHSSE
9.1 —fi%=EIH Section 4 Standard operating procedures etc. Final Report

1. A final report should be prepared for each study. In the case of short term
studies, a standardised final report accompanied by a study specific

45 RERFFIRES
RARIRESE

(a) EERZRIIRUBMER TUZEMS

operating procedures
etc. Final Report

extension may be prepared. Sec4 Standard 14 RIERETIE ., HERT EICIERRENRITNIERSR,
) Article 14 The final report shall be prepared for each study.
(1) HEACEICRAIREBMERENATNERSR, SEHIRIHERICHV T, (LN Op:t::a“r;?nglr%fdo‘fs
ILRAEIRESIGRRIFEREDZIMNEL (RRIRESZIEHR I 2ILEH B, ' P
2. Reports of Principal Investigators or scientists involved in the study should
be signed and dated by them. (GRBREEEOEERL ]
(2) HERICAS UGB EAB PRIZEORSEE(CE. TNS0EIICLZES. BINEAS [(No assumption of the Principal Investigator(s)]
NRFNUEIRSIR,
2= i REREEE. ERCRIHBRCEL ROBIERTORINERBAL,
REES 45 The study director shall carry out the following with respect to the study related to the nomination.
3. The final report should be signed and dated by the Study Director to Section 2 Article 4
indicate acceptance of responsibility for the validity of the data. The extent Organization ERBEBEERL. CNCREINEELT3L.
of compliance with these Principles of Good Laboratory Practice should be Study Director 6 To prepare the final report and to sign and seal or to affix signature to the report.
indicated.
R e . o e AT BT IEERS RIS E(GEEHINERIAR, ROEBDET B,
(3) RIRRES(CET —HDIEHECH U TEEZE ORI LHGREEEECLDE EiRIpLEE The final report shall include the following matters.
&, BARASRINERSR, £z, GLPRBIADESFORZE OV TIRULATNERSE ) 14%
9 Sec.4 Standard Article 14
| operating procedures (3| BRERESBOEMERE O BBEELIENT30UHRETE)
etc. Final Report Date of preparing the final report (3¢ It is the Study Director who prepares the Final Report)
E ‘l\‘ Ef Ay 5 : 7N E ‘II" : Y ;’_’ I,E 1T 7-\ “7-\\7\ \o
4. Corrections and additions to a final report should be in the form of it%ﬁ;gc%(;. BBICHRITIRL. ROB 7&4-{1’) abfﬂ(at SRl N
. The study director shall carry out the following with respect to the study related to the nomination.
amendments.Amendments should clearly specify the reason for the )= 1A
corrections or additions and should be signed and dated by the Study - .EE,; ) i i ‘ j i
Director- ERES{ES 4% SRS BRI EI25AI5Ho T, 2O ELEBAIUCEOTEORSRUIRMRE B EEERL. TN
Section 2 Article 4 [CERIPEIREBLIBIL,
4 BEREBCHIBITERGEING. EEBORRELSRIFNERSH, COETEE Organization ;
(ClE. STEEHIOEREAEEL. 35BS ECLZES. AMEALRINEIERAE Study Director If the final report must be corrected, prepare the document in which the date of the correction
R and the contents of and reasons for the correction are stated, and to sign and seal or to affix
signature to the document.
5. Reformatting of the final report to comply with the submission
requirements of a national registration or regulatory authority does not
constitute a correction, addition or amendment to the final report.
(5) EREFORFIOHOITHREFBOREER(CEDEIEN TITONIRIZIREZED
BiREd. RIRESDEE. BIMNKRUEEICEFAERLB,
9.2 Content of the Final Report 45 RERAFFIRSE REHRSSE
9.2 RIERBESOAT Section 4 Standard operating procedures etc. Final Report
RIRIRESICGEEBHINETFIHL ROEBNET D,
48 BREREFIRES , ,
