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Chapter I General Provisions
(A #9)

(Purpose)
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Article 1 The purpose of this Act is to establish procedures for the
implementation of clinical trials, measures for appropriately conducting
operations for reviews and opinions by a certified review board, and systems for
disclosure of information on provision of funds or other benefits for clinical
trials and other matters, thereby promoting the implementation of clinical
trials through ensuring the confidence in clinical trials of citizens including
clinical trial subjects, and contributing to the improvement of public health and
hygiene.
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(Definitions)
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Article 2 (1) The term "clinical trials" as used in this Act means research to
demonstrate the efficacy or safety of pharmaceuticals, etc. by the use of
pharmaceuticals, etc. in human bodies (excluding research involving testing of
the efficacy or safety of pharmaceuticals, etc. falling under clinical trials
provided for in Article 80-2, paragraph (2) of the Act on Securing Quality,
Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices
(Act No. 145 of 1960; referred to below as the "Pharmaceuticals and Medical
Devices Act" in this Article) and other types of research specified by Order of
the Ministry of Health, Labour and Welfare, and including research involving
additional examinations or other acts (limited to those specified by Order of the
Ministry of Health, Labour and Welfare as acts that impose an extreme mental
or physical burden on human bodies) required to demonstrate the efficacy or
safety of the pharmaceuticals, etc. used to diagnose, treat, or prevent human
diseases, or to affect the structure or functioning of the human body).
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(2) The term "specified clinical trials" as used in this Act means clinical trials
that fall under either of the following items:
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(1) clinical trials implemented receiving research funds or other benefits
(meaning funds for the implementation of clinical trials (including benefits
specified by Order of the Ministry of Health, Labour and Welfare); the same
applies below) provided by a holder of marketing authorization for
pharmaceuticals, etc. or a specially related person (meaning a person who has a
special relationship with the holder of marketing authorization for



pharmaceuticals, etc. as specified by Order of the Ministry of Health, Labour
and Welfare; the same applies below) (Ilimited to such clinical trials
implemented using pharmaceuticals, etc. that are marketed (meaning
marketing provided for in Article 2, paragraph (13) of the Pharmaceuticals and
Medical Devices Act; the same applies below) or intended to be marketed by the
holder of marketing authorization for pharmaceuticals, etc.); or
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(ii) clinical trials implemented using pharmaceuticals, etc. stated in the
following items (excluding the clinical trials that fall under the preceding item):
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(a) pharmaceuticals stated in item (i) of the following paragraph, approval for
which has not been obtained pursuant to Article 14, paragraph (1) or Article 19-
2, paragraph (1) of the Pharmaceuticals and Medical Devices Act;
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(b) pharmaceuticals stated in item (i) of the following paragraph, approval for
which has been obtained pursuant to Article 14, paragraph (1) or Article 19-2,
paragraph (1) of the Pharmaceuticals and Medical Devices Act (including
approval for change pursuant to Article 14, paragraph (15) of that Act (including
as applied mutatis mutandis pursuant to Article 19-2, paragraph (5) of that
Act); the same applies below in this item) (limited to the case where it is used
for dosage, administration, efficacy, or effects (referred to below as "dosage, etc."
in this item) which is different from dosage, etc. concerning the approval
(excluding any dosage, etc. specified by Order of the Ministry of Health, Labour
and Welfare as posing the same or lower risk to human life and health
compared to the approved dosage, etc.));
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(c) medical devices stated in item (ii) of the following paragraph, approval for
which has not been obtained pursuant to Article 23-2-5, paragraph (1) or Article
23-2-17, paragraph (1) of the Pharmaceuticals and Medical Devices Act,
certification for which has not been received pursuant to Article 23-2-23,



paragraph (1) of that Act, or notification of which has not been made as
provided for in Article 23-2-12, paragraph (1) of that Act;
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(d) medical devices stated in item (i1) of the following paragraph, approval for
which has been obtained pursuant to Article 23-2-5, paragraph (1) or Article 23-
2-17, paragraph (1) of the Pharmaceuticals and Medical Devices Act (including
approval for change pursuant to Article 23-2-5, paragraph (15) of that Act
(including as applied mutatis mutandis pursuant to Article 23-2-17, paragraph
(5) of that Act); the same applies below in this item), certification for which has
been received pursuant to Article 23-2-23, paragraph (1) of that Act (including
certification for change pursuant to paragraph (7) of that Article; the same
applies below in this item), or notification of which has been made as provided
for in Article 23-2-12, paragraph (1) of that Act (including notification of change
under paragraph (2) of that Article; the same applies below in this item)
(limited to the case where it is used in a usage, effect, and performance
(referred to below as "usage, etc." in this item) which is different from the
usage, etc. concerning the approval, certification or notification (excluding any
usage, etc. specified by Order of the Ministry of Health, Labour and Welfare as
posing the same or lower risk to human life and health compared to the usage,
etc. allowed under the approval, certification, or notification));
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(e) regenerative medicine products stated in item (iii) of the following
paragraph, approval for which has not been obtained pursuant to Article 23-25,
paragraph (1) or Article 23-37, paragraph (1) of the Pharmaceuticals and
Medical Devices Act; or
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(f) regenerative medicine products stated in item (iii) of the following
paragraph, approval for which has been obtained pursuant to Article 23-25,
paragraph (1) or Article 23-37, paragraph (1) of the Pharmaceuticals and
Medical Devices Act (including approval for change pursuant to Article 23-25,
paragraph (11) of that Act (including as applied mutatis mutandis pursuant to
Article 23-37, paragraph (5) of that Act); the same applies below in this item)
(Ilimited to the case where it is used for dosage, administration, methods of
usage, efficacy, effects, and performance (referred below to as "dosage, etc." in
this item) which is different from dosage, etc. concerning the approval
(excluding any dosage, etc. specified by Order of the Ministry of Health, Labour
and Welfare as posing the same or lower risk to impact the life and health of a
human life and health compared to than the approved dosage, etc.)).

