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Ordinance on the GLP Standard for the Conduct of Non-Clinical Safety Studies
of Veterinary Medical Devices
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(Ministerial Ordinance of Ministry of Agriculture, Forestry and Fisheries
No. 31 of 2005)

(Provisional translation)
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Based on the provisions of Article 14, paragraph (3) (includingas applied mutatis mutandis pursuant
to the same Article, paragraph (9) and Article 19-2, paragraph'(5)), and Article 14 -4, paragraph (4) and
Article 14-6, paragraph (4) (including as applied mutatis-mutandis pursuant to Article 19-4) which are
applied by replacing the terms pursuant to the provision of Article 83, paragraph (1) of the Pharmaceutical
Affairs Act (Act No.145 of 1960), the Ordinance on the GLP Standard for the Conduct of Non-Clinical

Safety Studies of Veterinary Medical Devices is hereby enacted as follows.
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Supplementary Provisions
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Chapter 1—General Provisions
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(Purpose)
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Article 1 This Ministerial Ordinance‘isiintended to set forth such practices of those included among the
standards stipulated by the Ordinance of Ministry of Agriculture, Forestry and Fisheries in Article 23-
2-5, paragraph (3)(including as.applied mutatis mutandis pursuant to paragraph (13) of the same Article
(including as applied mutatis mutandis pursuant to Article 23-2-17, paragraph (5)) and Article 23-2-
17, paragraph (5), hereinafter the same applies), Article 23-2-6-2, paragraph (2) (including as applied
mutatis mutandis pursuant to Article 23-2-17, paragraph (5) and (6), hereinafter the same applies), and
Article 23-2-9; paragraph (4) (including as applied mutatis mutandis pursuant to Article 23-2-19,
hereinafter the-same applies), of the Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices (hereinafter referred to as the “Act”), all of which are applied
by replacing the terms pursuant to the provisions of Article 83, paragraph (1) of the Act, as are
applicable to non-clinical safety studies (meaning only those studies that are conducted at test facilities
using test systems prescribed in paragraph (3) of the following Article for collection and preparation
of materials, out of the studies stipulated in Article 91-25, paragraph (1), item (i)-f, and Article 91-41,
paragraph (1) (including as applied mutatis mutandis pursuant to Article 91-79) of the Control
Regulations for Veterinary Medical Products (Ministerial Ordinance of Ministry of Agriculture,
Forestry and Fisheries No.107 of 2004, hereinafter referred to as the “Regulations”), and Article 23-2-

9, paragraph (4) of the Act, which concern biological safety with the use of veterinary medical devices



(meaning medical devices intended to be used exclusively for animals), hereinafter simply referred to
as the “Study”).
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(Definitions)
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Article 2 “Test item” as used herein means veterinary medical devices or their raw materials (including
chemical substance, or biological substance which composes row material) or their drug product whose
safety be assessed in the Study.

2. “Reference item” as used herein means veterinary medical devices, or their raw materials (including
chemical substance, or biological substance which composes row material) or their drug products which
are used in the Study for comparison with test.items.

3. “Test system” as used herein means animals, plants, microorganisms, their components or items used
as reference in which the test items are:used.

4. “Specimen” as used herein means items that are collected from test system for the purpose of

examination or analysis.

5. “Raw data” as used herein means the results of the observation obtained in the Study and their records.
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(Standards for Conduct of Study)

Article 3 The collection and preparation of the materials set forth in Article 23-2-5, paragraph (3),
Article 23-2-6-2, paragraph (2), and Article 23-2-9, paragraph (4) of the Act, which are concerned with
the performance of the Study by those who intend to obtain or have obtained approval under the
provisions of Article 23-2-5 or Article 23-2-17 of the Act, must be made in accordance with the
provisions under the following Article through Article 19 hereof.
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(Responsibilities of the Sponsor)

Article 4 The entity that commissions the Study to a contractor must notify such contractor in advance

that the commissioned Study must be conducted in accordance with this Ordinance.

2. In the case under the preceding paragraph the entity that commissioned the Study or that succeeded to
such status (hereinafter referred to as the “Sponsor, etc.””) must confirm that the Study is being or was
conducted in accordance with this Ordinance.