The final report should include, but not be limited to, the following RISIRES 145 The final report shall include the following matters.
information: ‘ Sec.4 Standard |\ . T A& S(IBIEE00EN. MERER GBI (AT S ER B
RIIREE(CEU T OEHREZSONETHIN. CNSICRESNZEDTIERL, operating procedures
etc. Final Report 14 Matters necessary for properly evaluating the study results in addition to those mentioned in each
of the preceding item
1. Identification of the Study, the Test Item and Reference Item RISREEZ(CEEHINESEIAL., ROEBNET D,
(1) 3BR. HERYE U IR E DR The final report shall include the following matters.
a) A descriptive title; 1 FERENUEERO B
a) ABZETRIRRE Title and purpose of the study
b) Identification of the test item by code or name (IUPAC, CAS number,
biological parameters, etc.); 45 EEIREFIEEE
b) I— RERFRF(IUPAC. CASES. EMFHISA—9—13) (CLBRERMEDHSI 145
Sec.4 Standard Article 14
operating procedures HERMBE RV BB DB, FEE. HMRCECFR TS
c) Identification of the reference item by name; etc. Final Report 6 | Name, purity, composition, and physicochemical properties of the test substance and control
C) PN L DX ERYIE DA substance
d) Characterisation of the test item including purity, stability and
homogeneity.
d) fE. TEE. 9— 42 SORBRMEBOFF T
2. Information Concerning the Sponsor and the Test Facility ERASIRESICEEEHINESFHIH(L, ROEBNET S,
2 AR - R U BRI (CRE 9 215k The final report shall include the following matters.
£ E: B.O — £: £ o N+
) Name and address of the sponsor: T — B2 TEBRERMT BB (CHo T MRETEF OBV FRTEM
a) AR Y —0&FREFRTED RISHREE 142 2 Name and address of the sponsor for studies performed under contract (Addition by Notice of the
Sect-_4 Sta”da(‘jrd Article 14 Ministry of Labour No.120, Dec., 25, 2000)- - - Consistent with OECD-GLP
operating procedures
b) Name and address of any test facilities and test sites involved; etc. Final Report 3 ER MBS DB IR U FRTEM
b) IANTOHEREER L BRI D ERIBFTDAFRE PTEH Name and address of the test facility, etc.
c) Name and address of the Study Director; 4 HREEE N VHE O KARVFIE
c) BREABORRALEM Name and post of the study director and the personnel
d) Name and address of the Principal Investigator(s) and the phase(s) of
the study delegated, if applicable; (GRBREIFEDIEERL]
{No assumption of the Principal Investigator(s)]
d) E@SmEN TONIEEHEBRFAEBORZLEPTRUEEEINIAREROESFE
RIRIRESICEEHINETFHIHL, ROEBNET D,
48 REREFIRSE The final report shall include the following matters.
e) Name and address of scientists having contributed reports to the final RISIRES 142
report. ) Sec.4 Standard Articl7e'<1 4 RREIERVEBESOKARVFRE
(e) RICIRESMFRAICIRESZIRBUARED KA LR operating procedures 4 | Name and post of the study director and the personnel (Addition by Notice of the Ministry of
etc. Final Report Labour No.120, Dec., 25, 2000)- - - Consistent with OECD-GLP
AT EREEIERS EIRIREE(CEEEHINEEIA(L. RDEHBNET S,
3. Eates I ] I ] BRipE L4z The final report shall include the following matters.
xperimental starting and completion dates. h =
(3) B¢ Sec.4 Standard Article 14
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Date of starting the study and the date of finishing the study
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Notification that prescribes the standard to be satisfied bv test facilities, etc. pursuant to provisions of Paragraph 2. Article 34-3