3 ZOHEMEIIRWT TEHKME] LiF, RIZBEITS20020 9,

(3) The term "pharmaceuticals, etc." as used in this Act means those stated in
the following items:

— BEEMEREBREES AT -HICHET o EES (RSEFEHHEICHET
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(1) pharmaceuticals provided for in Article 2, paragraph (1) of the
Pharmaceuticals and Medical Devices Act (excluding in-vitro diagnostics
provided for in paragraph (14) of that Article);

T EIESEREG SIS CRENEICHE T D ERES

(ii) medical devices provided for in Article 2, paragraph (4) of the
Pharmaceuticals and Medical Devices Act; and

= BEEMERESRFEEE ZRENEICHET 2 BAERE-

(ii1) regenerative medicine products provided for in Article 2, paragraph (9) of
the Pharmaceuticals and Medical Devices Act.
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(4) The term "holder of marketing authorization for pharmaceuticals, etc." as

used in this Act means a person who has obtained a license for pharmaceuticals,
etc. pursuant to Article 12, paragraph (1), Article 23-2, paragraph (1), or Article
23-20, paragraph (1) of the Pharmaceuticals and Medical Devices Act.
F_E BRIRTTEOEE
Chapter II Implementation of Clinical Trials
(g PR BT 78 9 i 5 48 )
(Clinical Trial Standards)
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Article 3 (1) The Minister of Health, Labour and Welfare must establish
standards for the implementation of clinical trials (referred to below as the
"clinical trial standards") by Order of the Ministry of Health, Labour and
Welfare.
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(2) In the clinical trial standards, matters stated in the following items are to
be specified:

—  BRIRAFZE O FERARHNIZ B9 2 F

(1) matters concerning the system for implementing clinical trials;
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(ii) matters concerning buildings and equipment at facilities where clinical
trials are implemented;
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(iil) matters concerning confirmation of the state of implementation of clinical
trials;

M R IR A 9E Ot G IR FEE F AL U235 A OffiE K O ER ORI T 5%
H

(iv) matters concerning compensation and provision of medical care upon
occurrence of health damage to clinical trial subjects;
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(v) matters concerning involvement of a holder of marketing authorization for
pharmaceuticals, etc. which markets or intends to market pharmaceuticals, etc.
used for specified clinical trials (Ilimited to those stated in paragraph (2), item
(1) of the preceding Article) and their specially related person in the specified
clinical trials; and
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(vi) other necessary matters for the implementation of clinical trials.

(I PR I 72 92 it 55 4B oD i <7 )

(Compliance with Clinical Trial Standards)
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Article 4 (1) A person who implements clinical trials (excluding specified
clinical trials) must endeavor to implement the clinical trials in accordance with
the clinical trial standards.
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(2) A person who implements specified clinical trials must conduct the clinical

trials in accordance with the clinical trial standards.
(FEhEFHE O )

(Submission of Trial Plan)
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Article 5 (1) A person who implements specified clinical trials must prepare a
plan for the implementation of specified clinical trials stating matters listed in
the following items for each specified clinical trials (referred to below as the
"trial plan"), and submit the trial plan to the Minister of Health, Labour and
Welfare pursuant to the provisions of Order of the Ministry of Health, Labour
and Welfare:
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(1) the person's name and address, and the name of the representative in the
case of a corporation;
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(ii) the purpose and details of specified clinical trials, and the outline of
pharmaceuticals, etc. used;

= FEREIRBTZE O FEREARENIZBE T D FE

(iii) matters concerning the system for implementation of specified clinical
trials;

DU 5 E BRIRAEFE 2 AT 5 ik DG R B3 2 F 10

(iv) matters concerning buildings and equipment at facilities where specified
clinical trials are conducted;

T R E R AT ZE 00 S K I D R B 9 % 4R IA

(v) matters concerning confirmation of the state of implementation of
specified clinical trials;
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(vi) matters concerning compensation and provision of medical care upon
occurrence of health damage to specified clinical trial subjects;
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(viil) matters concerning involvement of a holder of marketing authorization
for pharmaceuticals, etc. which markets or intends to market pharmaceuticals,
etc. used for specified clinical trials (limited to those stated in Article 2,
paragraph (2), item (i) and their specially related person in the specified
clinical trials;
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(viii) the name of the certified review board provided for in Article 23,
paragraph (5), item (ii) which performs operations for reviews and opinions as
provided for in paragraph (1) of that Article for specified clinical trials (referred
to below as the "certified review board" in this Chapter); and

L ZOMEAETEE S TED D FHE

(ix) other matters specified by Order of the Ministry of Health, Labour and
Welfare.

2 EREEFEICIE, RISET 5 EREZIRMA L 2T ER b0,

(2) To the trial plan, the following documents must be attached:

— WHOHEIZLL2ERONEZLHE L I-EH

(1) a document stating the details of opinions under the following paragraph;
and

= T OMEATGEE S TED D EH

(ii) other documents specified by Order of the Ministry of Health, Labour and
Welfare.
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(3) When a person who implements specified clinical trials submits the trial
plan pursuant to paragraph (1) of this Article, the person must hear the
opinions of the certified review board stated in the trial plan about whether or
not specified clinical trials are to be implemented in accordance with the trial
plan and matters to be noted in the implementation of the specified clinical
trials, pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

(F2hFhE D2 )

(Changes in Trial Plan)
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Article 6 (1) When a person who has submitted the trial plan pursuant to
paragraph (1) of the preceding Article (referred to below as a "specified clinical
trial conductor") intends to change the trial plan (excluding minor changes
specified by Order of the Ministry of Health, Labour and Welfare; the same
applies in the main clause of the following paragraph), the person must submit
the trial plan so changed to the Minister of Health, Labour and Welfare



pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.
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(2) The provisions of paragraphs (2) and (3) of the preceding Article apply
mutatis mutandis to changes in the trial plan under the preceding paragraph;
provided, however, that the attachment of documents stated in item (ii) of
paragraph (2) of that Article may be omitted when the details of the documents
already submitted to the Minister of Health, Labour and Welfare are not
changed.
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(3) When a specified trial conductor has made minor changes to the trial plan
as specified by Order of the Ministry of Health, Labour and Welfare under
paragraph (1) of this Article, they must give notice of the details of the changes
to the certified review board stated in the trial plan, and notify the Minister of
Health, Labour and Welfare, within ten days from the date of change.

