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Regulation for Enforcement of the Act on
Anonymized Medical Data That Are Meant to
Contribute to Research and Development in the

Medical Field
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(Order of the Cabinet Office; Ministry of Education, Culture, Sports, Science and
Technology; Ministry of Health, Labour and Welfare; and Ministry of Economy,
Trade and Industry No. 1 of May 7, 2018)
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Pursuant to the provisions of the Act on Anonymized Medical Data That Are
Meant to Contribute to Research and Development in the Medical Field (Act No.
28 of 2017) and the Order for Enforcement of the Act on Anonymized Medical
Data That Are Meant to Contribute to Research and Development in the Medical
Field (Cabinet Order No. 163 of 2018), and in order to implement that Act, this
Regulation for Enforcement of the Act on Anonymized Medical Data That Are
Meant to Contribute to Research and Development in the Medical Field is

established as follows.

(E#%
(Definitions)
F—% ZOBANZBWTHENT 2 MEEIL. ERSEONIEREICE T 27200 EAM
TEREERICET 28R (UT HE Evo, ) W TEHT 2 HEEOHNZ X 5,
Article 1 The terms used in this Regulation carry the meanings of the terms
used in the Act on Anonymized Medical Data That Are Meant to Contribute to
Research and Development in the Medical Field (hereinafter referred to as "the
Act").

(EHRIE )
(Medical Information)
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Article 2 The impairments of physical and mental function specified by Order of
the competent ministries that are referred to in Article 1, item (ii), (a) of the
Order for Enforcement of the Act on Anonymized Medical Data That Are Meant
to Contribute to Research and Development in the Medical Field (hereinafter
referred to as "the Order") mean the impairments of physical and mental
function prescribed in the items of Article 5 of the Regulation for Enforcement
of the Act on the Protection of Personal Information (Rules of the Personal

Information Protection Commission No. 3 of 2016).

(GRE D H
(Application for Certification)

ok BEENKFE-HORBELZZTLD ET2FHIT. FAFE TR FEELZEHKR
EUZHRH L 22T ER by,

Article 3 (1) A person seeking the certification referred to in Article 8, paragraph
(1) of the Act must submit a written application based on Form No. 1 to the
competent ministers.

2 EFENFFEHOFEFENTTEDLIEFERIT. ROLBY T2,

(2) The documents specified by Order of the competent ministries that are
referred to in Article 8, paragraph (2) of the Act are as follows:

— HEEEIRDIKICET 52EHE
(i) the following documents regarding the applicant:
A4 ERKROBELRFHEAEIZNAHICHET SO
(a) its articles of incorporation and certificate of registered information or
documents equivalent thereto; and
n EHENGFE-HE -5 OKRE ENEE _HE -SICBWTHIZ TRE)] &
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(b) copies of the resident records of any officer as referred to in Article 8,
paragraph (3), item (i), (c) of the Act (simply referred to as "officers" in
Article 8, paragraph (2), item (i)) or employee as referred to in that clause
(meaning an employee as prescribed in the following Article), or documents
that stand in place of resident records;
— HHOHORBRTHEEFEMOBEEEEICB T 2FEMEL N TERE
(ii) its business plans and income and expenditure budgets for the business
year that includes the day of the application and for the following business
year; and
= ZFOMEBREDMLE LR LHEH

(iii) other documents that the competent ministers find to be necessary.
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(Employees)
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Article 4 The employees specified by Order of the competent ministries that are
referred to in Article 8, paragraph (3), item (i), (c) of the Act (simply referred to
as "employees" in Article 8, paragraph (2), item (i)) are those employees of an
applicant who have authority and responsibility for the applicant's business of

producing anonymized medical data.

(LS I\RHE —HE 5O EBEES CTED DALY

(Standards Specified by Order of Competent Ministries as Referred to in
Article 8, Paragraph (3), Item (ii) of the Act)

BIAR BEENRE-HE_SOTEBETTEDLIALEDT. kolkh &7 5,
Article 5 The standards specified by Order of the competent ministries that are
referred to in Article 8, paragraph (3), item (ii) of the Act are as follows:
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(1) it has a person who has substantial experience and insight in the production
of anonymized medical data that contributes to Japan's medical research and
development engaged in the overall management of its business of producing
anonymized medical data and responsible therefor;
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(i1) it has secured all of the following persons as persons who have sufficient
experience and insight to undertake the business of producing anonymized
medical data in a proper and reliable manner:
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(a) a person who has substantial experience and insight in the large-scale
processing of medical information to produce anonymized medical data
that contributes to Japan's medical research and development;

2 EAINTERG H 2 W7z B RO ERR 5 B OBFFER 3 OHEMEIZ B3 2 4024 Of%
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(b) a person who has substantial experience and insight in the promotion of
Japan's medical research and development using anonymized medical data;
and

N AAROERRG B OBFZERIECE T 5 A I TIEFRE SO ERIT T D BRG]
OGO ICET 2 Y ORBRE A2 AT 5%



(c) a person who has substantial experience and insight in the acquisition
and organization of medical information used to produce anonymized
medical data that contributes to Japan's medical research and
development;

= BEREWBRE AT L OMOERL I TERERAERF O T LI 2w &
fExTnbdZ L,

(iii) it is equipped with a medical information search system and other
equipment necessary to implement its business of producing anonymized
medical data;

WU AN CEERE R T L B IEDDMERICIT O O ONEHBRAIELED, N
ICHSSKFHEDEEORFEN ENDH, ETFLBETLLEEZHELTWVWDZ L,

(iv) internal rules for carrying out the business of producing anonymized
medical data in a proper and reliable manner have been established, it has
been verified that its business operation is based on those rules, and it has
otherwise been ensured that its operation complies with laws and
regulations;

F. BEAIN TS WMAER S 4 8 B DfERIZ, 22 offkke L TIT D IT /2 D DR
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(v) it has a sufficient financial basis to continuously carry out the business of
producing anonymized medical data in a proper and reliable manner;
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(vi) it has a medium-term plan for the business of producing anonymized
medical data that is found to be appropriate in light of the basic policy
prescribed in Article 4, paragraph (1) of the Act (referred to as the "basic
policy" in the following item);

t EANLEREROBMOZIFOHWIIEEL T, EALFEHICEO L, EAINTLE
TGS =R B OWFZEBI RIS E T 5 7o OIS ENCER Y b D 2 LD Tt
AT D720 DEH 2L TW\WDHZ &,

(vii) it has set in place a framework for appropriately examining, when
deciding whether or not to provide anonymized medical data, whether
anonymized medical data will be handled appropriately so that it will
contribute to research and development in the medical field, in light of the
basic policy;

N R M OFEFE NI AN EFRAE SR 3368 SO A I TR i
MO OFRIZIET D7D OERFIZEHE L TWDHZ L,

(viii) it has set in place frameworks for public relations, for imparting
information, and for responding to requests for consultation from principals,
enterprises handling medical information, and enterprises handling
anonymized medical data;



U ZOHY WO EREE RO OCNEN, FEL N TEFE RAER R % E D
MERITITOICRY DD THD Z &,

(ix) the scale and substance of medical information it handles are sufficient for
it to carry out the business of producing anonymized medical data in a proper
and reliable manner;

+ IR B OREER) IR B IS S L2 EIRIE M2 FIICR O S 2R TE 5T L,

(x) it is able to smoothly handle medical information that complies with normal
medical standards; and

+—  HEEE T O EAIN TEFRE RIEMRFEITIB T, ReE O IR G H
WEFEZ TR U CARY R ERERNE T 56D TRNT &,

(xi) the applicant, in the business of producing anonymized medical data that it
undertakes, does not subject any specific enterprise handling anonymized

medical data to undue differential treatment.