of Ordinance on Industrial Safety and Health
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4. Statement

A Quality Assurance Programme statement listing the types of inspections
made and their dates, including the phase(s) inspected, and the dates any
inspection results were reported to management and to the Study Director
and Principal Investigator(s), if applicable. This statement would also serve
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To the final report, the document prepared by the person responsible for the quality assurance
pursuant to the provisions of Item 8 of Article 5 shall be attached.
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etc. Final Report

fi hat the final fl h . 145 g s v e N - e 7 -
to confirm that the final report reflects the raw data Sec Standard |, ST |3]% 5£85 BENUERETOLBMNUCESERERUHNREEEZONSRUFRBEREUL BVERELE
4) BRikE operating procedures XE=ERL. CNICGERIREIX (FE LI DL
(a) BEEEATOLBIESD, EROIIITERNRUERMESEIZEAREIS. © eic. Final Report X Article 5, No.8 To prepare a document that states the date of audit or inspection executed, and the
UESHEN T MUSERER A B ARSI DTS EL SRR TDY S AL S RiL date when ”che éontenfs a?wd the findings are reported to the management anlcj:l the stud direc’tor and
&, . COBRBLLOT, BIREBNET — TR TVBTENRRENETEIRS _ _ Hinding P 9 Y '
- to sign and seal or to affix the signature.
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5. Description of Materials and Test Methods The final report shall include the following matters.
a) Description of methods and materials used; 48 BRERFEFIRES AL ERE
b) Reference to OECD Test Guideline or other test guideline or method. RIRIRES 145 Y Test method adopted
Sec.4 Standard | 4 e 14 |2 = . RERY ERUSE
5 ERAAARLEEHBRTTIEDET IR operating procedures 8 BT, @E&Uﬁ*ﬁd)ﬁ’ﬁiu"'g o _
a) FALBNEF R B 05T etc. Final Report Methods and frequency of observation, measurement, examination, and analysis
b) Z8RUZOECD TANIARIA > MBDHA R3A > F (&R E 9 T —ADFRMTOIHICRAVETENFE
Statistical technique used for data analysis
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6. Results
6 &R . .
The final report shall include the following matters.
a) A summary of results;
a) iMERIEROER
b) All information and data required by the study plan; 45 1iﬁii422@%%
b) RS EIE CERSNZIRTOIERET —5 RiRIEE 145 10| HEBROMBR. UHRERICHEIZEERUTNSOER
: : : : I Sec.4 Standard |\ 014 |2 Test results and discussions on the relevant results, and summary of these
c) A presentation of the results, including calculations and determinations [ gperating procedures
of statistical significance; etc. Final Report
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_ _ _ _ Factors assumed to have influenced the quality of the study
d) An evaluation and discussion of the results and, where appropriate,
conclusions.
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7. Storage 45 =R EFIEESE i i
The location(s) where the study plan, samples of test and reference items, = Z%&gﬁii“a ) The final report shall include the following matters.
specimens, raw data and the final report are to be stored. HRSTXEE 14
Sec.4 Standard Article 14 2 } .
7) IRE 12

Information on storage of records, samples, and materials

. Storage and Retention of Records and Materials
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c) sBRIBHEDE. JIFR. ZER. MFFDEDLER