(32 Ji 71 1B D 4 5F)

(Compliance with Trial Plan)
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Article 7 A specified clinical trial conductor must implement specified clinical
trials in accordance with the trial plan submitted pursuant to Article 5,
paragraph (1) or paragraph (1) of the preceding Article (if minor changes have
been made as specified by Order of the Ministry of Health, Labour and Welfare
under that paragraph, the changed trial plan).

(s 7E g R BIFZE D H k)

(Suspension of Specified Clinical Trials)
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Article 8 When a specified clinical trial conductor suspends specified clinical
trials, they must give notice to the certified review board stated in the trial plan
of the specified clinical trials, and notify the Minister of Health, Labour and
Welfare, within ten days from the date of suspension.

(5 & BRIR BF 28 D Xkt 5 5 %5 O [F &)
(Consent of Specified Clinical Trial Subjects, etc.)
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Article 9 A person who implements specified clinical trials must explain in
advance to the subjects of the specified clinical trials the purpose and details of
the specified clinical trials, the overview of the pharmaceuticals, etc. used, and
if the specified clinical trials are implemented receiving research funds or other
benefits provided by the holder of marketing authorization for pharmaceuticals,
etc. which markets or intends to market the pharmaceuticals, etc. or their
specially related person, the details of a contract provided for in Article 32 and
other matters specified by Order of the Ministry of Health, Labour and Welfare,
and obtain their consent, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare; provided, however, that this does not apply to the
case where it 1s difficult to obtain the consent of a specified clinical trial subject
due to disease or for other reasons specified by Order of the Ministry of Health,
Labour and Welfare, and explanations are made to the spouse of the subject,
person who has parental authority over the subject or any other person
specified by Order of the Ministry of Health, Labour and Welfare, and the
consent of the spouse or person is obtained, or as otherwise specified by Order
of the Ministry of Health, Labour and Welfare.

(Fr E BRIRWTZEIC BE 3 2l AN 1E DO PR7E)

(Protection of Personal Information Concerning Specified Clinical Trials)
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Article 10 A person who implements specified clinical trials must take
necessary measures to prevent the leakage, loss, or damage of personal
information or to otherwise appropriately manage personal information
(meaning information relating to a living individual, containing a name, date of
birth, or other identifier or equivalent which can be used to identify a specific
individual (this includes any information that can be used to identify that



specific individual by collating with other information); the same applies below
in this Article) of each subject of the specified clinical trials..

(WERFFEH)

(Duty of Confidentiality)
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Article 11 A person who is or was engaged in specified clinical trials must not
divulge, without legitimate grounds, any confidential information of specified
clinical trial subjects which may come to their knowledge in the course of the
implementation of the specified clinical trials.

(Fr E BRIR T 2212 B - 5 Gl ék)

(Records Concerning Specified Clinical Trials)
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Article 12 A person who implements specified clinical trials must prepare
records of dates when and places where pharmaceuticals, etc. were used and
other matters specified by Order of the Ministry of Health, Labour and Welfare
for each subject of the specified clinical trials, and keep the records pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(FRER AR 7ER AL B ~DOHE)

(Report to Certified Review Board)
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Article 13 (1) If a specified clinical trial conductor comes to know that any
disease, disability, death, or infection (referred to as "disease, etc." in the
following Article and Article 23, paragraph (1)) which is suspected of being due
to the implementation of specified clinical trials has occurred, the specified
clinical trial conductor must report the facts to the certified review board stated
in the trial plan of the specified clinical trials pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.

2 HITEOBEIC XV WG 22T o E BRI 7855 A 2 B 2 23 R 08 B R AT 28 2 M
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(2) When the certified review board receiving the report pursuant to the
preceding paragraph provides opinions to the specified clinical trial conductor,



the specified clinical trial conductor must respect the opinions and take
necessary measures.
(F A 57 8 R~ D )

(Report to Minister of Health, Labour and Welfare)
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Article 14 If a specified clinical trial conductor comes to know matters
specified by Order of the Ministry of Health, Labour and Welfare concerning the
occurrence of any disease, etc. that is suspected of being due to the
implementation of specified clinical trials, the specified clinical trial conductor
must report the facts to the Minister of Health, Labour and Welfare pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(EAERFHFERS~OHE)

(Report to Health Science Council)
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Article 15 (1) The Minister of Health, Labour and Welfare must provide the
Health Science Council with the status of the report under the preceding Article
each fiscal year and hear the opinions of the Health Science Council and take
necessary measures to prevent the occurrence or spread of hazards to public
health and hygiene caused by the implementation of specified clinical trials, if
the Minister finds it necessary.
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(2) In addition to the case referred to in the preceding paragraph, the Health
Science Council may study and deliberate necessary measures to prevent the
occurrence or spread of hazards to public health and hygiene caused by the
implementation of specified clinical trials and provide opinions to the Minister
of Health, Labour and Welfare, if the Health Science Council finds it necessary.
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(3) When providing the status report or taking measures under paragraph (1)
of this Article, the Minister of Health, Labour and Welfare is to compile
information on the report under the preceding Article and implement a study
concerning the report under the preceding Article, if the Minister finds it
necessary.
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(Implementation of Compilation of Information and Study by PMDA)
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Article 16 (1) The Minister of Health, Labour and Welfare may have the
Pharmaceuticals and Medical Devices Agency (referred to below as the "PMDA"
in this Article) compile information as provided for in paragraph (3) of the
preceding Article.
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(2) Upon request from the PMDA, the Minister of Health, Labour and Welfare
may provide the PMDA with the details of specified clinical trials concerning
the report under Article 14 and other information on matters specified by Order
of the Ministry of Health, Labour and Welfare, in order for the PMDA to compile
information under the preceding paragraph.
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(3) If the Minister of Health, Labour and Welfare has the PMDA compile
information under paragraph (1) of this Article, the Minister must give public
notice of that fact.
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(4) When the Minister of Health, Labour and Welfare has the PMDA compile
information under paragraph (1) of this Article, a person who makes a report
under Article 14 must provide the PMDA with the report pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare,
notwithstanding the provisions of that Article.