3. The notification under paragraph (1) and the verification under the/preceding paragraph must be

documented and maintained.

BE BERUHEM

Chapter 2—Personnel and Organization
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(Personnel)
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Article 5 Personnel who engage.in the Study or belong to the quality assurance unit set forth in item (ii)
of the following Article'must have sufficient education, training or professional career necessary for
properly and smoothly conducting their activities and be capable of conducting such duties.

2. Personnel who_engage’in the Study must take necessary sanitary and health precautions in order to

prevent the contamination of the test items, reference items or test system.
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Article 6 Personnel responsible for the operation and management .of the test facility (hereinafter
referred to as the “Test Facility Management”) must conduct all of the following duties:

(1) for each Study, to designate from among the-personnel engaged therein a staffer who must be
responsible for conducting, recording and reporting the Study (hereinafter referred to as the “Study
Director”;

(2) designating a staffer responsible for the department that will assure (hereinafter referred to as the
“Quality Assurance Unit”) the Study was conducted at the test facility in accordance with this
Ordinance (hereinafter referred'toas the “Quality Assurance Manager”);

(3) ensuring that the Quality Assurance Manager is properly conducting his/her duty;

(4) ensuring that the test item, reference item or their mixture is properly tested in terms of identity,
purity, stability anduniformity, if it is possible to be tested;

(5) ensuring that the facility and apparatuses, etc. are used in accordance with the Standard Operating
Proceduresrand the Study Plan;

(6) having a'sufficient number of personnel necessary for properly conducting the Study in accordance

with the Study Plan;

(7) providing necessary education and training to the personnel who are engaged in the Study or belong
to.the Quality Assurance Unit;

(8) preparing and maintaining a document that records the education and training provided to, and
professional career held by, the personnel who are engaged in the Study or who belong to the
Quality Assurance Unit as well as a document descriptive of their duty; and

(9) preparing and preserve documents (referring to “main plan table “in the Article 8, paragraph (1),
item a listing the names of Sponsor, etc. (in the case of a corporation, its name), the names of
Study Director, test systems, the type of the Study , the date the Study began, progress status of
the Study, the status of preparing, the Final Report stipulated in the Article 17, paragraph (1)



(herein referred to as the “Final Report™) for each test substance concerning all Studies performed
at the test facility; and

(10) Perform any other functions relating to the management and administration of the test facility.
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(Study Director)
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Article 7 The Study Director must conduct all.of the following duties:

(1) ensuring that each Study is being/conducted in accordance with this Ordinance, the Standard
Operating Procedures and the Study Plan;

(2) ensuring that the raw data are accurately recorded and that appropriate actions are taken for their
retention;

(3) ensuring that the details of any unforeseeable circumstances which is likely to affect the reliability
of the Study and the-cotrective measures taken are documented;

(4) making improvements on the basis of the findings described in paragraph (1), item (iii) of the
following Article and the recommendations under item (iv) of the same paragraph;

(5) ensuring that the test systems conform to the Study Plan;

(6) ensuring that the Study Plan, specimens, raw data and other records and the Final Report as well as
documents of their change or amendments (hereinafter referred to as the “Study-related Materials™)
are retained in a facility for preserving Study-related Materials (hereinafter referred to as
“Archive Facility”) during the Study as well as when the Study terminates; and

(7) management of the conduct, recording, reporting of, and other activities related to, the Study.
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Article 8 The Quality Assurance Manager must personally conduct the following duties or designate a

[t ]

staffer responsible for each Study and have him/her conduct the following duties:

(1) maintaining a copy of main plan table;

(2) maintaining a copy of the Standard Operating Procedures and the Study Plan;

(3) investigating the conducted Study during an appropriate period while the reliability of the Study
can still be assured, ensure that the Study was conducted in accordance with this Ordinance,
prepare a document that describes the content and results of the investigation and recommendations
for improvement as well as the measures taken and the plan of reinvestigation, etc. and then affix
his/her name and seal to, or sign the document, for retention;

(4) upon finding any item that is likely to seriously affect the reliability of the Study investigated



under the preceding item, to report it to the Test Facility Management and the Study Director and
make recommendations for improvement;