(22 g ER )
(Security Control Measures)

FAG BEENREHE=SAMESE _+HROTFEBETTEDLHREIL, ROLEBY
LT 5,

Article 6 The measures specified by Order of the competent ministries that are
referred to in Article 8, paragraph (3), item (iii) of the Act and Article 20 of the
Act are as follows:

—  HERRR R P E

(i) systematic security control measures:

A REFRICHLEHT L ERIGHRE M OELMTERGHR (ZORICEBNT
REFEEERIERE] 2V ), ) OXEEHIRDIERGHEZTED TNDH T L,

(a) it has established a basic policy regarding security controls for the
medical and related information and anonymized medical data that it
manages in connection with the certified business (referred to as "medical
and related information and anonymized medical data associated with its
certified business" in this Article);

7 REREEREREFEOLZEERICEAT MY ORBRME AL AT 2BEE L
FlELTWbHZ L,

(b) it has assigned a person in charge who has substantial experience and
insight in security controls for medical and related information and
anonymized medical data associated with its certified business;

N RBEFREERERELZI D FEOHERKOEFIT I EEZPIHEICL T D
&,

(c) it has clarified the authority, responsibility, and duties of persons
handling medical and related information and anonymized medical data

assoclated with its certified business;

= WEFEEREREFEORA, WRSUTBIR DI AR IS D S5 LA H] 23
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(d) a framework has been prepared for business processing upon the
occurrence of a leak, loss, or damage involving medical and related
information and anonymized medical data associated with its certified
business;

B RAEAE IR T 2 B O R E K OV DN & O OFHN & Ot E &2 1T
STWNWAHZ L,

(e) it has formulated and implemented rules for security control measures
security control measure, and has evaluated and improved the operation
thereof; and

~ AEHOFEMARICLHEREF 2V 7T A BEEOZHRILE =FRIAEORIFIZ LD |
RE AR DHE OB R IR EZ X > TWD Z &,

(f) it continuously seeks to ensure measures for security controls by
undergoing information security audits by outside experts or by obtaining

I

a third-party certification;
= AN REE
(i) human security control measures:
A REFEERERELTDOLO> BN, EFENEEZHE -5 (1) 1o
(4) FTONTHRILOHEELRVWETHL I LEHRALTNDH I &,

(a) it has confirmed that persons handling medical and related information
and anonymized medical data associated with its certified business do not
fall under item (i), (c), 1. through 4. of Article 8, paragraph (3) of the Act;

n REFREERERELRO MO ERN REFED AR ORI LB R HPE 4
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(b) it has taken measures to ensure that persons handling medical and
related information and anonymized medical data associated with its
certified business do not handle this beyond the scope necessary for
achieving the purpose of its certified business;

N REFEERBERELIOE ) HICHT HHLBERHEAEROCIHEEZIT>TNDZ
&

(c) it provides the necessary education and training to persons handling
medical and related information and anonymized medical data associated
with its certified business; and

= WEFEERBEREZIVEOERZA LRWEIZL DB EFEERE RED
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(d) it has taken measures to prevent persons who do not have the authority
to handle medical and related information and anonymized medical data
associated with its certified business from handling it;

= WEA L R PR E
(iii) physical security control measures:
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(a) it has separated the facilities and equipment it uses to handle medical
and related information and anonymized medical data associated with
certified business from other facilities and equipment;

7 GREFFEERGHRE 2 B PO MR~ DA D M OER O FFIA 7 Z il R 3
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(b) it has taken measures to restrict entry and the bringing of devices into
facilities and equipment used for handling medical and related information
and anonymized medical data associated with certified business, and has
installed surveillance cameras or otherwise set up equipment to
continuously monitor the interiors of those facilities and equipment;

N REFEICE LB L EREHRE OB IR D AR E X, JEAIE LT,
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(c) the terminal devices associated with the handling of medical and related
information that it manages in connection with its certified business do not,
in principle, have a function for recording onto auxiliary storage or
portable recording media (meaning portable media and devices onto which
data can be saved if they are inserted into or connected to a computer or its
peripheral equipment); and

= WEFEERBEREZHIRL, IR EFEEREREDLE SN EE, &
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(d) when it deletes medical and related information and anonymized medical
data associated with its certified business or disposes of a device, electronic
medium, or the like containing medical and related information and
anonymized medical data associated with its certified business, it does so
in a way that makes it impossible to restore the medical and related
information and anonymized medical data associated with its certified
business;

PO Bedfril 2e 420 B E
(iv) technical security control measures:

A REFEERGHRE LI F O MRS, RET 782178 (RIET 7 & X
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(a) it takes appropriate measures for facilities and equipment that handle
medical and related information and anonymized medical data associated
with its certified business to prevent acts of unauthorized computer access
(meaning acts of unauthorized computer access as prescribed in Article 2,
paragraph (4) of the Act on Prohibition of Unauthorized Computer Access



(Act No. 128 of 1999));

= éﬂfﬁﬂi‘%‘%l:%%ﬁi“@ﬁ#&b‘ AR 2 EAFH R R O R & OBEIEZ L8R T D
&Lz, MHAE SRV YE TR L QRIS E OBRIE 2 BE L, 4k
i‘séﬁiﬁﬁbmt B AL ORI E AT 2 MEAE L TWD 2 L,

(b) in addition to recording the activity of computers and terminal devices
used for handling medical and related information and anonymized
medical data associated with its certified business, it takes measures to
detect if someone has operated those computers and terminal devices in a
way that is unexpected and to control computers and terminal devices that
someone has operated in an unexpected way:;

N RBEFEEEREREOBINAR D E AR TR EE BN T, B
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(c) it verifies that computers and terminal devices used to handle medical
and related information and anonymized medical data associated with its
certified business have not been equipped with a function that allows a
third party to make the computer or terminal device act in a way that is
counter to the purpose for which it is being used; and

= WREFEEREREZEXBEICIVEZET L&, IBEL, HLIZ
BiEez o3, RICBFLHEZHLETVWD Z L,

(d) it takes the following measures when transmitting, receiving,
transferring, or being transferred medical and related information and
anonymized medical data associated with its certified business via
telecommunications:

(1) HAHoELOEZEOMICMT EKBERBRE LT, SRS (1P
— VPNV —b 2 (BEXUEEFERERA A+ ZFEEEE S HN R
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HHEAREE, ) 252 &,

1. using dedicated lines or the like (including virtual dedicated lines used
by an IP-VPN service (meaning an IP-VPN service set forth in Article 1,
paragraph (2), item (xv) of the Telecommunications Business Reporting
Regulations (Order of the Ministry of Posts and Telecommunications
No. 46 of 1988)) or any other virtual dedicated line whose safety is
found to be equivalent thereto) as the telecommunications lines it uses
for transmission and reception with the outside;

(2) (1) ITHET 2ERBERRICER SN —NHOEFFEED S
b, EEEFRIBFEEE DD DOERBEROZEIZHND b DIZONTIE, 4
EA~OREHEL B SR 0n2 &,

2. not equipping server computers that are connected to a

telecommunications line as prescribed in 1. and that are used for



receiving medical information from enterprises handling medical
information with a function that allows them to transmit data to the
outside;

(3) (1) ICHET 2 EXBE R ICHER S LD — NHOEFFHRED S
L, BEANMTERERERFEE ~OBEL M TEREROEEICHND HO
WZOWTIEL, AN DOZERELX BfiSEn2 &, £/, (2) IR
CHUET 2 EAFHREUS OV — SHOEBEFEREE VD &,

3. not equipping server computers that are connected to a
telecommunications line as prescribed in 1. and that are used for
transmitting anonymized medical data to enterprises handling
anonymized medical data with a function that allows them to receive
data from the outside; also, using server computers that do not
constitute computers as prescribed in 2. or (e); and

(4) (1) 225 (3) £TIBITDHLODIEN, REFEERERE 2 1Y)
WCBEL, XIBEEZ T D012, B bFLERIFELH#T L2 L,

4. beyond what is set forth in 1. through 3., encrypting data and taking
other necessary measures to appropriately transfer or receive medical
and related information and anonymized medical data associated with
certified business;

A EA I TEREROERO IS 2 EREROERIT, = (2) KW (3)
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Bt iThbianwZl b, /2, = (2) KW (3) ITHET HEFRHERK & O

CRWTIE, FHABMEZHND Z &,

(e) it uses server computers that do not constitute computers as referred to in
(d), 2. and 3. for managing the medical information it uses to produce
anonymized medical data, and it does not connect its network to the
outside by a means other than through computers as prescribed in (d), 2.
and 3.; also, it uses dedicated lines for connecting with computers as
prescribed in (d), 2. and 3.