5 BRI, F-HOBEICLAHEROBEZITo L &%, B, HiklE
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(5) If the PMDA has compiled information under paragraph (1) of this Article,
the PMDA must report the result of compilation of the information to the
Minister of Health, Labour and Welfare without delay.

6 H—H, H _HLOATHEOPEIL, AISEFH HICHET 2HEICOWNTHEM
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(6) The provisions of paragraphs (1), (2) and the preceding paragraph apply
mutatis mutandis to the study provided for in paragraph (3) of the preceding
Article.

GRERRRIEHFEEZ B~ D EHHRE)



(Periodic Report to Certified Review Board)
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Article 17 (1) A specified clinical trial conductor must regularly report the
state of implementation of specified clinical trials to the certified review board
stated in the trial plan of the specified clinical trials pursuant to the provisions
of Order of the Ministry of Health, Labour and Welfare.
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(2) When the certified review board that received the report pursuant to the
preceding paragraph provides opinions to the specified clinical trial conductor,
the specified clinical trial conductor must respect the opinions and take
necessary measures.

(B4 G738 K E ~0 & W)

(Periodic Report to Minister of Health, Labour and Welfare)
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Article 18 (1) A specified clinical trial conductor must regularly report the
state of implementation of specified clinical trials to the Minister of Health,
Labour and Welfare, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.
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(2) When the Minister of Health, Labour and Welfare received the report
pursuant to the preceding paragraph, the Minister must compile the report and
make its overview public.

(Rama)

(Emergency Order)
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Article 19 The Minister of Health, Labour and Welfare may order that a
person who implements specified clinical trials should suspend the specified
clinical trials and take other emergency measures to prevent the occurrence or
spread of hazards to public health and hygiene, if it is found necessary to do so
to prevent the occurrence or spread of hazards to public health and hygiene
caused by the implementation of the specified clinical trials.

(3 iy 45 %)



(Order for Improvement, etc.)
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Article 20 (1) If the Minister of Health, Labour and Welfare finds that any
provision of this Chapter or an order under any provision of this Chapter has
been violated, the Minister may order that a person who implements specified
clinical trials should cause the specified clinical trials to conform to the clinical
trial standards, change the trial plan, or otherwise take necessary measures to

rectify the violation.

2 JEAEFEMREIL, FEBRKOTIE L ER S 28 P ATEOBEIC & 2 maicitd
IuNE E X U E RRIR IR & 9 D T L. BT & E 9 TR E R IR I SE D

B YINT—HOEILZMT H LN TE D,

(2) If a person who implements specified clinical trials fails to comply with the
order issued under the preceding paragraph, the Minister of Health, Labour and
Welfare may order that the person who implements the specified clinical trials
should suspend the specified clinical trials, in whole or in part, specifying a
certain period of time.

(Fr E BRIRMT 78 LLS D BRIRMT 78 & Fhii 9~ 2 H ek R & 5 {E)

(Measures to Be Taken by Person Implementing Clinical Trials Other Than
Specified Clinical Trials)
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Article 21 A person who implements clinical trials (excluding specified clinical
trials) must endeavor to prepare a plan for the implementation of the clinical
trials in accordance with the provisions of Article 5, paragraph (1), and in
addition, when preparing or changing the plan, endeavor to hear the opinions of
the certified review board, as well as to take necessary measures in accordance
with the provisions of Article 7 and Articles 9 through 12.

(3 1 BR4h)

(Exclusion from Application)
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Article 22 The provisions of this Chapter do not apply to the case where the
use of pharmaceuticals, etc. for clinical trials falls under regenerative medicine



provided for in Article 2, paragraph (1) of the Act on the Safety of Regenerative
Medicine (Act No. 85 of 2013).
FoE REBRKFEEEZAS
Chapter III Certified Review Board
(HERM7ER EZ B2 ORE)

(Certification of Clinical Trials Review Board)
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Article 23 (1) A person (limited to an organizer of a hospital (meaning a
hospital provided for in Article 1-5, paragraph (1) of the Medical Care Act (Act
No. 205 of 1948)) or a clinic (meaning a clinic provided for in paragraph (2) of
that Article, including the address of a physician or dentist provided for in
Article 5, paragraph (1) of that Act), an academic society of medicine and
medical science, or any other organization specified by Order of the Ministry of
Health, Labour and Welfare (in the case of an organization without legal
personality, limited to an organization for which a representative or an
administrator has been designated)) that establishes a board composed of
persons who have expert knowledge and experience concerning clinical trials
that performs the operations stated in the following items (referred to below as
"operations for reviews and opinions"; and this board is referred to below as a
"clinical trials review board" in this Article) must obtain certification from the
Minister of Health, Labour and Welfare with respect to the conformance of the
clinical trials review board established to the requirements stated in the items
of paragraph (4) of this Article:
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(1) if opinions are requested pursuant to Article 5, paragraph (3) (including as
applied mutatis mutandis pursuant to Article 6, paragraph (2)), operations to
review the trial plan in light of the clinical trial standards and to provide
opinions to a person who implements specified clinical trials about whether the



specified clinical trials are appropriate and matters to be noted in the
implementation of the specified clinical trials;
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(ii) if a report is received pursuant to Article 13, paragraph (1), if it finds it

H
=

necessary, operations to provide opinions to the specified clinical trial conductor

about measures to be taken to investigate the cause or prevent recurrence of the

disease, etc. related to the report;
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(111) if a report is received pursuant to Article 17, paragraph (1), if it finds it
necessary, operations to provide opinions to the specified clinical trial conductor
about matters to be noted or improved in the implementation of the specified
clinical trials related to the report; and
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(iv) in addition to the preceding three items, if it f1nds 1t necessary, operations
to provide opinions to the person who implements specified clinical trials
pursuant to the trial plan in which its name is stated as the certified review
board under Article 5, paragraph (1), item (viii), about matters to be improved
to cause the specified clinical trials to conform to the clinical trial standards, or
measures to be taken to prevent the occurrence of disease, etc.
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(2) A person who intends to obtain certification under the preceding
paragraph must submit to the Minister of Health, Labour and Welfare a written
application stating the matters listed in the following items and apply for
certification under that paragraph, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare:
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(1) the person's name and address, and the name of the representative in the
case of a corporation (or the representative or administrator in the case of an
organization without legal personality);

