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Act on Anonymized Medical Data That Are Meant to
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Chapter I General Provisions
(BHY)
(Purpose)
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Article 1 The purpose of this Act is to facilitate advanced research and
development and the creation of new industry-centered activities in health and
medicine (meaning advanced research and development and the creation of
new industry-centered activities in health and medicine as prescribed in
Article 1 of the Health and Medical Strategy Advancement Act (Act No. 48 of
2014); the same applies in Article 3) by making provisions for anonymized
medical data that are meant to contribute to research and development in the
medical field, regarding things such as the responsibilities of the State, the
formulation of a basic policy, the certification of persons in the business of
producing anonymized medical data, and regulations on the handling of
medical and related information and anonymized medical data; and thereby to
contribute to the formation of a healthy and long-lived society (meaning a
healthy and long-lived society as prescribed in Article 1 of that Act).

(& #%
(Definitions)
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Article 2 (1) The term "medical information" as used in this Act means
information regarding the medical history of a specific individual or the mental
or physical condition thereof; which constitutes information concerning an
individual that includes a description or account (meaning all particulars
(excluding an individual identification code (meaning an individual
identification code as prescribed in Article 2, paragraph 2 of the Act on the
Protection of Personal Information (Act No. 57 of 2003); the same applies
hereinafter)) that have been stated or recorded or expressed using voice,
movement, or any other means in a written document, drawing, or electronic or
magnetic record (meaning a record that is created in electronic or magnetic
form (meaning electronic form, magnetic form, or any other form that cannot
be perceived with the human senses); the same applies hereinafter); the same
applies hereinafter) specified by Cabinet Order as something whose handling
requires particular consideration so that the individual or descendants thereof
are not subjected to undue differentiation, prejudice, or any other disadvantage
based on that mental or physical condition; and which falls under one of the
following items:
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(i) information containing a name, date of birth, or other description or account
that can be used to identify a specific individual (including information that
can be readily cross-checked against other information and then used to
identify a specific individual); or

= EANRBIF SR EENADL B D

(i1) information containing an individual identification code.

2 ZOERICBWTERERICONWT TARA] L, ERERICE - THIl S D5
EDMENZ D,

(2) The term "principal" as used in relation to medical information in this Act
means the specific individual that the relevant medical information is used to
1dentify.
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(3) The term "anonymized medical data" as used in this Act means data
concerning an individual that result when the relevant person takes a measure



that one of the following items specifies for the category of medical information

set forth in that item to process medical information in such a way that the

specific individual cannot be identified, and that the relevant person has
prepared in such a way that the medical information cannot be restored:

— BHE SN T OERE R URERERICE N D RRE O A HI bR
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(1) medical information falling under paragraph (1), item (i): deleting a part of
the description or account contained in that medical information (including
by replacing it with another description or account, using an approach that
does not have the regularity to enable someone to restore the relevant part of
that description or account); or
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(i1) medical information falling under paragraph (1), item (ii): deleting all
individual identification codes contained in that medical information
(including by replacing them with other descriptions or accounts, using an
approach that does not have the regularity to enable someone to restore the
relevant individual identification codes).
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(4) The term "the business of producing anonymized medical data" as used in this
Act means the business of organizing medical information and processing it to
produce anonymized medical data (limited to data that make up a database or
similar collection of anonymized medical data (meaning a collection of
information containing anonymized medical data which has been
systematically organized so as to enable a person to search for specific
anonymized medical data using a computer or which is specified by Cabinet
Order as having been systematically organized so as to enable a person to
readily search for specific anonymized medical data; the same applies in
Article 18, paragraph (3)); the same applies hereinafter), so as to contribute to
research and development in the medical field.

5 ZOERIZEBWT MERIERIERFERE] L3, EREREZZOHEROESMTH
ST, BEDERIER LB THEEKZHAVTRET LI LENTE D L) ITERARMICHE
i L7e b DF O E DEFRFERE B ITHRFET D2 LN TE D &) ITHRRAYITHERK



LEbDOLE LTESTEDD O (HMAURICENT TERIFHRT —F ~— 25
EWVH, ) EEEORIHELTVDLIEEZ NI,

(5) The term "enterprise handling medical information" as used in this Act means
a person that has a collection of information containing medical information
which has been systematically organized so as to enable a person to search for
specific medical information using a computer or which is specified by Cabinet
Order as having been systematically organized so as to enable a person to
readily search for specific medical information (referred to as a "database or

similar collection of medical information" in Article 44) for use in its business.

(HDEHEH)
(Responsibilities of the State)
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Article 3 The State has the responsibility to implement the necessary initiatives
for anonymized medical data that are meant to contribute to research and
development in the medical field as a part of the initiatives for advanced
research and development and the creation of new industry-centered activities

in health and medicine.

BoE ERSBFOMERRBICETI2O0BELMTERERICET 2 HEE
Chapter II Initiatives Related to Anonymized Medical Data That Are
Meant to Contribute to Research and Development in the Medical Field
F—H ERIPFOMARBICETLI2OOEBEAMTERERICETIER
J5 @t
Section 1 Basic Policy Regarding Anonymized Medical Data That Are
Meant to Contribute to Research and Development in the Medical
Field
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Article 4 (1) The government must establish a basic policy regarding anonymized
medical data that are meant to contribute to research and development in the
medical field (hereinafter referred to as the "basic policy") in order to
comprehensively and integrally advance initiatives related to anonymized
medical data that are meant to contribute to research and development in the
medical field.

2 FEARTENI. RITHEBIT L FEHOWTED DL D ET D,

(2) The basic policy is to provide for the following particulars:
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(i) a basic direction for advancing initiatives related to anonymized medical
data that are meant to contribute to research and development in the
medical field;

= ERETAREERESH OMERRICE T D 20 OEA I LEFRERICE T 2 HE
(ZB9 % HIA

(ii) the particulars of measures that the State is to take regarding anonymized
medical data that are meant to contribute to research and development in
the medical field;

= EANMTEREBROERIZ D ERE HRISR D ARKNOREL DM DOARND.LE
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(ii1) the particulars of measures to prevent principals, the descendants thereof,
and other such persons from being subject to undue differentiation, prejudice,
or any other disadvantage due to the medical history or the mental or
physical condition of the principals whose medical information is used to
produce anonymized medical data;

M HNEKE—EHEROFH -+ N\FORBEICET 5 EARN 2 HE

(iv) the basic particulars of the certification referred to in Article 8, paragraph
(1) and Article 28; and

T EOMEFR DB OWIHRICE T 5 72D OEA NN TEHRE W B3 2 iR o ik
(B o EEEE

(v) other important particulars involved in the advancement of initiatives
related to anonymized medical data that are meant to contribute to research
and development in the medical field.

3 WM KREIL, EATHOREZIEMR L., H#EOREZ RO TNITR LR,

(3) The Prime Minister must prepare a draft of the basic policy and call for a
cabinet decision.

4 HNERBBEEREIL, ATEOHEIC K DMEORENH T & 1T, BliR <, AT
FHEARLRTIER SR,

(4) Once a cabinet decision as under the preceding paragraph has been made, the
Prime Minister must issue a public announcement of the basic policy without
delay.

5 HI_HOBUEIL, EARTEHOEFIZHOWTHERT L,

(5) The provisions of the preceding two paragraphs apply mutatis mutandis to
the alteration of the basic policy.

BE EOHRER

Section 2 Initiatives of the State
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(Increasing the Understanding of the People)
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Article 5 The State is to take the necessary measures to deepen the
understanding of the people with regard to anonymized medical data that are
meant to contribute to research and development in the medical field through

public relations, activities to impart information, and other activities.

(BLF& O E1k)
(Ensuring the Propriety of Standards)
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Article 6 (1) The State is to prepare the proper standards respecting medical
information and anonymized medical data, propagate them, promote their use,
and take other necessary measures respecting such data, in order to contribute
to producing anonymized medical data that are meant to contribute to research
and development in the medical field.

2 HEIAOBEIC L DB OEMEIT, ZICBET 2 EEENEIM, EES B OO
EBRFIISCTITOHDET D,

(2) The preparation of standards under the preceding paragraph is to be
undertaken based on things such as international trends in this area and the

progress of research and development in the medical field.

(> AT L D)
(Preparation of Information Systems)

Lk EIX, ERESTFOWERBICE T 5720 OEAN TIEFEEROENRZX 5720,
TS 2T DO, ORI OIEHOREZDOMOVLERIEEZHET DL L 2T D
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Article 7 The State is to endeavor to prepare information systems, propagate
them, promote their use, and take other necessary measures in order to
produce anonymized medical data that are meant to contribute to research and

development in the medical field.

BEE WEBELNIEREBIERFEE
Chapter IIT Certified Producers of Anonymized Medical Data
F—H BEAMTERERIERFELZITOEORE
Section 1 Certification of Persons in the Business of Producing
Anonymized Medical Data



(FRAE)
(Certification)
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Article 8 (1) A person in the business of producing anonymized medical data

2

(limited to a corporation) may, by application, have it certified by the
competent ministers that the person is found to be capable of carrying out the
business of producing anonymized medical data in a proper and reliable
manner.

ATEOREEZZIT LD LT2FF,. FHEERTTEDDLLIAICLY, KRITHITLHHE
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HEDOMEBENTCTEDLIERZIRZ T, Thar EBREIZREHELRTTZ R 20

(2) Pursuant to the provisions of Order of the competent ministries, a person

3

seeking the certification referred to in the preceding paragraph must submit to

the competent ministers a written application giving the following particulars,

accompanied by documents evidencing that the certification standards set forth
in the items of the following paragraph have been met and other documents
specified by Order of the competent ministries:

— AWK OMERT

(i) its name and address;

= BEREROFER O ik

(i) its method of organizing medical information;

= EREROINT.OHE

(iii) its method of processing medical information;

M ERE®RE (ERER, BN TEREROERICHWZERER S HIR L7
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(iv) its method of managing medical and related information (meaning medical
information, descriptions or accounts deleted from medical information used
for producing anonymized medical data and individual identification codes,
and information on the method of processing performed pursuant to the
provisions of Article 18, paragraph (1) (including as applied mutatis
mutandis pursuant to Article 29); the same applies hereinafter) and
anonymized medical data; and

T ZOMEFET TED D FIH

(v) other particulars specified by Order of the competent ministries.