T ZOfMORE
(v) other measures:

1 WEFEERBEREORZNVZEOMOEHNA UGB T 2HEOHED
ODOHEAZBRLETND Z &,

(a) it has taken measures meant to compensate for damage in the event that
medical and related information and anonymized medical data associated
with certified business is leaked or any other such incident occurs;

7 RE R EERE W A B O RERER R OFEE ORAEDIEIZED D L &b,
INOLDOEEOHRAELHRML, KON OOEENBELLGAEOXNREITO 2
O, FEMGETEORE, ZORELZNART L2 LN TE D PHMOEIROREZ
D OGN 2 HEZH#H L TVD Z &,



(b) it endeavors to prevent damage to the facilities and equipment used to
handle medical and related information and anonymized medical data
associated with certified business, as well as taking appropriate measures
to detect damage in them and to respond if damage is found, including the
formulation of a business continuity plan and the installation of spare
devices that can function in their stead;

N EREROREAZ T DRI, EERERIREES 1T LD SRERE RO
DHEKR O Z AR L ZREHOT D OHEENEIETHLEEZMRLTNDLZ &,

(c) when receiving medical information, it verifies that the means by which
the enterprise handling the medical information provides the medical
information and its security control measures for this are proper; and

= ELNTEREROBILOZFICEB N T, BELMTERERBHREESICLD
YA N LEEEROFH OB K R NIIR D EREEO -0 O E N EA
MTOREIZSLTHIETHDL Z AR LTWND I &,

(d) in an agreement on the provision of anonymized medical data, it has
ensured that the mode of use of the anonymized medical data by the
enterprise handling that anonymized medical data and its security control

measures for this are proper for the degree of anonymous processing.

(FBEFEDZAT)
(Issuance of Certificates)
FESR EBREIR EENEKE-HORBEL LCL T, HEAICH L, ZOE %@
Mo lblc, BRAE DI REHLRZMT b0 LT 5,
Article 7 Having granted a certification referred to in Article 8, paragraph (1) of
the Act, the competent ministers are to notify the applicant of this and issue a
certificate based on Form No. 2 thereto.

(22 DOFIE D H %)
(Application for Amended Certification; Related Matters)

FNE REEAN LERGERERFEE L, EENRE HE 5 0HE LS E TIZ
BITFL2FHAZZHE L LS LT5 LT, HAFE L 2HFEFITRICH T 2EH LR
AT, EBREIRE L, ZROBELZZ T RITHIT RS20,

Article 8 (1) If a certified producer of anonymized medical data seeks to change
any of the particulars set forth in Article 8, paragraph (2), items (ii) through
(v) of the Act, it must submit a written application based on Form No. 3 to the
competent ministers, along with the following documents, and obtain an
amended certification:

— EBNRBHEASICHRIT OREDOEEIIHEG L TND Z L EiET 2 EFEHKOE
B CHEATICETAEED YL, YA R EIEIC RS EE

(i) those of the documents evidencing that the certification standards set forth
in the items of Article 8, paragraph (3) of the Act have been met and those of

10



the documents set forth in the items of Article 3, paragraph (2) which relate
to the particular that is to change; and

= HISROBEFEDF L

(i1) a copy of the certificate referred to in the preceding Article.

2 EFHELWRFE-HELELEOEBEAT TED DBMAREEIL., ROWTHNITHEYT
L%a LT 5,

(2) The minor changes specified by Order of the competent ministries that are
referred to in the proviso of Article 9, paragraph (1) of the Act are changes
falling under any of the following:

— EAMTERERIERLFELZTORBEUIEHAORLDERE TH-> T, KEX
ESCIEPNOY A Rg L oYANAR N

(1) a change in the name of an officer or employee carrying on the business of
producing anonymized medical data that does not involve a change of officers
or employees; and

ZOEICHEIT D b ODIEN, EFEIINKE HE 5B E T 5 FHED
FENREREZEDRNE O

(i1) beyond what is set forth in the preceding item, a change not involving any
substantial change to a particular forth in Article 8, paragraph (2), items (ii)
through (v) of the Act.

3 WEBEAMLERGEHRIERFEL L, ERELEE _HOBREICLmEE L XD &
THEEE BB L DEHEFIC, BEREIRLFHMORIKROREEDE L
AT, EBREICRE LRThiE e 50,

(3) If a certified producer of anonymized medical data seeks to file a notification
under Article 9, paragraph (2) of the Act, it must submit a written notification
based on Form No. 4 to the competent ministers, along with documents
relating to the particular that will change and a copy of the certificate referred

to in the preceding Article.

(A DFR AT D H 55 5E)

(Application for Approval for Succession)

G EETRE_HOHEI LM 2 LE ) 328, RABLICLo/mHE
2, WIZHE T 2 EFBH L OHRBE IR DB LFORBEMELIRA T, EHEREIZEBL
T IEIR B,

Article 9 (1) A person seeking to file a notification under Article 10, paragraph
(3) of the Act must submit a written notification based on Form No. 5 to the
competent ministers, along with the following documents and the certificate
referred to in Article 7 for the transferor:

— EETEFE -HOBBICLVBEFEORMEZFE T CREEA I TIEREE®
TEREEEE O 2 A& L72iE NI H - L, BERERIC L 2 FEEEEH EL O
BEFREOREOFEENMTONT- 2 & ZET 2 EFmIE ITARBEE IR ELFOR
EREDE L
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(1) if it is a corporation that has succeeded to the status of a certified producer
of anonymized medical data as a result of taking over all of another person's
certified business pursuant to the provisions of Article 10, paragraph (1) of
the Act, a business transfer certificate based on Form No. 6 and documents
evidencing that all of the certified business was transferred, and a copy of
the certificate referred to in Article 7 for the successor;

= EBTRE CHOBREICL DA T DIEANTH - T, REEA I LERE
AR S O ML 2 KMk L 72 E NI D - Tk, T DA OB HEHEIEAE K OV
LERORBEMEDE L

(ii) if it is a corporation surviving a merger under Article 10, paragraph (2)
that has succeeded to the status of a certified producer of anonymized
medical data, its certificate of registered information and a copy of the
certificate referred to in Article 7 for that corporation; or

= EETEE _HOBEICI AT I VR SNTIEANATH - T, BEESLINT
ERIEIRIER S 2EH OHNL 2 7k L T2VE NICH - TIX, £ OIEANDBFLHEHIEAF

(ii1) if it is a corporation incorporated in a merger as under Article 10,
paragraph (2) of the Act that has succeeded to the status of a certified
producer of anonymized medical data, its certificate of registered information.

2 EFETRFEMHEORBAZZIT L &3 08 1%, BAE LI H5EFIC, ®igHT
HEFEROGEENIR LI FELEORBEMZRA T, EEREIZROLRTNIE R G2
A

(2) A person seeking the approval referred to in Article 10, paragraph (4) of the
Act must submit a written application based on Form No. 7 to the competent
ministers, along with the following documents and the certificate referred to in
Article 7 for the transferor:

— FRAFNIC L2 FEBEENERRBEFEEORMOFEEMTOND Z L ZFET
% Em

(1) a business transfer certificate based on Form No. 8 and documents
evidencing that all of the certified business will be transferred;

OB ADERENEE CHA ST AREDOEEITEA L TWD I L EIET HE
¥A

(i1) documents proving that the transferee meets the certification standards set
forth in the items of Article 8, paragraph (3) of the Act; and

= EXANRLIE=LF _EHATICBITSEE

(ii1) documents set forth in the items of Article 3, paragraph (2) for the
transferee.