= ERIRMPEEAZ B S D4R

(i1) the name of the clinical trials review board;
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(ii1) the names of members of the clinical trials review board;

M FAEERERZT O ERHICE T 55

(iv) matters concerning the system under which operations for reviews and
opinions are performed; and

T ZOMEAGEHES TED D FH

(v) other matters specified by Order of the Ministry of Health, Labour and
Welfare.
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(3) To the written application under the preceding paragraph, operational
rules provided for in item (ii) of the following paragraph and other documents
specified by Order of the Ministry of Health, Labour and Welfare must be
attached.
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(4) When an application for certification under paragraph (1) of this Article
(simply referred to below as "certification" in this Article) is filed, and if the
Minister of Health, Labour and Welfare finds that the clinical trials review
board concerning the application conforms to the requirements stated in the
following items, the Minister must approve the certification of the clinical trials
review board:
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(1) the clinical trials review board is composed of members who have expert
knowledge and experience concerning clinical trials and the system specified by
Order of the Ministry of Health, Labour and Welfare as being unlikely to
adversely affect fair performance of operations for reviews and opinions has
been established;
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(ii) operational rules concerning the method of performance of operations for
reviews and opinions, the method of management and confidentiality of
information that may come to their knowledge in the course of the performance
of operations for reviews and opinions, and other methods for the appropriate
performance of operations for reviews and opinions have been established; and

= HI S HICET O b00EN FEBREGOEYREROIZDICLERL D
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(ii1) in addition to those stated in the preceding two items, the clinical trials
review board conforms to the standards specified by Order of the Ministry of
Health, Labour and Welfare as being necessary for the appropriate performance
of operations for reviews and opinions.

5 FEAGHRKEZ, AIEOBAEICLIVRBEL Lz EiE, RIZHTH2FHE A
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(5) When the Minister of Health, Labour and Welfare approved the
certification for the clinical trials review board pursuant to the preceding
paragraph, the Minister must give public notice of the matters stated in the
following items:

WELZ=ZTEHE (UT TRREZRESREE] LWo,) ORAITLHLD
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(1) the name and address of a person who has obtained certification (referred
to below as an "establisher of the certified board"); and
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(ii) the name of the clinical trials review board concerning certification
(referred to below as a "certified review board").

(K& mH)

(Grounds for Disqualification)
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Article 24 Notwithstanding the provisions of paragraph (4) of the preceding
Article, an applicant for certification of a clinical trials review board may not
obtain certification under paragraph (1) of that Article if they fall under any of
the following items:
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(1) if an applicant is a person who has been sentenced to imprisonment or a
heavier punishment, and who has not yet finished serving the sentence or has
not ceased to be subject to its enforcement;
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(ii) if an applicant is a person who has been sentenced to a fine pursuant to
the provisions of this Act or other laws concerning health and medical care for
citizens as specified by Cabinet Order, and who has not yet finished serving the
sentence or has not ceased to be subject to its enforcement;
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(iii) if an applicant is a person whose certification under paragraph (1) of the
preceding Article has been rescinded pursuant to Article 31, paragraph (1), and
for whom three years have not elapsed from the date of rescission of the
certification (including a person who was an officer (including a person who has
authority or control equivalent to or greater than that of the officer, irrespective
of their title; the same applies below in this Article) of a corporation whose
certification has been rescinded within sixty days before the day on which a
notice concerning the disposition of rescission of certification was given under
Article 15, paragraph (1) of the Administrative Procedure Act (Act No. 88 of
1993) (referred to below as the "notice day" in this Article) and for whom three
years have not elapsed from the date of rescission of the certification, and a
person who was the representative or administrator of an organization,
certification of which has been rescinded within sixty days before the notice day
and for whom three years have not elapsed from the date of rescission of the
certification); provided, however, that this excludes the case where the
rescission of certification falls under the rescission of certification specified by
Order of the Ministry of Health, Labour and Welfare, such that it is found that
it is appropriate to handle the case as one not falling under the rescission of
certification provided for in the main clause of this item, taking into account the
facts that constitute the grounds for the disposition of rescission of certification,
the status of initiatives for the establishment of the system to prevent the
occurrence of the facts by the establisher of the certified board, and the level of
other responsibilities for the facts of the establisher of the certified board;
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(iv) if an applicant is a person who has filed a notification of abolition under
Article 27, paragraph (1) in the period from the notice day concerning the



disposition of rescission of certification under paragraph (1) of the preceding
Article pursuant to Article 31, paragraph (1) to the day on which the disposition
is rendered or it is decided that the disposition is not rendered (excluding a
person who has reasonable grounds for the abolition), and for whom three years
have not elapsed from the date of the notification;

T HEEN. AIERE—HOBEDOHFEN ZFLUNICEEEREBICELRNEX
FE LS ARYRITRARZ LIZETHD L X,

(v) if an applicant is a person who has committed a wrongful act or an
extremely unjustifiable act concerning operations for reviews and opinions
within three years before the filing of the application for certification under
paragraph (1) of the preceding Article;
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(vi) if an applicant is a corporation and any of its officers falls under any of
the preceding items; or
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(vii) if an applicant is an organization without legal personality and its
representative or administrator falls under any of items (i) through (v) of this
Article.

(EHDORIE)

(Certlflcatlon of Changes)
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Article 25 (1) When an establisher of the certified board changes the matters
stated in Article 23, paragraph (2), item (iii) or (iv) (excluding minor changes
specified by Order of the Ministry of Health, Labour and Welfare), they must
obtain certification from the Minister of Health, Labour and Welfare.