FHREIZ, B -HOBEDHENRIZHT 2 REICHEET 2RO L&, H
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(3) On finding that an application for certification as referred to in paragraph (1)
meets the following standards, the competent ministers must grant the
certification referred to in that paragraph:

— HEEPROVNTRICbZE LN &,
(i) that the applicant does not constitute any of the following:

A T OERZ OMAE NG RO E R BB OICE T DERTEA TED D b O XX
IO DERFIZESS B OBEICEK L, SI&OIIZAE b, £ OEITE K
PO, XFHITEZ T DR R AN AFELFE LN

(a) a person that has been sentenced to a fine for violating a provision of this
Act, any other Act on the proper handling of personal information that is
specified by Cabinet Order, or an order based thereon, if it has not been
two years since the day the person finished serving the sentence or ceased
to be subject to its enforcement;

2 B RER HEUIEAEE —H (IO OBELH +HILKITBWTHER
ToOGEEGT, ) OBEICIVBEEZRVEIN, ZORBELO AN ZF%
S SIEROTAAE

(b) a person whose certification has been rescinded pursuant to the
provisions of Article 15, paragraph (1) or Article 16, paragraph (1)
(including as applied mutatis mutandis pursuant to Article 29), if it has
not been two years since the date of the rescission; and

N EAINTERERERFELITORBUIEBET TEDLMEHAD S HITK
DNTNPICEE T H2ERH LB D

(c) a person with an officer carrying on the business of producing anonymized
medical data, or an employee as specified by Order of the competent
ministries, who constitutes one of the following:

(1) AR R L <UIHEAREASUINAEOEST L2 BICHEYE T 58

1. an adult ward or a person under curatorship, or a person equivalent
thereto under the laws and regulations of a foreign state;

(2)  WRPEFRIBAAE OUIE 2 % TIEMEZ 1570 W8 SUISME O RS £ 2 icH
SN RAE

2. a person that has become subject to an order commencing bankruptcy
proceedings and that has not been discharged from bankruptcy, or a
person equivalent thereto under the laws and regulations of a foreign
state;

(3) ZOEREEOMEANEHROBEELTBDNICET HEETHSTED D
DTN DERFIZES T OBREIERK L, Elel EOJNIZAE & i,
ZOHITEEDY , FPITEZZ T DT D<ol B ZFE 2R L
IRNE

3. a person sentenced to a fine or heavier punishment for violating a
provision of this Act, any other Act on the proper handling of personal
information that is specified by Cabinet Order, or an order based



thereon, if it has not been two years since the day the person finished
serving the sentence or ceased to be subject to its enforcement; or
(4)  FH—HXIE - FHNFORBELEZT BN EFILEE - UIEHR%
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4. a person that, within the 30 days before the disposition in question, was
an officer engaged in the business to which the certification in question
pertained, or an employee as specified by order of the competent
ministries, of a person that was certified as referred to in paragraph
(1) or Article 28 but that has had its certification rescinded pursuant to
the provisions of Article 15, paragraph (1) or Article 16, paragraph (1)
(including as applied mutatis mutandis pursuant to Article 29), if it
has not been two years since the day of rescission;

= OHEEED. BRESEOMIRABICET L L5 EEREHRABUG L. WONIEH L,
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(ii) that the applicant meets the standards specified by Order of the competent
ministries as having sufficient capability to acquire medical information and
to organize and process it so as to properly produce and provide anonymized
medical data, in order to contribute to research and development in the
medical field;

= BEREHREFEMROEL N TEREROR ., KT BAE ORI IEZ Ofh o Y4 541E
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(iii) that the measures have been taken that Order of the competent ministries
specifies as necessary and appropriate for preventing leaks, loss, and damage
of medical and related information and of anonymized medical data and for
otherwise implementing security controls for medical and related
information and for anonymized medical data; and

MU HEEED., Bl ICHET 2 ERIEHRE M CEL N LEREROLEEHLDTZDD
EZEMECIEET HICRY 2BNEATHZ L,

(iv) that the applicant has sufficient capability to properly implement the
security control measures for medical and related information and
anonymized medical data provided for in the preceding paragraph.

4 FBREZ., FHORBEEZLLS LT5&&1T. oL, BAGTRIRELZER
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(4) Before granting the certification referred to in paragraph (1), the competent
ministers must first consult with the Personal Information Protection

Commission.

10
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(5) Having granted the certification referred to in paragraph (1), the competent
minsters must notify the applicant of this and issue public notice of the same
without delay.

(EEDOFES)
(Amended Certification; Related Matters)

Bk BIRB-HORELZZTE (LT HBREEAM TERERERFESE] L
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Article 9 (1) If a person that has been certified as referred to in paragraph (1) of
the preceding Article (hereinafter referred to as a "certified producer of
anonymized medical data") seeks to change any of the particulars set forth in
paragraph (2), items (ii) through (v) of that Article, it must be certified by the
competent ministers pursuant to the provisions of Order of the competent
ministries; provided, however, that this does not apply to a minor change as
specified by Order of the competent ministries.

2 WEEALMLERBHRIELFEL L. AIERE HE -SRI 2FHIIEAENH -
e X IRTEEE LEOETBEE T CEDDRMAE L2 Lz & XX, Bk, £
DE & EBREIZHITHRTULR 5720,

(2) If a particular set forth in paragraph (2), item (i) of the preceding Article has
changed or if a certified producer of anonymized medical data has made a
minor change as specified by Order of the competent ministries that is referred
to in the proviso of the preceding paragraph, it must file a notification of this
with the competent ministers without delay.

3 EHREIL AHEOBREIC I DM (RIEFE _HE - I BT 2 FHOEHIRD
LDIZRD, ) Bholol &L, Bk, TOBEEZARLRTNIXZ LR,

(3) Having received a notification under the preceding paragraph (limited to a
notification relating to any of the particulars set forth in paragraph (2), item (i)
of the preceding Article), the competent minsters must issue public notice of
this without delay.

4 FIGRE=H F—5xk<, ) KOBENHEOHE X, HF-HOEHDOREIZONT
B 5,

(4) The provisions of paragraph (3) (excluding item (i)) and paragraph (4) of the
preceding Article apply mutatis mutandis to an amended certification as
referred to in paragraph (1).

(7RHE)

(Succession)

11
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Article 10 (1) If a corporation that is a certified producer of anonymized medical
data transfers all of the business of producing anonymized medical data to
which the certification referred to in Article 8, paragraph (1) pertains
(hereinafter referred to as its "certified business") to another corporation that
is a certified producer of anonymized medical data, the transferee succeeds to
the status of the transferror as a certified producer of anonymized medical data
under this Act.

2 FREELMLEREHRIERFEEE TH DIEND M ORIEFER N LERIE IR EE
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(2) If a corporation that is a certified producer of anonymized medical data
merges with another corporation that is a certified producer of anonymized
medical data, the corporation surviving the merger or the corporation
incorporated in the merger succeeds to the status of the corporation or
corporations disappearing in the merger as a certified producer of anonymized
medical data under this Act.

3 AIZHOBUEIC KV REEA I TERGERIERFFES & U TOMNL 2 4Rk L 72iEA
X, EEERTTEDDL L IAICLY, Bk, TOFLZEHREI T2 T U
IRB IR,

(3) A corporation that has succeeded to another corporation's status as a certified
producer of anonymized medical data pursuant to the provisions of the
preceding two paragraphs must file a notification of this with the competent
ministers without delay pursuant to the provisions of Order of the competent
ministries.

4 FREEAL N LEEERIEREEE T DIEADREEL N LERERIERFEEE T
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(4) If a corporation that is a certified producer of anonymized medical data
transfers all of its certified business to a corporation that is not a certified
producer of anonymized medical data and the transferror and transferee have
obtained the prior approval of the competent ministers for the transfer and
acquisition pursuant to the provisions of Order of the competent ministries, the
transferee succeeds to the status of the transferror as a certified producer of
anonymized medical data under this Act.

12
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(5) If a corporation that is a certified producer of anonymized medical data
disappears due to a merger with a corporation that is not a certified producer
of anonymized medical data and the prior approval of the competent ministers
has been obtained for the merger pursuant to the provisions of Order of the
competent ministries, the corporation surviving the merger or the corporation
incorporated in the merger succeeds to the status of the corporation
disappearing in the merger as a certified producer of anonymized medical data
under this Act.

6 WEEAMLERERIERFESE THOEANSENT L REFEO R 2 Ak S
HHHLEICBWNWT, SO UOUESENIOWTEBESTEDD EZAIZLY
RKEORA 22T 2L &R, BENCLVREFXOLTZAMN, LICIENZ, 2EE L
TIEND Z OEREOREIZ X 2R ERES I LERERIERLFES & L TOHML A &k
T2,

(6) If a corporation that is a certified producer of anonymized medical data has
another person succeed to all of its certified business through a company split
and the prior approval of the competent ministers has been obtained for the
company split pursuant to the provisions of Order of the competent ministries,
the corporation succeeding to all of the certified business in the company split
succeeds to the status of the split corporation as a certified producer of
anonymized medical data under this Act.