3 EETLFRERHORBFAZZIT LS &3 5F L, HFAF T X 2 HEFIC., KRICET
D EIE N ORI TR D FEERORBEMLEZRA T, FEREIZRHLRTITRS
7RV,

(3) A person seeking the approval referred to in Article 10, paragraph (5) of the
Act must submit a written application based on Form No. 9 to the competent
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ministers, along with the following documents and the certificate referred to in

Article 7 for the transferor:

— AT D Z L EFET 5 EHE

(i) documents evidencing that a merger will be carried out;

= BOMERART DIE AT EOHT LV RSN D IE AN EF I\ R ZHA 5 2T
HREDOIEEITEE L TCWND Z & EFET HESE

(i1) documents evidencing that the corporation that will survive the merger or
that will be incorporated in the merger will meet the certification standards
set forth in the items of Article 8, paragraph (3) of the Act; and

= ABHRAHT OEAXTEHFC I VRSN DIENTRDH=RF _HEI10H
F o EH

(ii1) the documents set forth in the items of Article 3, paragraph (2) for the
corporation that will survive the merger or that will be incorporated in the
merger.

4 EFETRERNHEHOBWAZIT LD LT 28 IE, REFHEHICX2HFFIC, kIZHIT
D ESE N ORI IR D FELERORBEMZRA T, EEREIZRO LTI RS
AN

(4) A person seeking the approval referred to in Article 10, paragraph (6) of the
Act must submit a written application based on Form No. 10 to the competent
ministers, along with the following documents and the certificate referred to in
Article 7 for the transferor:

— BRI LD FEAMGEAFE R ORENC LV BEFEO RO AT DI
HZ & EREY HEm

(i) a business transfer certificate based on Form No. 11 and documents
evidencing that all of the certified business will be succeeded to in a company
split;

= AENC K0 BIEREEO I A AN T DIE AP EF I\ RE ZHA SIS ED
EEICHE L CWVD 2 & ZRET 5 EH

(i1) documents evidencing that the corporation that will succeed to all of the
certified business in the company split meets the certification standards set
forth in the items of Article 8, paragraph (3) of the Act; and

= HENC X VRBEFEORI A AN T HIENTIRDH =KF _HA IR 2FH
(iii) the documents set forth in the items of Article 3, paragraph (2) for the

corporation that will succeed to all of the certified business in the company
split.

5 EBTFRFE/NHOBEICEIIEHAZLLY &8, BB+ I LD mHEFHEIC,
PR NAR D FHLEROREMZIRZ T, EEREICRM LR TIER S R0,

(5) A person seeking to file a notification under Article 10, paragraph (8) of the
Act must submit a written notification based on Form No. 12 to the competent
ministries, along with the certificate referred to in Article 7 for the transferor.
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(BE 1L J HY)
(Notification of Discontinuation)

Ftg REEAMTERERERFEST L, EBHEF—FE-HOHAEICLDEHE L
Eo&drLxid HRAHETZICXDMHFICH ERORBERELRA TEBREICHRE
H LR THIE R B0,

Article 10 If a certified producer of anonymized medical data seeks to file a
notification under Article 11, paragraph (1) of the Act, it must submit a written
notification based on Form No. 13 to the competent ministers, along with the
certificate referred to in Article 7.

(FiF L oD Jia H)
(Notification of Dissolution)

Ft—% WEAE L AIBEFEM ASUISNEOES 2 OICH ST 281X, EH+
CERF-HOBEIZ I DM T 5 & EE, BRAGE I LD mHFICE ESRORE
AEZ IR A CEBREICRM LT o720,

Article 11 If a liquidator or bankruptcy trustee or a person equivalent thereto
under the laws and regulations of a foreign state files a notification under
Article 12, paragraph (1) of the Act, that person must submit a written
notification based on Form No. 14 to the competent ministers, along with the
certificate referred to in Article 7.

(1 8 0D B ol T 55 )
(Particulars Required to Be Entered in Books)
Bt 4% EFET=FO0TEBENTEDLIFHIL, RIZBTFL2bDET 5,
Article 12 (1) The particulars specified by Order of the competent ministries that
are referred to in Article 13 of the Act are the following:
PO B A7 0N T PR 15 o A B S 2 0% B N T = i 15 o A S 2 (o3 % 4L N
TEFREROBULZIT LB T 2RICHE T 5FE
(i) the following particulars, when a certified producer of anonymized medical
data has provided an enterprise handling anonymized medical data with
anonymized medical data:
A CYRRIE AL N L A W S D44 TR M OMERT £ Dl o> 24 5% 44 0 L = i 1
WA FREE 2 RET IR 2FIH
(a) particulars sufficient to identify the enterprise handling anonymized
medical data, including the name and address thereof;
n UEES N TIEREROEME T 2FEH H
(b) the date on which it provided the anonymized medical data; and
N BEREA N TG WO E A
(c) the items of the anonymized medical data;
= [EAIN TR AR S N i o0 FEAL N TR R AE R AR T % B4 N
TEEEROBULZIT S 7HEICRBIT 2RICHE T 5FH
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(i1) the following particulars, when an enterprise handling anonymized medical

data has provided another enterprise handling anonymized medical data

with anonymized medical data:

A RHEITOES I T ER G WA 2 E OL PR R OMERT £ Ol o 434S I T E
WIG R FREE 2R ET DI H9H

(a) particulars sufficient to identify the enterprise handling anonymized
medical data that is the providing source, including the name and address
thereof;

7 iR D FEA N TR G IR 3 O 4 PR K OMERT £ Ot 5% FE 4 L=
WIG R FRE 2R ET DI H9H

(b) particulars sufficient to identify the enterprise handling anonymized
medical data that is the recipient, including the name and address thereof;

N HEEA N TERER ORI 2T 124EH |

(c) the date on which the anonymized medical data was provided; and

= UEAINTEREROEA

(d) the items of the anonymized medical data;
EEFNEROHEIZ LY ELAMLEREROBEEZIT TSGR T 2 RICHET

%A

(ii1) the following particulars, when the relevant person has deleted

I

anonymized medical data pursuant to the provisions of Article 19 of the Act:
A HEEAMTERIEROBEELZIT>THFEAR
(a) the date on which it deleted the anonymized medical data; and
7 M EA N T EREHROEE
(b) the items of the anonymized medical data;

EE _HHEROBEIC X OREEL I LERIERIERFER IR L CTERE
WO EIT > GBI B T 2 RICHE T 5 F1H

(iv) the following particulars, if the relevant person has provided medical

S

information to another certified producer of anonymized medical data

pursuant to the provisions of Article 25 of the Act:

A M O FEE A I TR G AR 26 DA PR K OMET € Ol 0D 24 3% D 58
EEA N TERGERIERFEE L RET IR 2 FH

(a) particulars sufficient to identify the other certified producer of
anonymized medical data, including the name and address thereof;

7 YEERIGRORMEEI T oA R

(b) the date on which it provided the medical information; and

N HERIERIEHOE R

(c) the items of the medical information;
TR AR OBUET &0 O FEE FEA I TR EMAER S 3EE 2 S ERIE H D

R ZZ G A BT A RICHE T 5 FH

(v) the following particulars, if the relevant person has received medical

information from another certified producer of anonymized medical data

15



pursuant to the provisions of Article 25 of the Act:

A M OFEE A N TEFRE WAERC S DA PR & OMEFT £ Ol o> 24 3% D FE
EEL N TEFRIGE R FEE ZRET HICRY 28H

(a) particulars sufficient to identify the other certified producer of
anonymized medical data, including the name and address thereof;

0 YEERERORMEEZITZFEAR

(b) the date on which it received the medical information; and

N HEREHROHE B

(c) the items of the medical information;

2 EET=FomREIL, CE, BRI~ A 7 e T o v A EHWTER LR T
T2 720,

(2) The books referred to in Article 13 of the Act must be prepared using written
documents, electronic or magnetic records, or microfilm.