(5) for each Study, to prepare a report regarding improvement recommendations (including
electromagnetic records created in lieu of preparing such report (meaning electromagnetic records
as provided in Article 9-4, paragraph (1) of the Act; the same applies in item (8) and paragraph
(2))) for presentation to the Test Facility Management and the Study Director;

(6) ensuring if the verification by the Study Director under item (iii) of the preceding Article was done
properly;

(7) ensuring that the Final Report accurately describes the method used to conduct the ‘Study. and
reflects the raw data, and then report it to the Test Facility Management and the Study Director;

(8) preparing a document (including an electromagnetic record created in lieu. of preparing such
document) that states the date of the verification made under item (iii) and the preceding item and
its result were reported to the Test Facility Management and the Study Director, and affix his/her
name and seal to or sign the document, and submit it to the Study Director;

(9) the method of organizing the records maintained at Quality Assurance Unit must be documented
and maintained; and

(10) any other activity necessary for assuring that the Study conducted at the test facility is performed
in accordance with this Ordinance.

2. In the case referred to in paragraph (1), item (8), when the head of the Quality Assurance Unit or the
person responsible for each Study creates an electromagnetic record, notwithstanding the provisions of
that item, he/she may use an electronic signature (meaning an electronic signature as provided in Article
2, paragraph (1) of the Act on Electronic Signatures and Certification Business (Act No. 102 of 2000))
in lieu of affixing his/her name and seal or signing.

3. Quality Assurance Personnel responsible for the Study must be personnel other than those engaged
therein.

4. Documents that are maintained"under paragraph (1) must be maintained at the test facility or the place

designated by the Sponsor;-¢etc.
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Chapter 3—Test Facility and Equipment
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Article 9 The test facility must be of a size and construction that meets the requirements of the Study
and must be adequately separated from what may affect the Study so as to maintain its function.

2. The test facilities where the Study must be conducted using animals must | have animal care facilities,
an animal item supply facilities that keeps feed, supplies and other materials, and other necessary
facilities.

3. The test facility must have separated areas for handling test items, etc. areas where the Study is
conducted and operated, and other areas necessary for properly conducting the Study.

4. The test facility (in case of a multi-site Study, at least one facility among multiple test facilities) must

have an Archive facility.
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Article 10  Equipment used to collect, measure or analyze Study results, equipment used to preserve
the environment at the test facility and other equipment necessary for conducting the Study (hereinafter
referred to as the “Equipment”) must be properly designed an d have a sufficient processing capability.

2. The Equipment must be properly laid out to facilitate operation, maintenance, inspection, cleaning and
repair.

3. When the maintenance, inspection, and repair under the preceding paragraph is conducted, its date,

details, and the person who performed such work must be documented and maintained.
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Chapter 4—Operation at Test Facility
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(Standard Operating Procedures)
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Article 11  The Test Facility Management must prepare Standard Operating Procedures that describe the

method and procedure for the following operations:

(1) management of test items and reference items;

(2) maintenance, inspection and repair of test facilities and equipment;
(3) improvement of animal-rearing facilities;

(4) rearing and management of experimental animals;

(5) observation of general signs, etc. in experimental animals;

(6) operation, measurement, inspection.and analysis of the Study;
(7) handling of moribund animals and treatment of animal carcasses;
(8) autopsy of animals and.their postmortem examination;

(9) taking specimens and identifying these specimens;

(10) histopathological examination;

(11) management of raw data;

(12) operations.conducted by the Quality Assurance Unit;

(13) healthcare‘of those engaged in the Study; and

(14) other necessary matters.

2. The Test Facility Management must have in place the Standard Operating Procedures at each of the

areas where the items listed in items under the preceding paragraph are carried out.

3. If the Test Facility Management intends to modify the Standard Operating Procedures, then the
management must describe the date of such modification and maintain a copy of the pre-modification
Standard Operating Procedures at the test facility.

4. Personnel engaged in the Study must obtain the approval of the Study Director if they failed to comply
with the Standard Operating Procedures for a compelling reason.

5. Personnel engaged in the Study must record in raw data their non-compliance with the Standard

Operating Procedures referred to in the preceding paragraph.
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(Animal Care and Management)
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Article 12 Personnel engaged in the Study must keep animals newly received from outside into a rearing
facility that can prevent the received animals from contaminating other animals, and observe if there is
anything not normal about them and record all noticeable matters.