7 FNEFE-_HEPOLHEHEE TOHEIT, AT ZHORAIZOWTHERT 5,

(7) The provisions of Article 8, paragraphs (3) through (5) apply mutatis
mutandis to the approval referred to in the preceding three paragraphs.

8 WEEAMLERERIERFHXE ThHOIENL, REELIN LERIGRIERFES
TRWEICHEFEDRMOEE LTV, RBEEL M LERERIEMRFEESE TRWE
ANEEBDFEZ L, InEN L VRBEFEO M2 AR IELLE5ITBW T, FEHEN
LEANHETORAOHELZ LRNWEZIX, EBEETTEDLLEIAICLY, 2O
EFEORHOENE, A0 UINEORETI, TOEEZEBRKEICETHZ2T T
IRBTRUN,

(8) If a corporation that is a certified producer of anonymized medical data
transfers all of its certified business to a corporation that is not a certified
producer of anonymized medical data; merges with a corporation that is not a
certified producer of anonymized medical data; or has another person succeed
to all of its certified business through a company split; but does not apply for
the approval referred to in paragraphs (4) through (6), it must file a
notification of this with the competent ministers pursuant to the provisions of
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Order of the competent ministries by the date of transfer of all of its certified
business or by the date of the merger or company split.

9 WREEAMLEEERIERLFES ThOEAPREEL I LERIGRIERFEE T
ROVEICREFEDORMOGEE LTV, RBEEL M LEERBRIEMFEE TRVDIEA
EDEMHITEVIHERT 22 L&D INHENT IV RBEFEO R 2 AM ST LY
BIZBNT, FUNENPOEAREHETORAZ LRWEDOWU SN -T2 E (26D
WA DHFERRWGEIZH - TE, YEREFEORIOEE., S XInT N H -
7ol E) X, BNEFFE-HORBEZX, Tohhzkr>bDe L, TOEZ AN, 0%
fEfe 3 DIENE L ITAEPHZ K VRS SN TVE AN T ENT L0 B EFHHE DO 2 4 7K
ML 72E N, B < Si%aEFEICE LB T 2 BERE % &K OEAL I TER
BWAHEE LRI 50,

(9) If a corporation that is a certified producer of anonymized medical data
transfers all of its certified business to a corporation that is not a certified
producer of anonymized medical data; disappears in a merger with a
corporation that is not a certified producer of anonymized medical data; or has
another person succeed to all of its certified business through a company split;
but a disposition has been reached not to grant the approval referred to in
paragraphs (4) through (6) (or if it has undertaken the transfer of all of its
certified business or the merger or company split without having applied for
that approval), the certification referred to in Article 8, paragraph (1) ceases to
be effective, and the transferee, the corporation surviving the merger or
corporation incorporated in the merger, or the corporation succeeding to all of
the certified business through the company split must delete the medical and
related information and anonymized medical data it manages in connection
with that certified business without delay.

10 EBKREEZ, FHELAIFENEHOREICL D mHNH -7 & & LFHUIED
ODENEETORAEZ LRVWEOM %2 L i3, B, TOFZARLRT
TR B 7220,

(10) Having received a notification under paragraph (3) or paragraph (8), or
having reached a disposition not to grant the approval referred to in
paragraphs (4) through (6), the competent minsters must issue public notice of
this without delay.

(B 1 D Jea %)
(Notification of Discontinuation)

Ft—5% WREEAMLERERIERFRES L. BEFELHEILLLD &35 & X130
FTHEESTEDDLEZAICLY, HOENLD, ZOEEEBKREZEITHR TR,
SRR

Article 11 (1) Before discontinuing its certified business, a certified producer of
anonymized medical data must first file a notification of this with the
competent ministers pursuant to the provisions of Order of the competent
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ministries.

2 FAHEOHEICLEHRH o7 L & T, BNKE -HOREZ, TONEKI b
DL L, REELMLERERIERFEERE ChoiENT, B, SE%REFE
B LE BT 2 IR ML O EA M TEREEFRZEE L 2T X2 620,

(2) When a notification under the preceding paragraph has been filed, the
certification referred to in Article 8, paragraph (1) ceases to be effective and
the corporation that was a certified producer of anonymized medical data must
delete the medical and related information and anonymized medical data it
manages in connection with its certified business without delay.

3 EBEKEIX, H-HOHEICLImHERboT L XX, B2, TOEEARL
RFNIER B0,

(3) When a notification under paragraph (1) has been filed, the competent
minsters must issue public notice of this without delay.

(L D J H %)
(Notification of Dissolution)

F Sk REEANTERERIEKRFREE THOEANEIUSOFHIZ IV L
ol i, FOWHERNE L TREPEE M ASUISNAE DOES L2 bITHE YT 5 F 1%,
FHEERTTEDDLEZAIZEY, B, ZOFLTEBREICHTHRTIELRS
AN

Article 12 (1) If a corporation that is a certified producer of anonymized medical
data has dissolved for a reason other than a merger, its liquidator or
bankruptcy trustee or a person equivalent thereto under the laws and
regulations of a foreign state must file a notification of this with the competent
ministers without delay, pursuant to the provisions of Order of the competent
ministries, notify the competent ministers thereof without delay.

2 WEBEAMLERERIELFELEE THIEADEGILS N OFERICL VML L &
X, ENRE-HOREIL, TOMHhEERI bOL L, ZOFEETH L ITFHIER
FOENE L < ITREPEFRe B batE DIENSUIANE OES L2 HICHEE T 5N,
R <, YR EFREICEH LB 2 ERIEFREFELOEAMTERIERZEE LR
S AN AR AN

(2) If a corporation that is a certified producer of anonymized medical data has
dissolved for a reason other than a merger, the certification referred to in
Article 8, paragraph (1) ceases to be effective, and the corporation in
liquidation or special liquidation, the corporation against which bankruptcy
proceedings have been commenced, or a person equivalent thereto under laws
and regulations of a foreign state must delete the medical and related
information and anonymized medical data that it manages in connection with
its certified business without delay.

3 FHREIZ. BHOBECRIEHR D72 L Eid, BlR, ZOEZARL
T IEIR B,
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(3) When a notification under paragraph (1) has been filed, the competent
minsters must issue public notice of this without delay.

(M %)
(Books)
FH=% REEAMLERGERIERFERIL. FBEEATTEDDL L ZAITLEY ., KE
(Z DIERUTA A TEMBIFLEROIERN SN TWAHEEICEIT 5 Y EMIiia s &
0, UTRILC, ) 2z, TOEKCBELEBEAT TEODLIFHETLH L., 2zt
L7 iudz e,

Article 13 Pursuant to the provisions of Order of the competent ministries, a
certified producer of anonymized medical data must keep books (including
electronic or magnetic records, if such records have been created in lieu of
books; the same applies hereinafter), enter the particulars specified by Order of
the competent ministries regarding its business in those books, and preserve
them.

(4 PR DA I i FR )
(Restriction on the Use of Names)
FHIUE REEANLERERIERFESE TRV IR, RERBA I TERIERIERSE
ELELVWIOAHRIINEH O D LWARE AN TR B 20,
Article 14 A person that is not a certified producer of anonymized medical data
must not use the name "§8EEA NN TEFRIEMIENK FEE" (transliterated as
"nintei tokumei kakou iryou jouhou sakusei jigyousha" and meaning "certified

producer of anonymized medical data") or any name confusingly similar thereto.

(FAE DHEUH L)
(Rescission of Certification)

Brs EHREIZ. REEANMTERGRERFEE (ERNICELL2FETEAL
RVENTH - T, AEICBWTERERFE UIEA M TERGHRZ RO E S E (L
T DEERE] £vo, ) ZFR<, REIZBWTHEL, ) BROG SOV NI
FUTH XL, BNEE -HOBEZDMVET N TE S,

Article 15 (1) The competent ministers may rescind a certification referred to in
Article 8, paragraph (1) if a certified producer of anonymized medical data
(excluding a corporation without a principal office in Japan that handles
medical and related information or anonymized medical data in a foreign state
(hereinafter referred to as a "foreign handler"); the same applies in the
following paragraph) falls under one of the following items:

— BV ZTOMAREDFEIZL Y FENEE HE L ITBENLEE - HOREXITE
FEMNENSHEREE TORAIZZITZ & X,

(1) if it was certified as referred to in Article 8, paragraph (1) or Article 9,
paragraph (1) or obtained the approval referred to in Article 10, paragraphs
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(4) through (6) by deception or other wrongful means;

ZOBNEFHE CHA SOWT I 2 EREICHEG L ol b F,

(i1) if it has ceased to meet a standard set forth in one of the items of Article 8,
paragraph (3);

= BAEE -HOHEIZ X VRBELZ T RTNTRORVFHZFHEORE 22T
RWTERE LI X,

(ii1) if it has changed a particular for which it must be certified pursuant to the
provisions of Article 9, paragraph (1) without being certified as referred to in
that paragraph;

W+ ARE-HOBREIER L TEREHRZEZIE L & &,

(iv) if it provides medical information in violation of Article 26, paragraph (1);
or

OB EEEHOBEICLAMBICER LI L X,

(v) if it violates an order under Article 37, paragraph (1).

2 WEEAMLERERIELEFREEDATEOBEICL Y HNRE-HOBELID H
SN & XL, Bl YEREFEICHE LB T L EEREHRE & OFEA I L ER
BWAEHEE LR TR bk,

(2) Having had its certification referred to in Article 8, paragraph (1) rescinded
pursuant to the provisions of the preceding paragraph, a certified producer of
anonymized medical data must delete the medical and related information and
anonymized medical data that it manages in connection with its certified
business without delay.

3 FHBKREIX FHOHEIZIVENEE -HOBELTWMVIEE S &35 & &3,
HoMNUO, EAFREEZESITHE LRI B2,

(3) Before rescinding the certification referred to in Article 8, paragraph (1)
pursuant to the provisions of paragraph (1), the competent minsters must first
consult with the Personal Information Protection Commission.