3 WEEAMLERERIERFEEIL. B-HETITRET 256103, TOEE,
W<, FHES FI2BIT 2 FHEAZREICTE L. £ OFEHO A 26 =4FERIR(FE LR
TIER 5720,

(3) In a case as prescribed in the items of paragraph (1), a certified producer of
anonymized medical data must enter the particulars set forth in the relevant
item of that paragraph in its books without delay, and preserve them for a
period of three years from the date of entry.

(SR E )
(Business Plans)

F =5 WEEAMLEREREMRERES T, BHEEFEERBANC, RBEFEICEAL
FHEHBEEL O TREZFER L, EBEREICRET2EE B2, AR LARTT
ROV, TNEEELLI ETDLEL, FEET 2,

Article 13 (1) Prior to the commencement of each business year, a certified
producer of anonymized medical data must prepare and submit to the
competent ministers a business plan and an income and expenditure budget for
its certified business, and issue a public announcement of the same. The same
applies if it seeks to change these.

2 WEBEAMTERERIERFEERL, BFEEEK TR =AUNIC, RBEFEICH
LHFEREFELONSREFELFER L. EFREICRET L E0IC. AR LRITH
T 6700,

(2) Within three months from the end of each business year, a certified producer
of anonymized medical data must prepare and submit to the competent
ministries a business report and a statement of income and expenditure for the
certified business, and issue a public announcement of the same.

GREDOEIH L 21T 9 56 O FHi)
(Procedure for Rescission of Certification)
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FHUE FEFREZ, EETHERFE -HUIFEHARE -HOPFEIZESE, EEN
SHE-HORBEZZTLEHEORELTRMVE LI XX, TOELERmICED YLRE
EZFTWEEICENT LS00 ET 5,

Article 14 Having rescinded the certification of a person that has been certified
as referred to in Article 8 paragraph (1) of the Act based on Article 15,
paragraph (1) or Article 16, paragraph (1) of the Act, the competent ministers
are to notify the person that had obtained that certification in writing thereof.

(i %)
(Amount of Travel Expenses)

BTk THELROKREOFEIHYT 28 RELOEHERITENT TREMHEY
W Lo, ) 1T, EFRABEFOKREICEAT o1EM (I -+ IFEEEFEE U5,
REROHEERITBNT TREE EWo, ) OREICEIY I NE LR
REDFEE T D, ZOHEITENT, HZREDOTDZOMICHET DE X, —K
WOk B DG G B HiEA (R -+ EERFEILTTLS) BARE —HE 51
(CHUET DITBURERRER (—) CED2WBEOMBURETHLETHLLDE L TED
REDRZHAET LD LT D,

Article 15 The amount constituting the amount of travel expenses that are
referred to in Article 5 of the Order (referred to as the "amount constituting
travel expenses" in the following Article and Article 17) is the amount of travel
expenses that are to be paid out pursuant to the provisions of the Act on Travel
Expenses of National Public Officers, etc. (Act No. 114 of 1950; referred to as
the "Travel Expenses Act" in the following Article and Article 17). In such a
case, the amount of travel expenses for any official making a business trip to
the place of inspection for the purpose of the relevant inspection is to be
calculated on the assumption that the official is at the fourth grade of service
on the Administrative Service (I) Salary Schedule prescribed in Article 6,
paragraph (1), item (i), (a) of the Act on Remuneration of Officials in Regular
Service (Act No. 95 of 1950).

(TEEE & O PT{EHL)
(Location of Office Where Official Works)
BNk MBEMHYKEZHETIHAICBW T, YEREOTO, ToMICHIET 5
BOREIES _RE—HEN T OMEEEEOFERIL, ROKRICHIT L L ZAHI2LD,
Article 16 When the amount constituting travel expenses is calculated, the
location of the office where the official works referred to in Article 2, paragraph
(1), item (vi) of the Travel Expenses Act for each official making a business trip
to the place of inspection for the purpose of the relevant inspection is set forth
in the following table.

17



EHBREDX Sy
Classification of competent
ministers

TEEE B OFT{E#
Location of office where official works

PN Rl B R R RO T H XK BT — T B+ —F =+
Prime Minister 1-11-39 Nagata-cho, Chiyoda-ku, Tokyo, Japan
SCERF AR FRMTREXEIE=TH & 5

Minister of Education,
Culture, Sports, Science
and Technology

3-2-2 Kasumigaseki, Chiyoda-ku, Tokyo, Japan

IEREESSE . IPNED
Minister of Health, Labour
and Welfare

HRH T REXENE—TH & 5
1-2-2 Kasumigaseki, Chiyoda-ku, Tokyo, Japan

o T EE S K R

Minister of Economy, Trade

WA T RBEXENE—TH =& &
1-3-1 Kasumigaseki, Chiyoda-ku, Tokyo, Japan

and Industry

(i DO HFE IR DM E)
(Details Related to Calculation of Amount of Travel Expenses)

FHtdk WRBEEEARE -HOERHNT, MEMLHEICEA LRV,

Article 17 (1) The preparation fee referred to in Article 6, paragraph (1) of the
Travel Expenses Act is not included in the amount constituting travel expenses.

2 MELZFERTLHEIL. YEREIRDIFEENEOMOFEIEF T LIC=H & LTk
BAUEEFHET D,

(2) The number of days during which an inspection is conducted is deemed to be
three days per office or place of business subject to the inspection when the
amount equivalent to travel expenses is calculated.

3 REEHEANEKE -HORITHER L, — M E L TREMYELZFHET D,

(3) The miscellaneous travel expenses referred to in Article 6, paragraph (1) of
the Travel Expenses Act are deemed to be 10,000 yen when the amount

constituting travel expenses is calculated.
4 FEBREN, MREEENHAEE-HOBEIZLY

HEUCEA LR,

(4) If, pursuant to the provisions of Article 46, paragraph (1) of the Travel
Expenses Act, the competent ministers do not pay out any part of travel
expenses that exceed actual costs or that are unnecessary, the amount
equivalent to that part is not included in the calculation of the amount

constituting travel expenses.

(4 N TERRE WO VERR D T BT 2 JE 1)
(Standards for Producing Anonymized Medical Data)
FHN\E EFEHNEE-HOTBEADTTEDDLEEIL koL L35,
Article 18 The standards specified by Order of the competent ministers that are
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referred to in Article 18, paragraph (1) of the Act are as follows:

— BERBEMICETENDFEDOBEANZHINT 22 &N TE HLRFORTB UL —H %
HIBR4 2 2 & (AT —HORRELE LT DI LOTEHRBAIMEEZA LR
WHIBEIZ KD OB FICEEZMZ L2 L2TT, ) o

(i) deleting all or part of any description or account contained in the medical
information that can be used to identify a specific individual (this includes
replacing all or part of it with another description or account, using an
approach that does not have the regularity to enable someone to restore the
full or partial description or account);

= EREERICEEN BB SO EHIRT 52 & CYRBEAGERT 5 A 1E
T HZEDTELHAMEZE LRWHIEIZ L VMO RFEICEZMZ LI L2
e, ) o

(ii) deleting all individual identification codes contained in the medical
information (this includes replacing them with other descriptions or accounts,
using an approach that does not have the regularity to enable someone to
restore the individual identification codes);

= ORGSR YEERERICHEE AL CEONAER S 2 EET AT (BUICR
TEPE AL N TG AR 32 B W THD 05 T & M BSE S 5 45 512 [R
Do ) ZHIBRTZ2Z L (MEMEEZELTLILOTEIHAMELZA LARWITEIR
IV HEERERE GZERIERICHELZHE L CTRONDIEREZERET L2 LR T
ERVWHFICEEMZ D 25T, ) o

(iii) deleting codes that link medical information to the information derived
from measures taken involving that medical information (limited to codes
cross-linking information that is being handled by a certified producer of
anonymized medical data at the time in question) (this includes replacing
such codes with other codes that cannot be used to link the medical
information and information derived from measures taken involving that
medical information, using an approach that does not have the regularity to
enable someone to restore the codes);

WU R ERFELHIRT S L (YRR RRERFELE LT DI LD TE HH8HIM
EALRVWHECLI VMO RFICEEMADLZ 28T, ) .