2 REZBSREHIT, MHEOEATBHESTEDLIBMAE T2 LI L X
X, B, TORNEZREAETHREICETHRTIERE 20,

(2) When an establisher of the certified board made minor changes specified
by Order of the Ministry of Health, Labour and Welfare referred to in the
preceding paragraph, they must notify the Minister of Health, Labour and
Welfare of their details without delay.
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(3) The provisions of Article 23, paragraphs (2) through (5) apply mutatis
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mutandis to the certification of changes under paragraph (1) of this Article.
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(4) When there is any change in the matters stated in Article 23, paragraph
(2), item (i), (ii), or (v), or any matter stated in the document provided for in
paragraph (3) of that Article (excluding the case where the changes are minor as
specified by Order of the Ministry of Health, Labour and Welfare), the
establisher of the certified board must notify the Minister of Health, Labour
and Welfare of their details without delay.
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(5) The provisions of Article 23, paragraph (5) apply mutatis mutandis to the
case where a notification as to the matters stated in either of the items of that
paragraph is made pursuant to the preceding paragraph.

(GRE DA 2 HIH)

(Effective Period of Certification)
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Article 26 (1) The effective period of certification under Article 23, paragraph
(1) is three years from the date of the certification.
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(2) The establisher of the certified board who continues to have the certified
review board after the expiration of the effective period under the preceding
paragraph (if the effective period is renewed pursuant to this paragraph,
meaning the renewed effective period; simply referred to below as the "effective
period" in this Article) must obtain a renewal of the effective period.
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(3) The establisher of the certified board who intends to obtain the renewal
under the preceding paragraph must file an application for renewal under the
preceding paragraph with the Minister of Health, Labour and Welfare, within
the period from ninety days before the date of expiration of the effective period
to sixty days before the date (referred to below as the "renewal application
period"); provided, however, that this does not apply to the case where it is not
possible to file an application for renewal in the renewal application period due
to a disaster or for other unavoidable grounds.
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(4) If an application under the preceding paragraph has been filed, but no
disposition is rendered for the application by the date of expiration of the
effective period, the former certification remains in force even after the
expiration of the effective period until the disposition is rendered.

5 HIHODOZAICBWT, F HOEHFR SN L S, AT, YEEH
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(5) In the case of the preceding paragraph, if renewal is granted under
paragraph (2) of this Article, the effective period is to be calculated from the day
following the date of expiration of the effective period before the renewal.

6 =% (FE_HENrLENEETICRS,) KOFHE _+MNE GE=""1b
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(6) The provisions of Article 23 (limited to paragraphs (2) through (4)) and
Article 24 (excluding items (iii) through (v)) apply mutatis mutandis to renewal
under paragraph (2) of this Article; provided, however, that the attachment of
documents provided for in Article 23, paragraph (3) may be omitted if the
details of the documents already submitted to the Minister of Health, Labour
and Welfare are not changed.

(REMAK7ER AL B2 DOBELL)

(Abolition of Certified Review Board)
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Article 27 (1) When an establisher of the certified board abolishes the
certified review board that had been established, they must give prior notice to
the person who implements specified clinical trials pursuant to the trial plan in
which its name is stated as the certified review board under Article 5,
paragraph (1), item (viii), and notify the Minister of Health, Labour and Welfare
of the fact, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.

2 BAFBMKRKEIZ, fIEOBREICLsmH b7 X, ZOEERARLAR
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(2) When a notification under the preceding paragraph has been filed, the
Minister of Health, Labour and Welfare must give public notice of that fact.

(B PR 7 22 755)



(Duty of Confidentiality)
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Article 28 Members of the certified review board, persons engaged in
operations for reviews and opinions, or persons who formerly held these
positions must not divulge any confidential information that may come to their
knowledge in the course of the performance of operations for reviews and
opinions, without legitimate grounds.

(5 A 57 8 K B~ D )

(Report to Minister of Health, Labour and Welfare)
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Article 29 When the certified review board provided opinions under Article 23,
paragraph (1), items (ii) through (iv), it must report the details to the Minister
of Health, Labour and Welfare without delay.

(&)

(Order for Improvement)
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Article 30 (1) If the Minister of Health, Labour and Welfare finds that the
certified review board ceases to conform to any of the requirements stated in the
items of Article 23, paragraph (4), the Minister may order that the establisher
of the certified board should take necessary measures to cause the board to
conform to the requirements.
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(2) In addition to what is provided for in the preceding paragraph, if the
Minister of Health, Labour and Welfare finds that the establisher of the
certified board has violated any provision of this Chapter or an order under any
provision of this Chapter or otherwise it is necessary to ensure the appropriate
performance of operations for reviews and opinions, the Minister may order that
the establisher of the certified board should improve the system under which

operations for reviews and opinions are performed, make changes in operational



rules provided for in Article 23, paragraph (4), item (i1), and take other
necessary measures.
(FREDEIHE L)

(Rescission of Certification)
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Article 31 (1) The Minister of Health, Labour and Welfare may rescind
certification under Article 23, paragraph (1) if the establisher of the certified
board falls under any of the following items:
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(1) if the establisher of the certified board has obtained certification under
Article 23, paragraph (1), certification for changes under Article 25, paragraph
(1), or renewal under Article 26, paragraph (2) through deception or other
wrongful means;

= REMARMEFEEZESNE T =RKENES T8 2 2o nFninic
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(i) if the certified review board ceases to conform to any of the requirements
stated in the items of Article 23, paragraph (4);

= B oAHNEES (B2 kOHEMUTEZR,) OWVWTANTHEETLHICE-S
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(ii1) if the establisher of the certified board comes to fall under any of the
items of Article 24 (excluding items (iii) and (iv));

W ZOFEOHEXIZIZOEDOHEIZESSMATITER L L X,

(iv) if the establisher of the certified board has violated any provision of this
Chapter or an order under any provision of this Chapter; or

f EYARHBARS TE=FTREE —HOBEIZ L5 8HER L < IIWEoEH
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(v) if the establisher of the certified board has failed to submit a report or any
other item under Article 35, paragraph (1) without legitimate grounds or
submitted a false report or item, has refused, obstructed, or evaded an
inspection under that paragraph, or has failed to answer questions or made a
false answer under that paragraph.