2. Personnel engaged in the Study must isolate those animals with some signs of a disease or a condition
that may influence the Study being conducted during the observation or the Study under the preceding
paragraph from other animals and not use them for the Study.

3. Personnel engaged in the Study must take measures that enable the animals used in the Study to be
adapted to the Study environment.

4. Personnel engaged in the Study must take measures necessary for identifying individual animals so as
to avoid mistakenly housing animals to be used for the Study except cases where it is difficult to identify
individual animals.

5. Personnel engaged in the'Study must sanitary control the rearing facilities, animal goods and other items.
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Chapter 5S—Handling of Test Item, etc.
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Article 13  Personnel engaged in the Study must properly handle and manage test items and reference

items by measuring their characteristics and stability, and by giving necessary identifications.
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2. Personnel engaged in the Study must properly prepare and use the mixtures of the test items or reference
items with vehicles, by determination of the stability and uniformity of the test items or reference items
after such mixture.

3. Personnel engaged in the Study must record the date and quantity when distributing, receiving, returning

or disposing of test items or reference items.

(REE K OIR)
(Reagents and Solutions)

UL RBRICEFT 2H T, REROWIRORE R, HHBIREICOWTHEDIRE R %
1ok ebic, TOME &wﬁﬂﬂjﬂz% > TR L2 uide 5720,

Article 14 Personnel engaged in the Study must properly indicate the storage conditions, validity date,

etc. on reagents and solutions and use them according to their nature and usage.

BAE ABREEE &K URRO £

Chapter 6—Study Plan and Conduct of Study
(RRERFEE)

(Study Plan)

FB+RE HBREMEEIT. BRI LI, WICHE T D FHAZFOH LRt &4 ER L, EE
L BN EFEINTGEIlh > Cldd RBREEEELCEEEHE, U TFZ0HEIZE
wfﬁuo>@%m%xfﬁfhiﬁ6@m
— FEELHEBRAED
= B @%ﬁ&UWT%
= BBROPEFLINTGBICH s UTY MREFEEFORA L OER BACH-TE, £

@%ﬁ&@f%é%%%@%fﬁ)
W REBREEE OR4
T R E KOS IR E e B9 % SR
NORBORICEE A FE
£ RBROENE IR 5
N AT ORI 3 D HEEHER ISR 5 I
Ju O S N5 FEER & OVEBHZB T 25
4 HEEEEE K ORBRETE ORRA FEIUIES KO O B
+ T OMERERDOFHE D 7 D | T LB 7RI

2 ABREAEL. ABEITEELLE T 55803, TO RN, ZEEH TR OEE 2 CEIC X
DECER L. ZNZRAMEIIESL O L REBRGHEE & & BITRF LR THITR 6220,

Article 15 The Study Director must draw up for each Study a Study Plan that describes the following
items for approval of the Test Facility Management (or of the Sponsor and the Test Facility Management
if the Study is commissioned to a contractor, hereinafter the same applies in this paragraph):

(1) title and purpose of the Study;

(2) name and location of the test facility;
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(3) in case the Study is commissioned to a contractor, the name and address of the Sponsor (if the
Sponsor is a corporation, then its name and the location of its principal place of business);
(4) name of the Study Director;
(5) information concerning the test item and the reference item;
(6) information concerning the test system;
(7) information concerning the method of conducting the Study;
(8) information concerning the statistical methodology used for analysis of raw data;
(9) other information concerning the maintained ensuring records and materials;
(10) name and seal or signature of the Test Facility Management and the Study Director; and
(11) other necessary matters to plan a study.
2. If the Study Director modifies the Study Plan, he/she must document the date of the modification, points
modified and the reason for the modification, affix his/her name and seal to or sign'the document and

maintain it together with the Study Plan.