(iv) deleting idiosyncratic descriptions and accounts (including replacing the
idiosyncratic descriptions and accounts with other descriptions and accounts
by a method that does not have the regularity to enable someone to restore
the idiosyncratic descriptions and accounts); and

T HIS T ICHT D E DI EREHRICE ENDRERE L YRERERE TR
BRIG W T — F N— A E 2T 2 MO ERERICE N DRBRE & OERTOMO
BHERGERT — A N—2AFOMEEZBREL., TORREEE 2 TE R RE 4~
THZ &,

(v) beyond the measures set forth in the preceding items, taking appropriate
measures based on the results of a consideration of the attributes of a
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database or similar collection of medical information, including the
differences between descriptions and accounts contained in medical
information that is included in the database or similar collection of medical
information and those contained in other medical information that makes up
the same database or similar collection of medical information.

(ERIE RS D EDOTLE)
(Record of Deleting Medical and Related Information)

FHLk REELMNLERGERERFERIL. BEETILEROHEIZ L 2 ERIGHE D
HEEZToT L&, RITBWIT L2FHORLERAAER L, T DOIERD A 26 Z4ER IR AF
LR HIER B2,

Article 19 (1) Having deleted medical and related information under Article 19
of the Act, a certified producer of anonymized medical data must create a
record of the following particulars and preserve the record for a period of three
years from the date of creation:

— YUERERFOHEZITTFEAH

(1) the date on which it deleted the medical and related information; and
= HEERGEREOHHA

(ii) the items of the medical and related information

2 HIEOFEAAERT D IEX, FE, ERRER I~ A 7a 7 o v A TE
o TEE T D,

(2) The means of creating a record as referred to in the preceding paragraph is a
means that involves creating that record using a written document, electronic

or magnetic record, or microfilm.

(TEEH DEE)
(Supervision of Workers)

BbSR BEBE T SRoMEIC X REEL I T ERE RIS EE DNMTh R T
RORVEER I T DEREIT., BARAEFTEDHLELFEHIEE I > TEEEIT> T
W5 ZEDMERTDOMOIEZET S22 LICLVITIbDLET D,

Article 20 A certified producer of anonymized medical data is to exercise the
supervision that it is required to exercise over its workers pursuant to the
provisions of Article 21 of the Act by confirming that business is being carried
out in accordance with the security control measures specified in Article 6 and
by taking other measures.

(ZREERK D FifE)
(Conclusion of Entrustment Contracts)
& WEEANMTERERERFEE T, BB =R - HOBEICLLE
FREEAT O L AICIE, RICHEIT 2 FHAFE L2 CEIC LY YLt T R EERK
THREIPZFEFER L O ZHRERE LT oz,
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Article 21 (1) If entrusting a person with business as under Article 23,
paragraph (1) of the Act, a certified producer of anonymized medical data must
enter into a contract with the enterprise certified for entrustment with
handling medical and related information and anonymized medical data that is
entrusted with that business, through a document stating the following
particulars:

—  UREFLIR D EF O

(1) the scope of operations relating to the entrustment;

= YUEERIRDEFSOFIRICET 5 HIHE

(ii) the particulars of procedures for operations subject to entrustment;

= AT OFMEIIES & YRR D EEPEIEPOSHBEIITORL TV L E 9 »
MR EEA I TERE RIERFEE PR T 22 N T é“ LE

(iii) that the certified producer of anonymized medical data can check on
whether or not operations subject to entrustment are being performed
properly and smoothly in accordance with the procedures referred to in the
preceding item;

MU YELRE EE T MR it o T 2 fEnIcB ¥ 2 0

(iv) the particulars of giving instructions to the enterprise certified for
entrustment with handling medical and related information and anonymized
medical data;

T A OERET TS A OTHRERICESSHENHE L b E 5k
YL EEA I TERIGE BRI FEE DR T 2N TEDE

(v) that having given instructions as referred to in the preceding item, the
certified producer of anonymized medical data can check on whether or not
measures have been taken based on those instructions;

RNOHERIEERE RS Z e EE DN YR EEL N TR RIS MAIER EEE T
LTAT O s T 2 3R

(vi) the particulars of reports that the enterprise certified for entrustment with
handling medical and related information and anonymized medical data
makes to the certified producer of anonymized medical data; and

£t ZOMUEFCIRD EF IOV TLERFIH

(vii) other particulars necessary for operations subject to entrustment.

2 HIEOKREL, BEE T =RE _HOREICLDHFEFRIIOWTHENT L, 208
BBV T, TREEANMTERIGERIERFEE] LHLDIE. HEE =5
THOBLUEIZ L0 = AE A X iE%DHIE%Tﬁiﬁ@Hﬂ?&bW)inKX T —# DL =
FIZREEREMERRZERREE] LHmABEALDbDET D,

(2) The provisions of the preceding paragraph apply mutatis mutandis to re-
entrustment under Article 23, paragraph (2) of the Act. In such a case, the
term "certified producer of anonymized medical data" is deemed to be replaced
with "enterprise certified for entrustment with handling medical and related
information and anonymized medical data that is entrusted with all or part of
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the handling of medical and related information or anonymized medical data
pursuant to the provisions of Article 23, paragraph (1) of the Act".

3 HHOBEIL ERE T ERE_HOBREICIVEHN SN DRSS ZHOBEIS
KHBFEFEICOWTHERT L, ZOBEICHENT,  [FREEL N TERE RIERFE
F] LHHroIE, NEFE -+ =45 "HOBEIC LV ERERE LEL I LERE
WMOPP ORI IUT—HOBEL L Z TR EERIGRFDRZ TR L] Ll
Bzbb0E+5,

(3) The provisions of paragraph (1) apply mutatis mutandis to re-entrustment
under Article 23, paragraph (2) of the Act which is applied pursuant to the
provisions of paragraph (3) of that Article. In such a case, the term "certified
producer of anonymized medical data" is to be deemed to be replaced with "an
enterprise certified for entrustment with handling medical and related
information and anonymized medical data who is further entrusted with all or
part of the handling of medical and related information or anonymized medical
data pursuant to the provisions of Article 23, paragraph (2) of the Act."

(ZREEDER)
(Supervision of Entrusted Persons)

B4 R HUEROBEIC LV BEEL M TERGRIEKEEENITDRITN
T2 B VWEFE L 2T B TR DRI, BERIE RS S TEA I TERE RO %24
FHABEEICMOND L), BEEHOEBICHET LIEEEOMMLERIEEL#HT D
ZEIZEVITOobDET S,

Article 22 A certified producer of anonymized medical data is to exercise the
supervision over an entrusted person that it is required to exercise pursuant to
the provisions of Article 24 of the Act by carrying out audits of security control
operations and taking other measures to achieve the proper security controls

for medical and related information and anonymized medical data.