2 BEABBKEZ., MEOBREICLE -+ =55
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(2) When the Minister of Health, Labour and Welfare rescinds certification
under Article 23, paragraph (1) pursuant to the preceding paragraph, the

EERVE L L

ﬂHlL

Minister must give public notice of that fact.
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Chapter IV Provision of Funds or Other Benefits for Clinical Trials
(R O RE)

(Conclusion of Contract)
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Article 32 If a holder of marketing authorization for pharmaceuticals, etc. or
their specially related person provides a person who implements specified
clinical trials with research funds or other benefits for the specified clinical
trials for which pharmaceuticals, etc. marketed or intended to be marketed by
the holder of marketing authorization for pharmaceuticals, etc. are used, they
must enter into a contract specifying the amount and details of the research
funds or other benefits, details of the specified clinical trials, and other matters
specified by Order of the Ministry of Health, Labour and Welfare.

(WF72 & &% DRI T 2B ME DN R)

(Disclosure of Information, etc. on Provision of Research Funds or Other
Benefits)

ot =% BEEMFERTES LZ ORRBEMRE X, ML EELFRIER
EANHIERTEZ L, I L KD & T HEELEZ MWD R ERIKIFZEIZ DN T
D FEBFEORMICET A2 ERDOIZ). FrEMKI R Z EIET 5H UL Y%H &
JEATBE T TEDDRHEOBRD H 5 FH TR 248&Z OmoOR R (WEE &%
Zhr<,) ORBICETOIHERTH TEOEPMZ MR T D 2 & DFFE IR
WX T 2 EROGEHOERIZET A0 L L TRAFHES TEDLERICON
T, BAETBHETTEDDLEIAICEY, A2 =%y FOFIMZOMIEATBE
BCEDDHIEZL VAR LRTIER B 2R0,

Article 33 In addition to information on the provision of research funds or
other benefits for specified clinical trials for which pharmaceuticals, etc.
marketed or intended to be marketed by the holder of marketing authorization
for pharmaceuticals, etc. are used, a holder or their specially related person
must, pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare, disclose information on the provision of money or other profits
(excluding research funds or other benefits) to a person who implements
specified clinical trials or a person who has a special relationship with that
person as specified by Order of the Ministry of Health, Labour and Welfare, for
which ensuring transparency contributes to obtaining the confidence of citizens
in specified clinical trials as specified by Order of the Ministry of Health,
Labour and Welfare, by the use of the Internet or other means specified by
Order of the Ministry of Health, Labour and Welfare.

(B & 5%)



(Recommendations, etc.)
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Article 34 (1) If a holder of marketing authorization for pharmaceuticals, etc.
or their specially related person has violated the provisions of the preceding two
Articles, the Minister of Health, Labour and Welfare may recommend that the
holder or their specially related person enter into a contract provided for in
Article 32 or to disclosure information provided for in the preceding Article in
accordance with these provisions.
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(2) If the holder of marketing authorization for pharmaceuticals, etc. or their
specially related person who has received recommendations under the preceding
paragraph fails to comply with the recommendations, the Minister of Health,
Labour and Welfare may make the fact public.

FHE R
Chapter V Miscellaneous Provisions
(25 U S ONNE AR )

(Collection of Reports and On-site Inspections)
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Article 35 (1) To the extent necessary for the enforcement of this Act, the
Minister of Health, Labour and Welfare may request that a person who
implements specified clinical trials, the establisher of the certified board, a
holder of marketing authorization for pharmaceuticals, etc. (limited to the
manufacturer marketing or intending to market pharmaceuticals, etc. used for
specified clinical trials; the same applies in Article 42), or their specially related
person should submit the necessary report, books, documents, or other items; or
have the Ministry's officials enter the workplace of the person to inspect books,
documents, or other items or to question persons concerned.

2 HIEHOBEICIVBENIBAL EEX, 20 2RI it EL#EHF L,
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(2) When the Ministry's officials enter a workplace pursuant to the preceding
paragraph, they must carry their identification card and present it to persons
concerned.

3 B -HOHEIZLOMHERIZ, LEMEDOTDIZEO NI D LML Tl
5720,

(3) The authority under paragraph (1) of this Article must not be construed as
being granted for criminal investigation purposes.

(BARFFEHRS OB RLOTER)

(Hearing of Opinions of Health Science Council)
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Article 35-2 In the following cases, the Minister of Health, Labour and
Welfare must hear the opinions of the Health Science Council in advance:

— HBOREHOMREE OMOITRZ ED LA GG S LR S HE
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(1) establishing, amending, or repealing Order of the Ministry of Health,
Labour and Welfare that specifies the examinations or other acts in Article 2
paragraph (1), or Order of the Ministry of Health, Labour and Welfare in item
(i1), (b), (d), or (f) of paragraph (2) of that Article; or

= BRI EREELZED, NIFEEL LY ET5 &,

(ii) establishing or changing the clinical trial standards.

(FEFR D ZAT:)

(Delegation of Authority)
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Article 36 (1) The authority of the Minister of Health, Labour and Welfare
provided for in this Act may be delegated to the Director-General of a Regional
Bureau of Health and Welfare pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.
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(2) The authority delegated to the Director-General of a Regional Bureau of
Health and Welfare pursuant to the preceding paragraph may be delegated to
the Director-General of a Regional Branch Bureau of Health and Welfare
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

(7% 2288 #5 1)

(Transitional Measures)
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Article 37 If an order is established, amended, or repealed under the
provisions of this Act, necessary transitional measures (including transitional
measures concerning penal provisions) may be specified in the order to the
extent determined to be reasonably necessary for the establishment,
amendment, or repeal.

(AT 84 &~ D EAE)

(Delegation to Order of the Ministry of Health, Labour and Welfare)
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Article 38 In addition to what is provided for in this Act, procedures and other
matters necessary for the enforcement of this Act are to be specified by Order of
the Ministry of Health, Labour and Welfare.