4 FBREZ, F-HOBECIVENFE -HORELWMVH L L &%, Bl
<, ZOEEARLBRTNITR B0,

(4) Having rescinded the certification referred to in Article 8, paragraph (1)
pursuant to the provisions of paragraph (1), the competent minsters must issue
public notice of this without delay.

BHAS EHREIZ. REEAMNTERERERFES OFERIRE ICRS, F=77
LOFE-HIZBWTE L, ) PDROZFZONTINITHELT L& EE, FNEKE—H
DRELXWMOVHETZENTE D,

Article 16 (1) The competent ministers may rescind a certification referred to in
Article 8, paragraph (1) if a certified producer of anonymized medical data
(limited to a foreign handler; the same applies in item (iii) and paragraph (3))

falls under one of the following items:
— HIRE-HE - FNOENTE TONTANIHEET D & &,
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(1) if it falls under one of items (i) through (iv) of paragraph (1) of the preceding
Article;

=B ERE B W TH AR A THENT 2RSS —HOBEIZ L HFEKITE
Clpnol- b &,

(ii) if it fails to respond to a request under the provisions of Article 37,
paragraph (1), as applied mutatis mutandis pursuant to paragraph (3) of that
Article following a deemed replacement of terms;

= FBRED, ZOEFEORATICKNERREIZEW T, BERBLA I TERIE®RIERK
FHEF I LNERRE LR, UIZ OB, ZOFHEDOFHEITZ OO FEHE
IZLBAD . ZOFORE, EHRZOMOMEEZRE ST, B L IXBREICERM
SHLIELIEGAIZBNT, ZoWENENT, BHLIEBOHREN S, X
IXEORENEE, BiFoh, HLIEE#IN, A LIFEOEMICX LTE
FREINT, HLIUTRBOZE RPN SN & &,

(iii) if the competent ministers, to the extent necessary for the enforcement of
this Act, have attempted to require the certified producer of anonymized
medical data to report the necessary information, to have the relevant
officials enter that person's office or other place of business of the person and
inspect its books, documents, or other items, or to have those officials ask
questions of the persons concerned, but no report or a false report is made;
the inspection is refused, obstructed, or evaded; or no answer or a false
answer 1s given to the questions; or

W E_HOBREICL2ENOAHEZ LN E X,

(iv) if it fails to bear the costs under paragraph (3).

2 HISRE _HEMNOHEIUEE TOHEIL, AIEOBEIC L 2538 E D BEH LIZHOW THEH]
T 5,

(2) The provisions of paragraphs (2) through (4) of the preceding Article apply
mutatis mutandis to the rescission of a certification under the preceding
paragraph.

3 B HE—SOHEICLIOIMECHETLHEMN B TEDDLLDITRD, ) X, 4
A2 T DR EEAIM TIERFERIERFREDOAH L T D,

(3) The costs required to undertake an inspection under paragraph (1), item (iii)
(limited to the cost specified by Cabinet Order) are borne by the certified

producer of anonymized medical data subject to the inspection.

B BEREBREROCEANTEREROBEICE T 5 HH]
Section 2 Regulations on the Handling of Medical Information and
Anonymized Medical Data

CFIIH B #9112 & 2 HIBR)
(Restriction Due to Purpose of Use)
FHtsd REEANLERERERFET T, S AL UIE =FLFE -HOHE
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IR0 ERERORMZZ 25613, UERERPER DB ONZEHEICET S
TDICREINTE LD THDLEVWIBBIIKTLHZEDRNWE S, BEFEDOHMOD
BRI L BRI 2 2 CTHUBERIE R Z Y o TR B0,

Article 17 (1) Having been provided with medical information pursuant to the
provisions of Article 25 or Article 30, paragraph (1), a certified producer of
anonymized medical data must not handle that medical information beyond the
scope necessary for it to achieve the purpose of its certified business, so that it
does not to contravene the intent of the medical information having been
provided in order to contribute to research and development in the medical
field.

2 AIEOHEIL, WITEIT 256150 TE B LRV,

(2) The provisions of the preceding paragraph do not apply to the following cases:
— ERIESLIGE
(i) if this is based on laws and regulations; and
= Ao, SFOKE L OMIEE OFEEA~DOIEDO D BBDOLEND HHE
(ii) if there is an urgent necessity to do so in order to save a person's life,

provide disaster relief, or otherwise respond to an emergency.

(4 I TERR WO VERLE)
(Production of Anonymized Medical Data)

FHALK REEAMLTERGRIEREREEIL. EANTERGREZERT D & T,
FeEDBANZHBRNT 2 Z & LONEDIERRICHW D ERIGRAZE LT D22 LN TE en
FOCT BB b DL LTEBES TED DTN, HRLERT &2 N
T LT B0,

Article 18 (1) When a certified producer of anonymized medical data produces
anonymized medical data, it must process the medical information in
accordance with the standards specified by Order of the competent ministries
as being necessary to make it impossible to identify a specific individual and to
restore medical information used for the production.

2 WEEAMTERGRIEARSEER L. ELANTERGERZER L TH b URLELR N
TERGERZED O IZH oo TE, SEA N TERFEROERIZTV S T ERR
THWRITRDARNEZINT D 70Ic, HEAMLERIERZMOFRE BE L TIEIR
57200,

(2) In producing anonymized medical data and handling that anonymized
medical data itself, a certified producer of anonymized medical data must not
cross-check the anonymized medical data against other information for the
purpose of identifying the principal whose medical information has been used
to produce the anonymized medical data.

3 EAMLEREHRBRFESE (EANLERGHRT —FX—2ELFHEDO T L
TW5EEWNI, UFRL, ) d, H—H (E - TARCBOWTENT 25625
te, ) OBEICEVIER S ZEAMTERG®R (HOERIGEHREZMLT LU TERLEZ
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bDOERS, ) TRV PO ITH oo TR, YiZEA N TEREROERICHN LT
ERERITRDARNEHINT D721, YEERER» OHIBR SR EE L <X
NGNGB L <IEFEHE (ARICBWTHERTLIHGE2 5T, ) OBEICEVITD
NI TOFECET 2 RA TG L, AT Y ZEL N T ERNS ® 2 Mo iFH & e
LTIEZe b0,

(3) It is prohibited for an enterprise handling anonymized medical data (meaning
a person using a database or similar collection of anonymized medical data for
its business; the same applies hereinafter), in handling anonymized medical
data that has been produced pursuant to the provisions of paragraph (1)
(including as applied mutatis mutandis pursuant to Article 29) (excluding
anonymized medical data which it produces itself by processing medical
information), to acquire information relating to a description or account or
individual identification code that has been deleted from the medical
information, to acquire information on the method of processing that has been
carried out pursuant to the provisions of that paragraph (including as applied
mutatis mutandis pursuant to that Article), or to cross-check the anonymized
medical data against other information, for the purpose of identifying the
principal to whom the medical information that was used to produce that
anonymized medical data pertains.

4 ENTEHROREICET D ERE = HAROHE TR E LS I TER GRS EE

XITHE N KOBELZZ T 2E (LT [RREERGRERRZEEEE] &
90 ) BEHE—H (B PRIV THENTLINEZEGT, ) OBREICKYEXLINT
ERERZAFERT D2HEIZHOVT, FESE=+EENOFE =+IEE TOREITES
INTERRAG R S 2368 DRI E T 2 EA M TERIGEH®Z I #5 5EI2 >0 T
XL EA LR,

(4) The provisions of Article 36 of the Act on the Protection of Personal
Information do not apply when a certified producer of anonymized medical data
or a person that has been certified as referred to in Article 28 (hereinafter
referred to as a "enterprise certified for entrustment with handling medical
and related information and anonymized medical data") produces anonymized
medical data pursuant to the provisions of paragraph (1) (including as applied
mutatis mutandis pursuant to Article 29); and the provisions of Articles 37
through 39 of that Act do not apply when an enterprise handling anonymized
medical data handles the anonymized medical data prescribed in the preceding
paragraph.

SEES)
(Deletion)
FHILg REEAMLERERIERFESR T, REFEICELEHT L EREHREX
FEAN TEREREFHT 2 LEN 2L kol b &1T, B2, YRERIGTRE
SOTEANM TEFEEREZEE LRIT TR 57200,
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Article 19 If a certified producer of anonymized medical data ceases to need to
use any medical and related information or anonymized medical data that it
manages in connection with its certified business, it must delete that medical

and related information or anonymized medical data without delay.

(22 448 PRAL )
(Security Control Measures)

Btk REEAMLTEREBRIERFERIL. BEFEICHLEHT 2 ERGEHRE X
(TN TR W OP A, PR SUTBAR OB Ik Ol 0> 24 FZ 1R K1 3% ST A4
MTEREROZEEEO - DIZLENOEI) b D E L TEEENT TED HIEEL
i LTI B2,

Article 20 A certified producer of anonymized medical data must take the
measures specified by Order of the competent ministries as necessary and
appropriate for preventing leaks, loss, and damage of the medical and related
information and anonymized medical data that it manages in connection with
its certified business, and for otherwise implementing security controls for that
medical and related information or anonymized medical data.

(TEFH D)
(Supervision of Workers)

& WIEREANMTIERGERIERFES T, TOMUEE ITREFRICE LEHET
D EFRGWE X TEA N TERERZ B0 o 21282 o TiE, SEEREHRE X
FEAMTEREROZREENKOEND LD, THEEFTTEDDLEZAICED Y
PR TR T DM EDOWM U REE Z1Th R T T b7,

Article 21 In having its workers handle medical and related information or
anonymized medical data that it manages in connection with its certified
business, a certified producer of anonymized medical data must exercise the
necessary and appropriate supervision of those workers in order to implement
security controls for the medical and related information or anonymized

medical data, pursuant to the provisions of Order of the competent ministries.