(fih O FEE AN T ERRAG AR RS2 (TR 2 R F W ORI
(Provision of Medical Information to Other Certified Producers of Anonymized
Medical Data)

B b= RWEEAMTERGEREMRFES L. EE LIRS -HOHEICL D E
FRIEROBEZITE W TL, RICHIT2FHL L L2 CFEICLVEZITRDMORE
FEA N TERERIERFEEE & OB LR L, TORNELRELRTNIT RO AR
VY,

Article 23 In giving and receiving medical information under Article 25,
paragraph (1) of the Act, a certified producer of anonymized medical data must
enter into a contract with another certified producer of anonymized medical
data relating to the giving and receiving of that information through a
document stating the following particulars, and must preserve the written
contract:
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— EE T EERE-HOBEIC L ERE RO 21T 5 3 A I T ERE WA
L OA/FR, ETT R OREER DOKA4

(i) the name and address of the certified producer of anonymized medical data
providing the medical information pursuant to the provisions of Article 25,
paragraph (1) of the Act, and the name of its representative;

= HiE O A 2T DR EREA N TIERE RIER S EE O PR, R R OMREE D
K4

(ii) the name and address of the certified producer of anonymized medical data
receiving what is provided as referred to in the preceding paragraph, and the
name of its representative;

= I OEREHROEA

(iii) the items of the medical information referred to in item (i); and

W F—m O EEEHROSREED ik

(iv) the means of providing the medical information referred to in item (i).

(51 D)

(Complaint Processing)

T REEAMTERIGERIEMREREEIL. BEFREICHELEHT D ERIGRE

AT PEA I TR D BRI B9 % 1 _Ob\’C I, ROKFITED D & ZAIT

X0, TNELE LTI 5780,

Article 24 A certified producer of anonymized medical data must process
complaints about the handling of medical and related information or
anonymized medical data that it manages in connection with its certified
business pursuant to the provisions of the following items:

— WML EE Bl S%ERIRLIFHOFKNEZ TN T 52 L,

(i) when receiving a complaint, investigating the cause of the matter to which
the complaint pertains without delay;

A OREIC XD FRREHOR RICE S, REFHEIZ Fﬁ';ﬁ LEHT 2 ERIEHE
RATPEA I T ERRAE WO BRI B LGRS LERIGE 1R, FTEOHEZHT 5
&,

(ii) taking the required measures if, based on the results of an investigation
into the cause of a matter as referred to in the preceding item, it is necessary
to improve the handling of medical and related information or anonymized
medical data that it manages in connection with its certified business; and

= WIEONE. JRKFEHOM R M OB E 2 C# U G A RE 2 Ek L. £
DIERLD A 226 ZAEMRAFT 2 2 &,

(iii) producing a record of its complaint processing that states the details of the
complaint, the results of its investigation into the cause, and improvement
measures, and preserving the record for a period of three years from the date

of its creation.
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BT BEEAMTERIEREKFREEL, S22 272000 ORE,
EEDORIEDFNEDKEC OO EAZH#T 52 LICE V| LB T ERE-HDOH
1) % BERLY 2 T2 D IS B I 22 B i L 72 T U7 b7y,

Article 25 A certified producer of anonymized medical data must set in place the

necessary framework to achieve the purpose referred to in Article 27,
paragraph (1) of the Act by taking measures such as establishing a point of
contact for receiving complaints and formulating procedures for dealing with
them.

(HEHD)
(Mutatis Mutandis Application of Provisions)
BN BEAR. BE, BAK BLo A kUO=%R<, ) | BELROBEIRE
B PNROREICONT, BNENLE L —FKET, B _FE-HE=-7F. £
HPEOH =M, H+=4 BHNEK Bk F o5 B 2% H UL
WO TR DOHE TR E EIR G B DR FEFEE IOV T, FHHUROHE
TR EERERERRZ A FET IR OIBEDOTIH LICO>WT, ZNENEHT D,
ZOLEITBNT, ROEXO LIS T 2 ETREZOTMIBT 2701, £hz
NIRRO THIZIGT 2 FPAICHAE A D b D LT D,
Article 26 The provisions of Article 3, Article 4, Article 6 (excluding item (v), (c)
and (d)), and Article 7 apply mutatis mutandis to the certification referred to
in Article 28 of the Act; the provisions of Articles 8 through 11, Article 12,
paragraph (1), item (iii), paragraphs (2) and (3), Article 13, Article 18, Article
19, Article 20, Article 22, Article 24, and Article 25 apply mutatis mutandis to
an enterprise certified for entrustment with handling medical and related
information and anonymized medical data; and the provisions of Article 14
apply mutatis mutandis to the rescission of the certification of an enterprise
certified for entrustment with handling medical and related information and
anonymized medical data. In such a case, the terms and phrases set forth in
the middle column of the table below that appear in the provisions set forth in
the left-hand column of that table are deemed to be replaced with the
corresponding terms and phrases set forth in the right-hand column of that
table.

Bk FI\KH—IH [ AN S
Article 3, paragraph (1) | Article 8, paragraph (1) | Article 28
R — RGBS A1
Form No. 1 Form No. 15
FHLES PEAITERGEHRIEMRSE | EE - HNARCHET D
Article 4 £ HE
the business of the business prescribed
producing anonymized in Article 28 of the Act
medical data
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[ ReES
Article 7

FINRE—IH LI IS
Article 8, paragraph (1) | Article 28
R A AR
Form No. 2 Form No. 16

FINGRE —HEE
the main sentence of
Article 8, paragraph (1)

FINGE _HE 55
BHET

Article 8, paragraph (2),
items (ii) through (v)

5\ R U B X
[ Eec

Article 8, paragraph (2),
item (iv) or (v)

RAE = BRAFE A+t

Form No. 3 Form No. 17
BINRE—HE FINGE A5 FINRE —HE—5 . &H
Article 8, paragraph (1), | the items of Article 8, =5 MO A

item (i)

paragraph (3)

Article 8, paragraph (3),
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(EHRAE R DR MAT 1L DR D D T7 i)
(Means of Requesting a Person to Stop Providing Medical Information)
B tESR EETEREHOBEIC L DRMEDOE OROIT, EERE R EEE
(ZXF L, FEXUIOEZOMOTETITI bDOET D,

Article 27 A person is to make a request to an enterprise handling medical

information to stop providing information under Article 30, paragraph (1) of

the Act in writing, orally, or by other means.

(ERBEWROPEHLI AR D F i@ L)

(Prior Notice Concerning the Provision of Medical Information)

e SN <
D, ITH25bDET B,

EFE = TRE - HEIE ZHOBEIZ L 2L, RICHIT 5L AL

Article 28 (1) The relevant person is to notify the principal as under Article 30,

paragraph (1) or (2) of the Act as follows:
— WEEAMLTERERIERFEREEICRE SN D EREFRICE > TH S5 KA

TZ OBBEDN YR OEIEZ RO DO E R WM Z2EO ClEMT 5 Z &,
(i) notifying the principal after specifying the necessary period for the principal

who is identified in medical information that is to be provided to a certified

producer of anonymized medical data, or for a surviving family member of
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the principal, to request the it to stop providing that information; and

ZORAPESE =FEREHA SR A FHARET LN TE oG
W7 FiEC LB &,

(ii) using an appropriate and reasonable means that allows the principal to
become cognizant of the particulars set forth in the items of Article 30,
paragraph (1) of the Act.

2 BERERIREERED EE =R - OIE _HOREIC Lo mbET 5L &
X, RICET 20T PO HIEIZ L VITOR TR 5720,

(2) If an enterprise handling medical information files a notification under
Article 30, paragraph (1) or (2) of the Act, it must do so in one of the following
ways:

— FBRENEDD L ZAICLY, EFEHRQIEMEME (EBREOEMRIZRLE
FHEHE L R AT O FH OMHIAR D EFH R L 2 EBE R T LB
WALBAERE 2V D, ) T 251k

(1) a means that involves using an electronic data processing system (meaning
an electronic data processing system that connects computers used by the
competent ministers with a computer used by a person making a notification
over telecommunications lines) as specified by the competent ministers; or

= R SRR o ELA O N F ISR T NS FHARLE LT 4 R
7 F AT 5 5k

(i1) a means that involves the submission of a written notification based on
Form No. 29 and something such as an optical disk onto which the
particulars required to be stated in the written notification have been
recorded.