(RRBR D EHE)
(Conduct of the Study)

RS AR RREEEOREEE O Mo, RBREHRE N OCFEEREFIEE 24> T
BN FEH S NRTIUTR B 720,

2 HBRICWEFTL2HIT, T_XTOET —2& LORAFEKOHF L & bIT, BUNTFEEL
T IETR BT,

3 MBRIIWEFTLHIT. BT —F T ESL25AI10E, UkETIEOBA, FTIEAIT 5 & LD
AT Z2Rdd 2 & & b, BYNIETE LR T IER bRu,

4 FBRICEFET 28 1T BPICRE I TR T2 2 LR TE R o FENE T & T3,
RN BRI E Lo EHRELZ LD L LB, ZROONELREE L RT TR
B7au,

Article 16 The Study must be properly conducted in accordance with the Study Plan and the Standard
Operating Procedures,under the direction and supervision of the Study Director.

2. Personnel engagedin the Study must properly record all the raw data together with the name of the
person who enters the data and the date of entry.

3. If personnel engaged in the Study correct the raw data, then they must properly describe the reason for
the correction, name of the person who makes the correction and the date of the correction, and make an
appropriate correction.

4. If an anomaly or an unforeseen event occurs during the Study, then the personnel engaged in the Study

must report it to the Study Director, take corrective action and records all its specifics.

FLE BERUGRE
Chapter 7—Report and Storage
(G E)
(Final Report)
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Article 17 The Study Director must/prepare a final report for each Study that describes the following

o OFHE

+ o+ 2=

items (for a multi-site Study, a report that describes the items below relating to the Study conducted at

each test facility, hereinafter the same applies in this Article):

(1) title and purpose of the Study;

(2) name and location of the test facility;

(3) date of initiation and termination of the Study;

(4) names of the Study Director and of others that were engaged in the Study;

(5) information-concerning the test items and reference items;

(6) information concerning the test system;

(7) unforeseen situations which are likely to affect the reliability of the Study, and the non- compliance
with the Study Plan;

(8) information concerning the method of conducting the Study;

(9) information concerning the statistical methodology used for the analysis of raw data;

(10) study results, their examination, and the summary thereof;

(11) place where raw data and specimens are maintained;

(12) name and seal or signature of the Study Director and the date of signature or seal;

(13) documents that were prepared by, and carry the name and seal or signature of, the Quality

Assurance Manager under Article 8, paragraph (1), item (viii) hereof; and
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(14) other matters necessary.
2. When correcting the Final Report the Study Director must document the date of correction, points of
correction and reasons for correction and other necessary items, affix his/her name and seal to or sign

the document and maintain it together with the Final Report.

(FRERBIRE R DIRTF)

(Storage of Study-related Materials)
FBHN\E EEEHEL, RERERER 2 ERMAEHER I B\ CHEUNICERITE L2 T e 572
VY,

2 GEEEHET. BEMETFHROEHROEEE (REIZBWT SRR & EEE
LW, ) BERA LTI B0,
3 EEEHEIY, BEMRAFMRE R EEENT A LoZ UANOE N, BRI H A

BIANE D MERRHE A LT b0,

4 EEHEHEL, RBEGPFEL S, KRR SNGE T3 RERPIRE R % £ D ¥R
ZAMT 5 TRBRZEFEE S (KHEIZEBWT TEREMEL L1, ) T8 EESRITN
(ESASSPAAN

5 HEUKMEIZOWTIE, HEHNLE HE TORE2EMT 2,

Article 18 The Test Facility Management must properly retain the Study-related materials at the Archive
facility.

2. The Test Facility Management must designate the manager for administration of the Archive facility
(referred to as “Archive Facility Manager in the following Article).

3. The Test Facility Management must | take measures to prevent any person other those approved by the
Archive Facility Manager from entering the Archive facility.

4. If Study operations are abolished-or suspended the Test Facility Management must hand over the Study-
related Materials to the person who succeeds to the operations or the Sponsor, etc. (referred to as the
“Successor to the Materials” in'the following Article).

5. The Successor to theMaterials must be subject to the provisions under paragraphs 1 through 3 as applied

mutatis mutandis.

FBINE GHORBIRICHZ > TEBIN SRR

Chapter 8—Multi-site Study
GETHFIEH)

(Compliance matters)

FTHNFE HBROPEHORBHMR D> TEESN DA, FBUSEILRTEE TITED
HEZAITE BTN, WITH Té EZAILELRITNIT R B,

— REREZFELEIE. W ok 2. B A RIS o BREE (LT Z0%KIC
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HE L LTHA LTI R B0,

T REREEE A T, BRI OB EEE AR BRELE & L THRA LT hiER
5720,
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Article 19 If a multi-site Study is conducted it must comply with the provisions under Articles 4 through
the preceding as well as the following:

(1) The Sponsor must designate one of the multi-facilities as the facility that supervises the Study
(referred to as the “Supervisory Test Facility” in this Article) and its operation manager as the
Supervisory Operation Manager.