(TEEHEFEDEE)
(Obligations of Workers)

B REEAMTERERERFEESE OKBER LIIEEEXITI NS TH -
eEE, WEFEICHAL THMY HEREBRE IEA M LERIERONE 2 720
(AN E S, T ALY 2 BRI L TR B 720,

Article 22 It is prohibited for a person who is or was an officer or worker of a
certified producer of anonymized medical data to disclose medical and related
information or anonymized medical data acquired in connection with its
certified business to another person without due cause or to use it for an unjust

purpose.
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(Z5E)
(Entrustment)

Fo=4 REREAMTERERMEARSEE T, REERE RS Rt FEE
LTT25aICRY  EFFHICHE LEHT 2 ERE IS T EA I TERE ®R O
PO NI ERFTHZENTE D,

Article 23 (1) A certified producer of anonymized medical data may entrust
another person with all or part of the handling of medical and related
information or anonymized medical data that it manages in connection with its
certified business only if the other person is an enterprise certified for
entrustment with handling medical and related information and anonymized
medical data.

2 RPEOBEIC X0 EFRIEHRS LEL N TEFRE RO B 02— oLt
ST T REERIERE R R 1T, U ERERE SOIEL I TERE RO
B o Zitz LERERA N TIERIEBIEKRFRE O S BEe Tho T, 2
D, WEEREFREDRZEFELTICKH L TT DL L EITRY, 2O T OHF
TitaTHZ LN TED,

(2) An enterprise certified for entrustment with handling medical and related
information and anonymized medical data that has been entrusted with all or
part of the handling of medical and related information or anonymized medical
data pursuant to the provisions of the preceding paragraph may subsequently
entrust another person with all or part of the handling with which it has been
entrusted only if the other person is another enterprise certified for
entrustment with handling medical and related information and anonymized
medical data and it has obtained the permission of the certified producer of
anonymized medical data that has entrusted it with the handling of the
medical and related information or anonymized medical data.

3 HIEOFIEIT KV EFRE HRE ST A N LEFRE ® O B O 2 ST — o 2
FEE TR EERIEME RN F A 1L, YIRS W SO LA N LR
DB O I NI —H O LGt & = T 1B EERE R ERRZ e FER L AR LT,
[FIXEOHBUE Z#H+ 5,

(3) An enterprise certified for entrustment with handling medical and related
information and anonymized medical data that has been subsequently
entrusted with all or part of the handling of medical and related information or
anonymized medical data pursuant to the provisions of the preceding
paragraph is deemed to be the enterprise certified for entrustment with
handling medical and related information and anonymized medical data that
has been initially entrusted with all or part of the handling of that medical and
related information or anonymized medical data, and the provisions of that

paragraph apply.
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(ZEFLE OER)
(Supervision of Entrusted Persons)

B RREREA N LERERIERFES T, REFEICEH LUERT 5 EERERE
ITEA MM T EFRIGEROBB N ORI T E2 LT 5561%, TR\ =E5t
L7 EREREIEA M LEREROLZEEHLKOND LD, FBEEATTEDD
EZAITEY, FiEEZTEHICKT HLENOHEORER ZITDRITE e b0

Article 24 If a certified producer of anonymized medical data entrusts another
person with all or part of the handling of medical and related information or
anonymized medical data that it manages in connection with its certified
business, it must exercise the necessary and appropriate supervision over the
entrusted person in order to implement security controls for the medical and
related information or anonymized medical data whose handling it has

entrusted, pursuant to the provisions of Order of the competent ministries.

(it D FEE P40 N TR AG SRR SR 3 (SR D IR R M O 1R ()
(Provision of Medical Information to Other Certified Preparers of Anonymized
Medical Data)

BT TS BEPRE-HOBREIC KV ERGROEMZ ST 7R EELS I T ERE
WIERFER L. TBETTEDD L ZAIZED . hOREEL I T ERIEBIERE
EEMPODORDIZIS T, BEAMTERIGEROERLDIZ DI HELRREIZBNT, K%
i OFRE AN TERIEBRIEAREREE TR L FHEOBEIC X0 24t S 7 ERE®
PRRET 52N TE D,

Article 25 (1) At the request of another certified producer of anonymized medical
data and pursuant to the provisions of Order of the competent ministries, a
certified producer of anonymized medical data that has been provided with
medical information pursuant to the provisions of Article 30, paragraph (1)
may provide the other certified producer of anonymized medical data with
medical information with which it has been provided pursuant to the
provisions of that paragraph, to the extent necessary for producing anonymized
medical data.

2 HIEHOBEIC LY EREROEML ST -REEL I TEEERIERFERT T, H
—HERE-HOBEIL L ERERORMZ Z T CREEL N LERIERIERFES
LR LT, BIEHOBELZEMN T 5,

(2) A certified producer of anonymized medical data that has been provided with
medical information pursuant to the provisions of the preceding paragraph is
deemed to be a certified producer of anonymized medical data that has been
provided with medical information pursuant to the provisions of Article 30,
paragraph (1), and the provisions of the preceding paragraph apply.

(5 =& O HIR)

(Restriction on Provision of Information to Third Parties)
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RS REEAMTERGERIERFEE L. AIROREICL RIS 56 LT
RIZIGIT D56 2 R<1E0, REXILE = +%’% HOBEIZ X0 2t S ERE
WA H =F IR L IR 60,

Article 26 (1) Except when providing medical information pursuant to the
provisions of the preceding Article and in the following cases, a certified
producer of anonymized medical data must not provide a third party with
medical information that has been provided to it pursuant to the provisions of
that Article or Article 30, paragraph (1):

— ESICESCES

(i) if this is based on laws and regulations; and

= AN o), KEOREZ OMIERE OFERADOXICDOIZDRADLEN D 55

(ii) if there is an urgent necessity to do so in order to save a person's life,
provide disaster relief, or otherwise respond to an emergency.

2 WIBIT 25 EICBNT, HEKEREROERMELZT 28T, AIEHOHE O®EMIC
CLANGFEN El%:% \—ﬁfzél L2eWwb D Ed4%,

(2) To apply the provisions of the preceding paragraph in the following cases, the
person that is provided with the medical information is considered not to
constitute a third party:

— BH&E M, B HESUIFEMEN G ANEE TOREIZ L D FEEEZOMD
FHEIC KD FEORI - TEFEERDRIE SN D GE

(1) if medical information is provided as a result of a business succession
caused by a business transfer under Article 10, paragraph (1), paragraph (2)
or paragraphs (4) through (6), or any other reason; and

= REREA N TIERIGE RIERFEEE DE P =R - HOBUEIZ K0 BRI RO
WNDORE NI A2 TFET D 2 &I > TUHHERGERPRIEI N DG

(i) if medical information is provided as a result of a certified producer of
anonymized medical data entrusting a person with all or part of its handling
pursuant to Article 23, paragraph (1).

(FE 1 D L)
(Complaint Processing)
R REEANMTERGERERFEERIL. THEEATTEDL L ALY, &
ﬁ%%ﬁ%bﬁﬁ?éE%hﬁ%XiE%MIE$%ﬁ®WﬁW;%ﬁéﬁ%%ﬁ@
ORGHIZALER L 72 1 UiX 72 & 720,

Article 27 (1) Pursuant to the provisions of Order of the competent ministries, a
certified producer of anonymized medical data must properly and promptly
process complaints about the handling of medical and related information or
anonymized medical data that it manages in connection with its certified
business.

2 WEELAMTERERIELFES . EBEEADTEDDHEIAICLY, AIEOBED

ZIERRT D T2 OIS E R R 2 i L7 P ide 5720,
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(2) Pursuant to the provisions of Order of the competent ministries, a certified
producer of anonymized medical data must set in place the necessary system to
achieve the purpose referred to in the preceding paragraph.

B REEREBRERBZEFESE
Section 3 Enterprises Certified for Entrustment with Handling Medical
and Related Information and Anonymized Medical Data

(FEE)
(Certification)

FoPNSR REEAMTEREREMRSFEE OEFE (ZULOBEBICbsEi e s

To, ) X T TEFREHREF NIELAMTERERZROF O FELITE O LT20F
ENIZIRD, ) &, HEEICED, YSEELHEENOHEITITI ZLNTELHD
EROLNDIEOEERKREOREEZITHIENTE D,

Article 28 A person (limited to a corporation) that seeks to be in the business of
handling medical and related information and anonymized medical data upon
being entrusted (including entrustment two or more steps removed from the
initial entrustment) to do so by a certified producer of anonymized medical
data may, by application, have it certified by the competent ministers that the
person is found to be capable of carrying out that business in a proper and

reliable manner.

(MEH)
(Provisions Applied Mutatis Mutandis)

BoHLE FASGE H GBS ROE=FER, ) . FEH GBS ER ) .
HEIIE K S LEO R EILRIEOREIZONT, FELENLEFULET, BHEEL.
BHNRE—HROE “H, BHLENOHE & ET, B FNE, B A%
WM+ EROREITREERGERFERRZFLFEE IOV T, BHLELTE
FARGFOBEITREEFREREFERIRZFEFELT IR DB ECTIE LIZO>WT, £hE
NENT 2, ZOHBEITBNT, IROKRO EMICHIT 2 HE TR O TS T 57
L, ERENFRED T T 52 FACHAEZ DS D LT 51T, IR BN
DR AT, BT CED D,

Article 29 The provisions of Article 8, paragraph (2) (excluding items (ii) and
(ii1)), paragraph (3) (excluding item (ii)), paragraph (4), and paragraph (5)
apply mutatis mutandis to the certification referred to in the preceding Article;
and the provisions of Articles 9 through 14, Article 17, Article 18, paragraphs
(1) and (2), Articles 19 through 22, Article 24, Article 26, and Article 27 apply
mutatis mutandis to an enterprise certified for entrustment with handling
medical and related information and anonymized medical data; and the
provisions of Article 15 and Article 16 apply mutatis mutandis to the rescission
of the certification of an enterprise certified for entrustment with handling
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medical and related information and anonymized medical data. In such a case,

the terms and phrases set forth in the middle column of the following table

that appear in the provisions set forth in the corresponding left-hand column of

that table are deemed to be replaced with the corresponding terms or phrases

set forth in the right-hand column of that table, and any other necessary

deemed technical replacement of terms is specified by Cabinet Order.