FEAE  EAl
Chapter VI Penal Provisions
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Article 39 A person who has violated an order issued under Article 19 is
punished by imprisonment for not more than three years or a fine of not more
than three million yen, or both.
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Article 40 A person who has divulged confidential information in violation of
the provisions of Article 11 or 28 is punished by imprisonment for not more than
one year or a fine of not more than one million yen.

B+ —5% FEBRKMEZE T 2EPROS ZONTANCHEET LH L&
E. AT HU TSI 5,

Article 41 A person who implements specified clinical trials is punished by a
fine of not more than five hundred thousand yen if they fall under any of the
following items:
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(i) a person who has failed to submit a trial plan without legitimate grounds,
or submitted a trial plan without stating the matters to be stated or containing
a false statement, and implemented specified clinical trials in violation of the
provisions of Article 5, paragraph (1);
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(ii) a person who has failed to submit the trial plan without legitimate
grounds, or submitted a trial plan without stating the matters to be stated or



containing a false statement, and implemented specified clinical trials in
violation of the provisions of Article 6, paragraph (1);

= BT SSFOBEICER L TIEYRBEAN R TRskoERE L IERFE L
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(ii1) a person who has failed to prepare or keep records without legitimate
grounds, or prepared false records, in violation of the provisions of Article 12;

W 5+ T HOBEILLommIlER LEE

(iv) a person who has violated an order issued under Article 20, paragraph (2);
or
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(v) a person who has failed to submit a report or any other item under Article
35, paragraph (1) without legitimate grounds, or submitted a false report or
item, has refused, obstructed, or evaded an inspection under that paragraph, or
has failed to answer questions under that paragraph or made a false answer.
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Article 42 A holder of marketing authorization for pharmaceuticals, etc. or
their specially related person is punished by a fine of not more than three
hundred thousand yen if it failed to submit a report or any other item under
Article 35, paragraph (1) without legitimate grounds or submitted a false report
or item, refused, obstructed, or evaded an inspection under that paragraph, or
failed to answer questions under that paragraph or made a false answer.
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Article 43 (1) If a representative or administrator of a corporation (including
an organization without legal personality for which a representative or an
administrator has been designated; the same applies below in this Article), or
an agent, employee, or other worker of a corporation or person has committed a
violation under Article 39 or either of the preceding two Articles concerning the
business of the corporation or person, not only the offender is punished but also
the corporation or person is punished by a fine under each relevant Article.
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(2) If the provisions of the preceding paragraph apply to an organization
without legal personality, its representative or administrator represents the
organization without legal personality with respect to its procedural acts, and
the provisions of laws concerning criminal proceedings in the case where the
organization is the accused or suspect apply mutatis mutandis.

M Rl (ShTE—_HNBEBEEESN=5F) P
Supplementary Provisions (Act No. 63 of December 4, 2019) (Extract)
(AT 7 )

(Effective Date)
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Article 1 This Act comes into effect on the day specified by Cabinet Order
within a period not exceeding one year from the date of promulgation; provided,
however, that the provisions stated in each of the following items come into
effect on the day specified in the respective items:

—

(i) omitted; or
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(ii) the provisions of Article 2, the provisions of Article 4 (limited to the
provisions revising Article 9, paragraph (1), item (ii) of the Stimulants Control
Act), and the provisions of Article 6; the provisions of the following Article, the
provisions of Articles 5, 6 and 8, Article 11, paragraph (2), Article 16, and
Article 20 of the Supplementary Provisions, and the provisions of Article 22 of
the Supplementary Provisions (limited to the provisions revising Article 115-5,
paragraph (2) of the Self-Defense Forces Act (Act No. 165 of 1954)); and the
provisions of Articles 23, 28, 31, 34, and 36 of the Supplementary Provisions:
the day specified by Cabinet Order within a period not exceeding two years from
the date of promulgation.

(ETRNC RS 4 2 Rt 45 1)

(Transitional Measures Concerning Penal Provisions)
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Article 38 Prior laws and regulations continue to govern the applicability of
penal provisions to any acts performed before this Act comes into effect, and any
acts performed after this Act comes into effect in cases where this Act provides
that those prior laws and regulations remain applicable.

Bt Bl (FFIUEARA—LtHEREANE) B
Supplementary Provisions (Act No. 68 of June 17, 2022) (Extract)
(AT 7 )

(Effective Date)
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(1) This Act comes into effect on the effective date of the Act Partially
Amending the Penal Code; provided, however, that the provisions stated in each
of the following items come into effect on the day specified in the respective
items:

— BHENLKZOBE 2AfioH

(1) the provisions of Article 509: the date of promulgation.

M Rl (SRAESNRA—-NBERER—F) P
Supplementary Provisions (Act No. 51 of June 14, 2024) (Extract)
(B AT 7 )

(Effective Date)
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Article 1 This Act comes into effect on the day specified by Cabinet Order
within a period not exceeding one year from the date of promulgation; provided,
however, that the provisions of Articles 8, 9, 12, and 13 of the Supplementary
Provisions come into effect on the date of promulgation.

(B ET)

(Review)
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Article 2 (2) After approximately five years from the enforcement of this Act,
the government is to review the provisions of the respective Acts that have been
revised by this Act, taking into account the status, etc. of enforcement of those
Acts and, if deemed necessary, take necessary measures based on the results of

the review.
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(Preparation Before Enforcement)
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Article 9 (2) When the Minister of Health, Labour and Welfare intends to
establish Order of the Ministry of Health, Labour and Welfare as provided for in
Article 35-2, item (i) of the Clinical Trials Act that is revised under Article 2,
the Minister may hear the opinions of the Health Science Council, even before
the effective date.

(BN AN B9 2 ek i 5 1)

(Transitional Measures Concerning Penal Provisions)
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Article 10 Prior laws and regulations continue to govern the applicability of
penal provisions to any acts performed before this Act comes into effect.

(Bt ~DFEAE)

(Delegation to Cabinet Order)
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Article 13 In addition to what is provided for in these Supplementary
Provisions, necessary transitional measures for the enforcement of this Act
(including transitional measures concerning penal provisions) are to be

specified by Cabinet Order.