(2) The Supervisory Operation Manager must designate the Study Director of the Supervisory Test
Facility as the Supervisory Study Manager.

(3) The Test Facility Management of the test facility that hands oever or receives specimens must set

forth matters relating to the handling of specimens; etc. in'the Standard Operating Procedures.

(4) The Supervisory Operation Manager must be well informed of how the Study is being conducted

at each test facility.

(5) The Supervisory Operation Manager must describe in the Study Plan the name of the Supervisory
Operation Manager, names and locations of all the test facilities that must conduct the Study and
the specifics of the Study.

(6) The Supervisory Operation. Manager must supervise reports prepared by the Study Director of each
test facility and then prepare a Final Report.

(7) The Final Report must cafry the name and seal or the signature of the Supervisory Operation
Manager and of the Study Director of each test facility and the date of its preparation.

BRI
Supplementary-Provision

C OB T, FEEE L O K Ok & >t A SERGREE O —# 2 BOET D15 (PRI
EERBILTAS) Ofifto B CERCHEENA —H) 226179 2,

This Ministerial Ordinance comes into effect as of the day on which the partially revision of the
Pharmaceutical Affairs Act and the Blood Collection and Blood Donation Service Control Act (Act No.
96 of 2002) comes into effect (April 1, 2005).

M Rl CERCAE——A—-/\BBRHKEESEILNS) B
Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and Fisheries
No.58 of November 18, 2014) Extract

(REATHIH)
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(Effective Date)

B ZOEANIE. EFEEO—MAELET DEE CIT THEE] L), ) OfToH
CE A+ ~E+H—H Z+HB) »olifrd 5,

Article 1 This Ministerial Ordinance comes into effect of the day on which the partially revision of the

Pharmaceutical Affaires Act (hereinafter referred to as the “Revised Act”) comes into effect (November

25,2014).

B Al (SR ZENA=Z—HBRMWKEESTELLS)

Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and Fisheries

No.57 of August 31, 2020) Extract
(HEATHIH)

(Effective Date)

FT—& ZOAWIE EBIEML, BEREREOME, AL UL 2N OREIRSE 2B 2 B
D—EEWET DIEE (BRCFRERFE R+ =75) OITOR (SM_FILH—H) 226l
119 %,

(EhHy P 1= 38 s 58 BB ] R 0D —FR eI L2 B 9 2 ARl 4t )
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BET oAU LV STV 5 EHIE, B ROBUEIC & 5 eER OB ) 5 5 55
FEALA (BUF BRI Lo, ) ICRET UL D b D & BT,

B=E% FBAIEE E LD ZOHEICES <A DR DO HEEIRLERAIT. ZOBEFIC
FEDUOE# ORI Z D b 6T, ZOETORATO A~ bit# L T4 4/l
THHETIE, BWKEERNE - ZEREDPIMNCED HDHRAUTLD ZENTE D,

Article 1 This Ministerial Ordinance comes into effect of the day on which the partially revision of the

Act on Securing Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical Devices

(Act No.63 of 2020) comes into effect(September 1, 2020).

(Interim measures related-to_the partial revision of the Control Regulations for Veterinary Medical

Products)

Article2 Existent documents upon enforcement of this Ministerial Ordinance that are based on the forms

pursuant to the provisions of Article 1 of the prior to revision of the Control Regulations for Veterinary

Medical Products-are deemed as the documents are based on the forms pursuant to the provisions of Article

1 of the revised of the Regulations for Veterinary Medical Products (hereinafter as "New Regulations").

Article. 3 Form for confirmation of import based on the provisions of Article 179-2 of the New

Regulations, notwithstanding the provision of form 84-2 based on the revised of this Ministerial Ordinance,

form which is set by Director General, Consumption and Safety Bureau, Ministry of Agriculture, Forestry

and Fisheries may be used by the day on which one year has elapsed from the date of promulgation.
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