VA S e
Article 8, paragraph (2)

RIAAS &
the items of the
following paragraph

I, Bk
CLRES

items (1), (iii), and (iv) of
the following paragraph

FINGRE = —
Article 8, paragraph (3),
item (1), (c)

P& 44 1N T = 5 A R R
ES

the business of
producing anonymized
medical data

Z DHH

that business

FILRE—H
Article 9, paragraph (1)

EE S e ey Ny
TEET

paragraph (2), items (ii)
through (v) of that

ATSR 5 A MU 5 S35
EiR5

paragraph (2), item (iv)
or (v) of the preceding

Article Article
LR U A F— F—m kOH
Article 9, paragraph (4) |item (1) items (1) and (ii)
FHRE—H FNEKFE—HORBEIR | FH _THNKORBEIRD
Article 10, paragraph LEAMLTEREREMR | RKRICHET 232
(1) B the business prescribed

the business of
producing anonymized
medical data to which
the certification referred
to in Article 8,
paragraph (1) pertains

in Article 28 to which
the certification referred
to in that Article
pertains

FEEE
Article 10, paragraph
(7)

FNGFE -ENOHAIEA
£7T

Article 8, paragraphs (3)
through (5)

LA

Article 8, paragraph (3)
(excluding item (ii)), and
paragraphs (4) and (5)

FHREILE, BH—5%
Y VAON i e S
H

Article 10, paragraph
(9), Article 11,
paragraph (2), and

Article 12, paragraph
(2)

BN —IH
Article 8, paragraph (1)

e eI S
Article 28
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B IARE—HE
Article 15, paragraph
(1), item (1)

BINRE —HA 5
the items of Article 8,
paragraph (3)

Varand

FINRE —HF— 5. H
=5 ITFE NS

Article 8, paragraph (3),
item (1), (iii) or (iv)

BHIARE B LS
Article 15, paragraph
(1), item (v)

=1

HEtEsE—m
Article 37, paragraph
(1)

[ e Wi Sy |
Article 37, paragraph
(2)

B REAE-HE 5
Article 16, paragraph
(1), item (1)

EES sl
paragraph (1) of that
Article

[FESy e
paragraph (2) of that
Article

FHERE—H
Article 17, paragraph
(1)

[ o T <3 O Ty uE S
H—IHOHIEIZ L0 EHE
Ot

Having been provided
with medical
information pursuant to
the provisions of Article
25 or Article 30,
paragraph (1)

U et S Y
TIHHOBEIZ LV EEE
OB DAL —
OEFE XTI HEGE
Having been initially
entrusted or
subsequently entrusted
with all or part of the
handling of medical
information pursuant to
the provisions of Article
23, paragraph (1) or (2)

5N A
Article 26, paragraph
(1)

RIS DOHLEIZ L0 f2k
556 Kk ORIZ

when providing medical
information pursuant to
the provisions of the
preceding Article and in
the following

iz

in the following

GED4ES = -]
DHEIC L Rk
that has been provided
to it pursuant to the
provisions of that
Article or Article 30,
paragraph (1)

BRI
THOBEIZ LY Z DR
PN DT UT—FDZE
FREXIIBZEZFtE S
all or part of whose
handling it has been
initially or subsequently
entrusted with pursuant
to the provisions of
Article 23, paragraph
(1) or (2)

BN I S
Article 26, paragraph
(2), item (i)

A Sl S i |
pursuant to Article 23,
paragraph (1)

SOTFRE EA N L IER
WIERFEEENE —+ =
SR HEXTH

or a certified producer of
anonymized medical

data pursuant to Article
23, paragraph (2) or (1)
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RET D DELENITIHFEILETH
entrustment initial entrustment or
subsequent entrustment

FNE EREFROERFEERECLI>BEELMIERBERERFEZE ST S
EFRFRORMYE

Chapter IV Provision of Medical Information to Certified Producers of
Anonymized Medical Data by Enterprises Handling Medical Information

(ERRAE R F 212 L 2 ERIEHORML)

(Provision of Medical Information by Enterprises Handling Medical
Information)

HoAk ERERDREEE L, REES N TERERIERFEE ISR S D ER
BWIZONWT, FEEADTTEDD EZAICLVARAITZEDEK GEC LERAD T,
BREDMOESTEDLEEZ NI, LTRIL, ) MHORDEHDH & X1, YA
DR S D BRI WO EREA N TERE RIERFEE ~oRtziF 1k 552 & &
LTWAHATH- T, RICHITLFHIZONWT, EBEETTEDD L IAICED,
HHNPCH, RNZEMT DL EHI, EFEREICETHLE 1T, YRERGHRE
EEA M TERIGRIERFER IR T 52 08 TE 5,

Article 30 (1) If an enterprise handling medical information has decided that it
will stop providing medical information that identifies the principal to certified
producers of anonymized medical data upon receipt of a request, pursuant to
Order of the competent ministries, from the principal or a surviving family
member thereof (meaning a deceased principal's child, grandchild, or other
person specified by Cabinet Order; the same applies hereinafter) regarding
medical information that is provided to certified producers of anonymized
medical data, but the enterprise handling medical information notifies the
principal of the following particulars as well as filing a notification regarding
them with the competent ministers in advance pursuant to Order of the
competent ministries, it may provide that medical information to a certified
producer of anonymized medical data:

— BERSEONEREICE T 27O OEAMTERIGHROERO FIZMT 50 L&
LT, ®EELNTIERGERERSEEE ICRMET 22 8,

(i) that it will provide a certified producer of anonymized medical data with the
relevant medical information as information for use in producing anonymized
medical data that are meant to contribute to research and development in
the medical field;

= WREEAMTIERIERIERFEE IR S D EREFROER

(ii) the items of medical information that it will provide to a certified producer

of anonymized medical data;
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= REBEAMTEREBIERFEE ~ORME D TTE

(iii) its way of providing a certified producer of anonymized medical data
therewith;

I ARANXTZE DB DOROIZIES U THREAND TR S35 EFRERORIE R4
INTERGERIERFEE ~DRME 2T D 2 L,

(iv) that it will stop providing certified producers of anonymized medical data
with medical information identifying the principal at the request of the
principal or a surviving family member thereof; and

. RAXIZZDOEBRES ORD 252 T4 5 ik

(v) its way of receiving requests from principals and the surviving family
members thereof.

2 BERERIREES T, AEE ., o B LSIHB T 2 FHEEE T 58
Al BETHARICONT, EFEATTEDDLEIAICLY, O TH, KA
WHIY S &L bIT, EHREIZETHZRTIER 520,

(2) Before changing a particular as set forth in item (i), (iii), or (v) of the
preceding paragraph, an enterprise handling medical information must notify
the principal of the substance of the change and file a notification of this with
the competent ministers, in advance and pursuant to the provisions of Order of
the competent ministries.

3 EBKREIX, FHOHEILLDEHRb T LT, EBFEETTEDDL LA
L0, UEHIRDFEHEZAR LR TIER G2V, AIEOHEICL MR H -
&b, FAkE T2,

(3) When a notification under paragraph (1) has been filed, the competent
ministers must issue a public announcement of the particulars to which the
notification pertains pursuant to the provisions of Order of the competent
ministries. The same applies when a notification under the preceding

paragraph has been filed.

(Ei D2t
(Delivery of Documents)

B ERERIEEER L, MRS - EHOBEIC L 2@z I eAANITZ
DEIED S HEANDBTR] S 15 EFRE R ®§u EE% I TR AR F2EE ~ D1’
AIEIET DL I ICRDPR Do & &1L, BRI, TBEEITEDDLLEIAITLD,
VROV DT EXTOMDOEEEAST CTED DL FHEZLH L EmME Yl kD EiT-o
2B LRI IE R B,

Article 31 (1) Having been requested by a principal or a surviving family
member thereof that has been notified as under the preceding Article,
paragraph (1) to stop providing certified producers of anonymized medical data
with medical information that identifies the principal, an enterprise handling
medical information must deliver a document indicating that the request has
been made and giving other particulars specified by Order of the competent
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ministries to the person making the request without delay, pursuant to the
provisions of Order of the competent ministries

2 ERFEHRIFEEE L. HO0CO. ATEICHET 2RO ZITo B OKELH T,
RIEOBEIZ X 2 EEORAHZ ﬁzf éu?}%ﬁ TRLHT R & FIH A FLER L - B
FLERATEMLT A Z E N TE D, ZOHAICBW T, YERE R FEER X, FHE
DODREIC L DFEHOZATHAToT2 b D L HR72T,

(2) In lieu of delivering a document as under the provisions of the preceding
paragraph, an enterprise handling medical information may provide an
electronic or magnetic record giving the particulars that are required to be
stated in that document after having first obtained the consent of the person
that has made the request prescribed in that paragraph. In such a case, the
enterprise handling medical information is deemed to have delivered the
document as under that paragraph.