10. BHFERVARENORE LHIS Section 6 Storage of records, etc.
BRI EC (L, ROFBIEZITOEEEIEEZBENRINERSRR,
28 AR o _ _
e . For the test facilities, etc., management shall be stationed to carry out the following matters.
. 3%
Section 2 Article 3 |1 HENREEFEEEATIL.
Organization
Management 8 To nominate a person responsible for the archives.(Name change by Notice of the Ministry of
Labour No.13, March, 29, 2000)
o e RE SRS ORERIG. ROV CAES 72045  HOREC LSBT EE N5 10E/ET S,
Sec.6 ?t/(‘)raage of 16% 1
10.1 The following should be retained in the archives for the period specified records, etc. Article 16 _Retentl.orll period of the records, et_c. shall be 10 years from the date of notification made pursuant to
. e . i the provisions of Paragraph 1 of Article 57-3 of the Law for the test substance.
by the appropriate authorities: Retention Period
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10.1 ZSTBIRI L CESIUAE. ROLOVRBEMAMREFNBINGEES | 6w mpsore IRESBIHN (UFTRESIEVS.) (& RENREBRICBVTRESNAHUIESR,
(AN o
RE 15% 1
Sec.6 Storage of | Article 15 The data and materials as set forth in each item of Article 7 (hereinafter called the "records, etc.")
records, etc. Storage shall be stored in the archives.
1] 2 EREHES
Study protocol
il 3 RIRESE
a) The study plan, raw data, samples of test and reference items, Final report
specimens, and the final report of each study; 1| a E£5-4
Raw data
e SRS =_ = StEL e ~ il =R74 o
a) BitBROBRETEIE. 47 4. WERMEBLHBMBOY> T, A, RIRRESE WERYIEEZ DR
119
Samples of test substance, etc.
1110 &= .
Specimens
il 1 E5HER
Master schedule sheet
5% 485X3 5 SOMECLDERIEFRISEEIERULREE (S LT
Reports or records prepared by the person responsible for quality assurance pursuant to the
provisions of Item 4 or Item 5 of Article 5
X 5545 BENRBETRETOELER. TOHE, YUZEFNIERETOEANRVEDMRZRHULERESE
b) Records of all inspections performed by the Quality Assurance BRI, TOSLEEERERUHREEECRT IO,
Programme, as well as master schedules; _ _ _ ) _
X Item 4 of Article 5 When audits or inspections were carried out, to prepare a report that
b) {SIEMARIE S0 5 ACL> TRIBENE TR TOBRD RS, THEE 1| 5 |states the date of audit or inspection executed as well as the findings and submit the copy to the
management and the study director each time.
25 HER
SEUREEIE % 5%55 EBEENEBETETOLER. SERTESHS DR IIFEREFIRENS5DIRAN ZBOHENI=LE
3. B5IGEEERERVHBREEEICIRETSLLEIC, TOABZEEITRI DL,
Section 2
Organization X Item 5 of Article 5 If any deviation from the study protocol or any deviation from the
Person responsible for ~ standard operating procedures are found as a result of the audit or the inspection, to immediately
the archives s report to the management and the study director and at the same time to record the contents.
(15%1IHDC#HFE)
3X1EFE4S5OREICIDESERENERULLEERRUXE
(Record etc. of
I . . . . Article 15(1)) Records and documents prepared by the management pursuant to the provisions of Item 4,
c) Records of qualifications, training, experience and job descriptions of )
Paragraph 1, Article 3
personnel; 1] 7

X 3511545 BEOHE. SRV EIESERICET S RIVICEHIEDEZASMNCITEIXEZFMI DL,

% Item 4, Paragraph 1, Article 3 To prepare records concerning education, training and job
experience and documents to clearly indicate division of duties of the personnel.
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d) Records and reports of the maintenance and calibration of apparatus;
d) BEERFEDRST. RIEDGEEREIRE

e) Validation documentation for computerised systems;
e) IE1-593 AT LDINUFT -3 50 8%

f) The historical file of all Standard Operating Procedures;
f) ERNSAHVAN TS —EDIREREFIRE INT

g) Environmental monitoring records.
g) RIBEZS -k

9% 418 2 SOMEICLDIEMENIZEER
Records prepared pursuant to the provisions of Item 2, Paragraph 4, Article 9

X9 418 FE, RICEDHBECECIDERINBITNIEERE5E.
8 |_— FEEZREFIREBCHV ERICRUVBECRL. SRBRRUVEBHEEZITS L.
— IISORRIBERERITOLLER, TOHE., TOBRELTRID L.

X% Item 2, Paragraph 4, Article 9 To record the results each time the inspection or maintenance
of the preceding item has been carried out.

TEREFIES
Standard operating procedures

RIZSITIBIFREODEN . MEROFHADI DN E R ECTRE
11| In addition to those set forth in each of the preceding items, records, etc. necessary for
evaluation of the study

In the absence of a required retention period, the final disposition of any
study materials should be documented. When samples of test and reference
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A, WEMBEE THO T, 10FERIRETERVEDIOVTE, FIADRECINNDST, ZOREHARE. BELUKAE
TREUSHAIRELET 3.