3 HHOBEICLYEEREZRM L, IRTTHEOBEIC L ERGLEk 2t L=
RIEMBARFER L, FBEEATTEDDL L ZAITED, éaﬁ%ﬁmg L X3 Y 3%
FIRLER 2 PR AF L 22 T LT B 720,

(3) An enterprise handling medical information that has delivered a document as
under the provisions of paragraph (1) or that has provided an electronic or
magnetic record pursuant to the provisions of the preceding paragraph must
preserve a copy of the document or the electronic or magnetic record pursuant
to the provisions of Order of the competent ministries.

(ERIEROBALILR 2 FERDIERE)
(Creating Records of the Provision of Medical Information)

Bk ERERIERFEEE L. B TRE HOREIZ LY ERE a5 E A
I TEEERERER EET IR L L X3, EEEDTEDDILEIAICLD, Y=
FRIGRARAL L72EH B S EEA I TERIG MRS EE O LR &K MEFT £ O
O FHE T TED D FHIZET DR L R2TIER 520,

Article 32 (1) Having provided medical information to a certified producer of
anonymized medical data pursuant to the provisions of Article 30, paragraph
(1), an enterprise handling medical information must create a record of the
date on which it provided the medical information, the name and address of the
certified producer of anonymized medical data, and other particulars specified
by Order of the competent ministries, pursuant to the provisions of Order of
the competent ministries.

2 BERERIRFERERIL, AEOREE ., YRR ER L2 AN EFE T TED
HHIMRAT L U Ze 720,

(2) An enterprise handling medical information must preserve the record referred
to in the preceding paragraph for the period specified by Order of the
competent ministries after the date on which it has created that record.
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(ERIE RO Z 2T 5 EROMER)

(Confirmation When Being Provided with Medical Information)

=t+=5% REEAMLERERIELFERIL. BE2HRE -HOBEIC LY ERE

WA FEE O ERIFEROBMELZZIT DI LTI, EFETTEDL L ZAICK
V. WRIEIT 52 FHOMER 21T DRI TR B,

Article 33 (1) At the time it receives medical information from an enterprise
handling medical information pursuant to the provisions of Article 30,
paragraph (1), a certified producer of anonymized medical data must confirm
the following particulars pursuant to the provisions of Order of the competent
ministries:

—  UZERERIREER O KA ATA L OEFTIE ITEANCH - TR, £
KE (BEATROEETREZ UTERANDOEDDH D H DI > TiE, £DORE
FXITEHN) ORA4

(i) the name and address of the enterprise handling medical information and, if
it is a corporation, the name of its representative (if it is an organization that
1s not a corporation but that has specified a representative or administrator,
the name of its representative or administrator); and

T HZERIE RIS AT & D Y RE E R oo B o R

(ii) the circumstances under which the medical information was acquired by
the enterprise handling medical information.

2 HIEOERE R EEE 1T, REEA N TERIG RIS EE B RIEOHEIC
Z)EE?J THOHGEICBNT, YR EEA N LERGRIERFER I LT, é—*ﬁﬁ
AR D HIHE - T by,

(2) When a certified producer of anonymized medical data undertakes a
confirmation as under the provisions of the preceding paragraph, the
enterprise handling medical information referred to in that paragraph must
not deceive that certified producer of anonymized medical data regarding a
particular subject to the confirmation.

3 %EE@MI@%%$W%$¥%i FHHOBEIZ L MR LT L& IX, £
BETTEDDE ALY, YHMERERORBUELZII AN B, YRR D
FHE OO EHE S Tm@é%@ (2B D RLER A TER L 22 iE7e 67220,

(3) Having undertaken a confirmation under the provisions of paragraph (1), a
certified producer of anonymized medical data must create a record of the date
on which it was provided with the medical information, the particulars subject
to that confirmation, and other particulars specified by Order of the competent
ministries, pursuant to the provisions of Order of the competent ministries.

4 MEE%MIE%%$Wﬁ$%ﬁ . HTEOFEEZ, Mtk L7 BB &

75 CED DM LT e 6720,

(4) A certified producer of anonymized medical data must preserve the record
referred to in the preceding paragraph for the period specified by Order of the
competent ministries after the date of producing the record.
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(BTG WEBFHEE DS EREFRORMZZ T TR 620 5H)
(When It Is Not Permissible to Be Provided with Medical Information by an
Enterprise Handling Medical Information)

FHoFNUS RREEAMTEREREMRFEEE L. RICET5ERERICOWVT, ES
WCHASLSGEERE . ERIERIRFEREENORMEZZ T TI R 620,

Article 34 Unless it is based on laws and regulations, a certified producer of
anonymized medical data must not be provided with the following medical
information by an enterprise handling medical information:

— S EE CHOHEIC X AW XL E A T TV AR D ERRTE

(1) medical information for which no notice or notification under Article 30,
paragraph (1) or (2) has been filed; and

=B REHICHET 2RO B o T ERIE R

(i1) medical information regarding which a request as prescribed in Article 31,
paragraph (1) has been made.

EhE B
Chapter V Supervision

(SZABRA5E)
(On-site Inspections)

FotHE FHEREZ, ZOEFROBITICHEZRREIZBW T, REES N LEERE
WIERFEEE L ITREEREREFERBZ R XS (ZNDHD0HED D BIERKE
ThorEZRS, ) . EAMITERE RIS EE T L < IZERE SRR FEEE T
LIRS 2RO, XITZDOREIZ, 2o DOFOFEEHEOMOFEZEFIZLH A
D, ZNHLDOEDORE, ERToMmomtzmaEsE, A LIIBAREICER Y
ZEMTED,

Article 35 (1) To the extent necessary for the enforcement of this Act, the
competent ministers may require a certified producer of anonymized medical
data or enterprise certified for entrustment with handling medical and related
information and anonymized medical data (excluding those that are foreign
handlers) or an enterprise handling anonymized medical data or enterprise
handling medical information to report the necessary information, and may
have the relevant officials enter its office or any other place of business,
inspect its books, documents, or other items, and ask persons concerned
questions.

2 HAHHOBREICEDVEAMEL T HMEIR., 20H 2 rnT it EL#ER L, BRE
DRV oI L XX, THEERL2TITR SR,

(2) An official who performs an on-site inspection under the preceding paragraph

must carry identification and present it if requested by a person concerned.
3 H—HOBEIZL DV AREOHERIT, LREEDCT-DICEOONILD LEL T
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IR B,

(3) The authority for an on-site inspection under paragraph (1) must not be
construed as being granted for criminal investigation purposes.

4 FHBEREZ., F—HOBEICL2HEL KD, IZAMEL L LD &35 & &3,
Lo U, FABREEZESITH®E L RITIER 5720,

(4) Before requiring a report or conducting an on-site inspection under paragraph
(1), the competent ministers must first consult with the Personal Information

Protection Commaission.

(FEEXOHIE)
(Guidance and Advice)

FoHARS BEBREIE. REREL I TERE AR S ER TF8E R AE HE Bk=
FERFER ISR U, BN — IO I\ SR ORBIEITAR D 953 O e 72 T 12 2
REBEROCHEEZITO LD LT D,

Article 36 The competent ministers are to provide a certified producer of
anonymized medical data or an enterprise certified for entrustment with
handling medical and related information and anonymized medical data with
the necessary guidance and advice to properly carry out the business to which
the certification referred to in Article 8, paragraph (1) or Article 28 pertains.

(& EA )
(Rectification Order)

Fo Bk BEHBREIE REEAMTERGEHRIEKRFEE OHEREE 2R, ) B
FHEERE-H, BHNAKE-HELIIIHE H, HFHLENPLE +—5KFE T, &H
TR =R, B A, BT IRE T, B RRE B Rk
Bt =% (B HEZRLS, ) NIFE -FTNFOHEICERK L TNWDH RO DH & X1,
ZOHFIK L, UERZRETHIZOMNERFEELELHRE L E2MTHILENT
x5,

Article 37 (1) Upon finding that a certified producer of anonymized medical data
(excluding a foreign handler) is in violation of the provisions of Article 17,
paragraph (1), Article 18, paragraph (1) or (2), Articles 19 through 21, Article
23, paragraph (1), Article 24, Article 25, paragraph (1), Article 26, paragraph
(1), Article 27, Article 33 (excluding paragraph (2)), or Article 34, the
competent ministers may order the person to take the necessary measures to
rectify the violation.

2 EBRKEIX REERERERIRZFCFES CEIRE 2R, ) PHE _+=5
B _HOBREXITE P URICBWTEMRTL2H FERE —H, B HAKE -HHL
CIEHEZH, FBHAEPLE _+—FKFE T, HF oMK, FoFAEFE HAE LT
BT EEOBEICERK L TWD DD L XIT, TOFITH L, YERKZRIET
LI OMBEREERZ L DRE L EMTHIENTE D,

(2) Upon finding that an enterprise certified for entrustment with handling
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medical and related information and anonymized medical data (excluding a
foreign handler) is in violation of the provisions of Article 23, paragraph (2), or
the provisions of Article 17, paragraph (1), Article 18, paragraph (1) or (2),
Articles 19 through 21, Article 24, Article 26, paragraph (1) or Article 27, as
applied mutatis mutandis pursuant to Article 29, the competent ministers may
order the person to take the necessary measures to rectify the violation.

3 RIHHOBUET, FEREL N T ERR G RS E IR E BRI B Bz it F
(H (INH0EHED S BAERWBE THLIHEICRD, ) ITOWTHEMNT L, Z0%6
IZBWT, ZROOHET md 2 LbdDiE, [FEkT5) LHArBidb0L
T 5,

(3) The provisions of the preceding two paragraphs apply mutatis mutandis to
certified producers of anonymized medical data and enterprises certified for
entrustment with handling medical and related information and anonymized
medical data (limited to those that are foreign handlers). In such a case, the
term "order" in these provisions is deemed to be replaced with "request".

4 FEHREFZ, EANMTERERBBEFEEDFEHNRE"HOREITERXX L TWD
ERODHELEEIT, ZOFITH L, YLEREZRETDHDTEOMNEREELZ L HNE L
AT AHIENTED,

(4) Upon finding that an enterprise handling anonymized medical data is in
violation of the provisions of Article 18, paragraph (3), the competent ministers
may order the person to take the necessary measures to rectify the violation.

5 THRKEIL, EREERBRFEEENE - TLFE -EE LIS HE, o145
—HAELIEFHE -HUIE -+ _FOREITERK LTV LD DL XX, TDOEIC
KU, UERZRETHICOMNERBELEHIRE I EMTHILENTE D,

(5) Upon finding that an enterprise handling medical information is in violation
of the provisions of Article 30, paragraph (1) or (2), Article 31, paragraph (1) or
(3), or Article 32, the competent ministers may order the person to take the
necessary measures to rectify the violation.

6 FEHREIEL, FH—H, F o, FUEE L IAMEOBEIC X 5 ma XITH =HIZ
BOWTHAKFZ CTHERTLIE A LIIFE HOBEICLD3E5kE2 L LT 5 L
L, HorLd, FEAFRREZESICHEL2TT R 6220,

(6) Before giving an order under paragraph (1), (2), (4) or the preceding
paragraph, or making a request under paragraph (1) or (2), as applied mutatis
mutandis pursuant to paragraph (3) following a deemed replacement of terms,
the competent ministers must first consult with the Personal Information

Protection Commission.

BAE MR

Chapter VI Miscellaneous Provisions

(e M OHih 7J)
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(Communication and Cooperation)

FotHNE FBHEKRE., BAFRREZESRORBREIL. ZOEEORITICS 2o
Ti, ERERE L OERA NN TERE O E2 BRI 5 FHIZOW T, HA
(CEEIEE L, RO L nidm s,

Article 38 In enforcing this Act, the competent ministers, the Personal
Information Protection Commission, and the Minister for Internal Affairs and
Communications must closely communicate and cooperate with one another
about particulars that concern the proper handling of medical and related
information and anonymized medical data.

(EBKREE)
(Competent Ministers)

F=tIudk ZOERICET 5 EFREIT. ARRERE, GRS RE, JBATEKR
ELE ORI ERERE &5,

Article 39 (1) The competent ministers as referred to in this Act are the Prime
Minister; the Minister of Education, Culture, Sports, Science and Technology;
the Minister of Health, Labour and Welfare; and the Minister of Economy
Trade and Industry.

2 ZOERIIBITL2EBFEATIL. FERKEORT LGB LT D,

(2) Order of the competent ministries as referred to in this Act means the order
issued by the competent ministers.

3 FHERKEIX FHEERZED., XIIEELLS>T2L&E H6LD. A
WREZ BRI LR TR b0,

(3) Before establishing or altering the Order of the competent ministries, the
competent ministers must first consult with the Personal Information
Protection Commaission.

(M5 A 3G R DS LR 5 25)
(Administrative Functions That Local Governments Handle)

B+ FoTREFE-HIBET 52 EHEREOHRICET 255 (ERERIURLE
HEHIBRDLDOIZRS, ) X, A TEDD EZAICEY, MIFAILHEDENTH
ZliTHENTED,

Article 40 The head of a local government may handle an administrative
function that is part of the authority of the competent ministers prescribed in
Article 35, paragraph (1) (limited to administrative functions concerning

enterprises handling medical information handling), pursuant to the provisions
of Cabinet Order.

(FEFR D ZAT)
(Delegation of Authority)
FU+—2% ZOERICHET 2 ETERKEOHERO X, MG TEDDHLEZAITLD,
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M7 MR ORIZEET D22 &R TE D,
Article 41 Part of the authority of the competent ministers prescribed in this Act
may be delegated to the head of a local branch bureau, pursuant to the

provisions of Cabinet Order.

(EBE T ~DZE)
(Delegation to Order of Competent Ministries)
B+ "% ZOERICEDDHBODIED, T OEROERD 72 O FiiE O Z Dk
BORATIZEA LLERFEH L, EHEATTED D,
Article 42 Beyond what is provided for in this Act, Order of the competent
ministries prescribes procedures for implementing this Act and other necessary
particulars connected with the entry into effect of this Act.

(% 1 4 1)
(Transitional Measures)
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Article 43 When an order is enacted, amended, or repealed based on the
provisions of this Act, that order may provide for the required transitional
measures (including those concerning penal provisions) to the extent
considered reasonably necessary in association with the enactment,

amendment, or repeal.

FLtE SA
Chapter VII Penal Provisions
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Article 44 If a person who is or was an officer or worker of a certified producer of
anonymized medical data or an enterprise certified for entrustment with
handling medical and related information and anonymized medical data has
provided, without a legitimate grounds, a database or similar collection of
medical information (including all or part of a reproduced or processed
database or similar collection of medical information) containing any
confidential information about an individual that the person has handled in
the course of duties for doing so, that person is subject to imprisonment for not
more than two years, a fine of not more than one million yen, or both.
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Article 45 If a person as prescribed in the preceding Article has provided a
person with or misappropriated medical and related information or
anonymized medical data that the person has acquired in the course of duties
for the purpose of that person's own or a third party's unlawful benefit, that
person is subject to imprisonment for not more than one year, a fine of not

more than one million yen, or both.
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Article 46 A person falling under any of the following items is subject to
imprisonment for not more than one year, a fine of not more than five hundred
thousand yen, or both:
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(1) a person that has gained the certification referred to in Article 8, paragraph
(1), Article 9, paragraph (1) (including as applied mutatis mutandis pursuant
to Article 29) or Article 28, or the approval referred to in Article 10,
paragraphs (4) through (6) (including as these provisions are applied mutatis
mutandis pursuant to Article 29) by deception or other wrongful means;

Z OBNEEHOBUEISER UTHENEE HE b H Iy TICRIT 2 FH
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(i1) a person that has changed a particular referred to in Article 8, paragraph
(2), items (ii) through (v) in violation of Article 9, paragraph (1);
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(iii) a person that has disclosed medical and related information or anonymized
medical data acquired in connection with certified business to another person
without due cause, or that has used the information for an unjust purpose, in
violation of Article 22 (including as applied mutatis mutandis pursuant to
Article 29);
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(iv) a person that has changed a particular referred to in Article 8, paragraph
(2), item (iv) or (v), as applied mutatis mutandis pursuant to Article 29, in
violation of Article 9, paragraph (1), as applied mutatis mutandis pursuant
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to Article 29; or
= ESFEE, B E, BUEIFEREOBREIC L AmAICER LEE
(v) a person that has violated an order under Article 37, paragraph (1), (2), (4),
or (5).
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Article 47 A person falling under one of the following items is subject to a fine of
mot more than five hundred thousand yen:
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(i) a person failing to file a notification or filing a false notification under
Article 9, paragraph (2), Article 10, paragraph (3) or (8), or Article 11,
paragraph (1) (including as applied mutatis mutandis pursuant to Article
29);
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(i1) a person failing to delete medical and related information or anonymized
medical data, in violation of Article 10, paragraph (9), Article 11, paragraph
(2), Article 12, paragraph (2) or Article 15, paragraph (2) (including as
applied mutatis mutandis pursuant to Article 16, paragraph (2)) (including
as these provisions are applied mutatis mutandis pursuant to Article 29);
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(iii) a person failing to keep books or make entries in them, making false
entries in them, or failing to preserve them, in violation of Article 13
(including as applied mutatis mutandis pursuant to Article 29); or
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(iv) a person failing to make a report or making a false report under Article 35,
paragraph (1); refusing, precluding, or evading an inspection under that
paragraph; or failing to give an answer or giving a false answer to any
question under that paragraph.
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Article 48 Provisions on the crimes referred to in Article 44, Article 45, Article
46 (limited to the part pertaining to items (iii) and (v) (limited to the part
pertaining to Article 37, paragraph (1) (excluding the part pertaining to Article
33, paragraphs (1), (3) and (4), and Article 34) and paragraph (2))) and the
preceding Article (limited to the part pertaining to item (ii)) also apply to a
person committing a crime as referred to in one of those Articles outside Japan.

FEHHILE EAN BEATROVHEBTREEXIEBRANDOEDDH Db DEGEie, LT
ZOHIZBWTH L, ) OREEXITIEAF L IZADOREEAN, AN O/MOREE
FN, ZOENIIANOFEZICE L CTHEUFNENGHEMN+ELE TOERITAZ L
el I, ATRB ZET 210, TOEAIIANTH LTH, FARSFOENS 2R+
Do

Article 49 (1) If the representative of a corporation (including an organization
that is not a corporation but that has specified a representative or
administrator; hereinafter the same applies in this paragraph), or the agent,
employee, or other worker of a corporation or individual commits a violation
referred to in Articles 44 through 47 in connection with the business of the
corporation or individual, in addition to the offender being subject to
punishment, the corporation or individual is subject to the fine referred to in
the relevant Article.
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(2) If the provisions of the preceding paragraph apply to an organization that is
not a corporation, its representative or administrator represents the
organization that is not a corporation as regards its procedural act, and the
provisions of laws on criminal proceedings in which a corporation is the

accused or a suspect apply mutatis mutandis.

FhtE ROZFZOWNTANIHET 2FIL. FHHUTFO@EHILT 5,
Article 50 A person falling under one of the following items is subject to a civil
fine of not more than 100,000 yen:
— BT L&EEH (B HARCBWTENT LG50, ) OBEIC XD EH
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(1) a person failing to file a notification or filing a false notification under
Article 12, paragraph (1) (including as applied mutatis mutandis pursuant to
Article 29); or
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(ii) a person violating the provisions of Article 14 (including as applied mutatis
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mutandis pursuant to Article 29) or Article 33, paragraph (2).
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