10.4 BUBREEfEER I BRMRE R MR FBZE LU CEERHMENBVES
(&, ZORFRERHIHEZREBRO AR T - OREERABESNRINERSR,

records, etc. Storage

. : . : . 165
items and specimens are disposed of before the expiry of the required
. p. P . . p Y d Sec.6 Storage of Article 16 Notwithstanding the foregoing, the retention period shall be the period during which the specimens,
retention period for any reason, this should be justified and documented. records, etc. ) ) " . )
. ) . ) i test substances, etc. may be retained in a stable condition, for those which are unable to be retained
Samples of test and reference items and specimens should be retained only Retention Period
. . . i for 10 years.
as long as the quality of the preparation permits evaluation.
RIFEARIDIEEN B VB E(ICEEHERCA VWM B OREAS B (LR ERUAITNIERSR N, 65 REORES
AISHDIEE THERYDE X R B IRSMNARAZ . RSN TV SRFEAE RIS T =6 {%j = 155 EESFOEERVRBEELZR/IRICIEDS LIICEETEIL,
BERIC(&. TOIBREETRZHRIRIINEBRSR, RERVDE LI BYIERSTICEARE., 20 Sec.6 Stgr e | arti I*15 3
BN FHECM R S HAR R (FARFLAINIERS U, ec. orage o e Consideration shall be given to minimize damage to records, etc. and deterioration.
records, etc. Storage
SEREFORE. RICEDDECAICIERINEIRBIR,
10.2 Material retained in the archives should be indexed so as to facilitate 65 REORE _ ) o
orderly storage and retrieval. = & {%%: B (os The records, etc. shall be stored in conformity to the following:
=
i FEI 2 I BFIRFRICEF BRI EICIDERL THL.
10.2 BALUREC LR RIS R Sic, ERRERETRESZt00 | >0 esttcoragti;fge Article 15
TOFBIZAFRLBITNERER, ' 4 Records, etc shall be put in order by a method convenient for retrieval such as providing them
with indices, etc.
SEERFORE(L. IRICEDDECAICLSRFNULIRSIR,
The records, etc. shall be stored in conformity to the following:
AENRESEEIHAENERESEENFILEEUNOEZREREEMESICIIEASERCE,
Any other persons than the person responsible for the archives or persons authorized by him/her
shall have no access to the archives.
10.3 Only personnel authorised by management should have access to the 68 REORE ] )
archives. Movement of material in and out of the archives should be properly = e = X 1297R 1481384915 “'?3032(5) ) o )
recorded. ®E 154 1 | E2IEHEISCHVT, EEERENFILEE OV T RENRESEERIAERNEESEFEOFIILE
c Article 15 HItHBUTESZEAULTEULZRABVWEDTHD L,
10.3 EEEEECL THIRE S ASNRE M CENRERRCASUT@asaY, | 600 SR of o |
REMBRNSOREROHUAN P GETCRRENBINERSR, P g X Kihatsu No. 491, July 14, 2000 2. Details
(5) The person authorized by Test Facility Management in paragraph (2), item (i), may be
recognized as the Archive Director or a person authorized by the Archive Director, and it is
acceptable to apply the same item thereto.
HERMR BN SRENEHUANUL B BENTILEL. EDEREIRI DL,
2 When samples and materials are taken in and out or transferred from the archives, this shall be
recorded.
ERGHES SN CDEBEEFILU, RISBELLUEELER, SRS, TOEBEMAULE I HRETESORENERE
HEESICBESN R INIERBRR0,
10.4 If a test facility or an archive contracting facility goes out of business When test facilities, etc. suspend or discontinue their services, the records, etc. shall be transferred to
and has no legal successor, the archive should be transferred to the archives 68 IFFEORE the archives of the successor of the operation or the sponsor.
of the sponsor(s) of the study(s). RE 15%
Sec.6 Storage of | Article 15
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(7) B=IEOMER. HBRETES(CEENSFORERFZEDEILLLLBETHBIL,

[Kihatsu No. 603, September 16, 1988] No. 3. 2. Details
(7) The provisions of paragraph (3) mean that the sponsors shall be obliged to store the archives.