3 EEEHRIREEEN, REACL s THESE -+EE -HUIE _HOHEICLD
a3 2561203, RS =T LD 2 DHREZGET 2 Em (EMORLEZ ST,
UTRLC, ) ZEBREICERB LRTIUER G720,

(3) If an enterprise handling medical information has an agent file a notification
under Article 30, paragraph (1) or (2) of the Act, it must submit to the
competent ministers a document (inclusive of an electronic or magnetic record;
the same applies hereinafter) evidencing the authority of the agent based on
Form No. 30.

(ERIEROBMIR D EHEREIZLDAR)
(Public Announcement by Competent Ministers Regarding Provision of Medical
Information)

FBoHILE EETRE CHOBEIC I AEKIT, FSRE -HUIE HOBEIZ X
LMD STtk B, A F =3y hORMZOMOEE) 2 HFIEZ L VT
b LT D,

Article 29 The public announcement under Article 30, paragraph (3) of the Act is
to be issued using the Internet or by other appropriate means without delay
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after a notification under paragraph (1) or (2) of that Article has been filed.

(AT SR DRI SR D ER GBI F BT XL D 0FK)
(Public Announcement by an Enterprise Handling Medical Information
Regarding Provision of Medical Information)

Fota BERERBERFEER L. EE = TREZHOBREILI2ARN SN & 21T,
RN, A F =y FOFIHZOMOBEY R GIEICEY, FERE-HIBITLF
HO([FHEE 5, B XL IR 2 FHICEAERNH oo & &k, BREZEDY
FEFICHETAHER) 2AKRTHLDET D,

Article 30 When a public announcement under Article 30, paragraph (3) of the
Act has been issued, an enterprise handling medical information is to promptly
issue a public announcement of the particulars set forth in paragraph (1) of
that Article (or the particulars set forth in item (ii), (iii), or (v) of that
paragraph after any change that has been made) using the Internet or by other

appropriate means.

(Ei D2
(Delivery of Documents)
Fot—5% EFE=T—FE-HOEFETTEDLFHIL, RIZBITL2FHL T 5,

Article 31 The particulars specified by Order of the competent ministries
referred to in Article 31, paragraph (1) of the Act are the following particulars:
— EHEFRE-HIIHET 2ROPRHoTZE
(1) an indication that a request prescribed in Article 30, paragraph (1) of the
Act has been made;

= HIEDORDEATSTFHE DRSS K REDOMOYEE ZFET HICRY HFIH

(ii) particulars sufficient to identify the person that has made the request
referred to in the preceding item, including the name and address thereof;

= H-HORDEZTIFHAH

(iii) the date on which it received the request referred to in item (1);

W =+ —5E - HHET I TEBEEN CEDLIEREZRMNTHE

(iv) an indication that the document specified by Order of the competent
ministries prescribed in Article 31, paragraph (1) of the Act will be delivered;

T EREHRORMEOIELOEN R

(v) the date on which it will stop providing the medical information; and

NOB—FORDICI Y T HEmMOLNTEH H

(vi) the date of delivery of the document to be delivered upon the request
referred to in item ().

GEIDE LFEDRFHRE)
(Obligation to Preserve a Copy of Documents)
BE 4k EES T RECHEOBRTEICE A EROE L XILEEAEOREIL, [
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FE—HOBMEICIVE@DEARNM L, IIFRSEH T HOHEIZ LY SR Z FE it
L7226 =FMIThRITIE R 5720,

Article 32 The relevant person must preserve a copy of a document or an
electronic or magnetic record as under Article 31, paragraph (3) of the Act for
three years after the date when the document is delivered pursuant to the
provisions of paragraph (1) of that Article or the electronic or magnetic record
is provided pursuant to the provisions of paragraph (2) of that Article.

(=PRI R OBAEILR D FEFR D ER)
(Creating Records of the Provision of Medical Information)
ot =% BEE=+ FE-HOBEICL DO ERIL, RICBIFHE AL,
T2 LT 5,
Article 33 The relevant person is to create a record under Article 32, paragraph
(1) of the Act as follows:
— FE, BERSEIEA 70T 4 VAERHWTHER T b D ET 5,
(1) it is to create the record using a written document, electronic or magnetic
record, or microfilm; and
= ERIEHREEERES N TERIGRIEASEEE TR L L X3, T ORE, EH
DATHERL L2 T 72 72, 7e72 U, YkaB e A I TS SER 38 1ot
LERIE WA A L <IEE L TRt Lz & & JUTYGREREA N T ER
THERAIERCE R (T3 LR 2 ke Ao L < IERIE LTt 2 2 L 3 ET
boERAENRD XX, —FBLTERT D20 TE D,
(i1) it must create a record promptly once it has provided medical information
to a certified producer of anonymized medical data; provided, however, that if
1t has provided or expects to provide medical information to the certified
producer of anonymized medical data continuously or repeatedly, it may

create the record in an integrated manner.

(= 0% e D TR AL I AR D FLFkFIH)

(Particulars to Be Recorded Regarding the Provision of Medical Information)
Bt EE=F _FE -HOEFESTTEDLFHIL, RICBITL2FHL T 5,
Article 34 (1) The particulars specified by Order of the competent ministries that

are referred to in Article 32, paragraph (1) of the Act are the following

particulars:
— BB =TREEHOBEID KV ERE R EEA I T ERE R RS 2R
e L724EH A

(i) the date on which the relevant person provided the medical information to
the certified producer of anonymized medical data pursuant to the provisions
of Article 30, paragraph (1) of the Act;

— A OREEA NI TERE RIS FFEE OX PR & OMERTZ Ol o> 24 3% 1E B4 N

TERGERIERFEEZRET IRV H5H
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(i1) particulars sufficient to identify the certified producer of anonymized
medical data referred to in the preceding item, including the name and
address thereof;

= FBoROERERICE > THRINSNDERAND KA ZDMOYFEARNERFET DI
B HHEIH

(iii) particulars sufficient to identify the principal who is identified by the
medical information referred to in item (i), including the name and address
thereof; and

MU YEZEEE®ROEE

(iv) the items of the medical information.

2 HIEAZITL2FHDO S B, BRICHIRICHET 2 TEIC K VIER LCES =+
FHE-HOE (YL ERAFLTWDLILAICBITA2bDICRS, ) ICitgkEnT
WHLHEEEARDBR—THDHHDIZONTIE, YEFHOLSRDOIERE BT H 2 &
MTED,

(2) It is permissible not to create a record of a particular set forth in any of the
items of the preceding paragraph that is identical in substance to a particular
contained in a record as referred to in Article 32, paragraph (1) of the Act that
has already been produced by the means prescribed in the preceding Article
(but only if that record has been preserved).

(AT R DRI AR D FL 8k D PR A7 1]
(Period for the Preservation of Records Regarding the Provision of Medical
Information)

FotESG EFEF RE _HOEFEETTED LHMIT, ROKZIBIT 2560
XA U T, YA ZICED D HIR &5,

Article 35 The period specified by Order of the competent ministries that is
referred to in Article 32, paragraph (2) of the Act is the period specified in the
relevant of the following items for the classification set forth in that item:

— HEt =R S LECHET D HIEC LR R LSS &RICY
LALERICER D IR IE MO ZIT o O RE L T =F2RBT 5 H E TOM
(i) if a record has been created by the means prescribed in the proviso of Article
33, item (i1): the period that runs until the last day in the three-year period

calculated as beginning on the last day on which the relevant person
provided the medical information to which the record pertains; or

= RiELSN OGS SR

(ii) cases other than the preceding item: for three years.

(EFRIG R OTRMZ T D EROMER)
(Confirmation When Receiving Medical Information)
FotARE EEF=RE-HOBEICL2RIL. ROKFITHIT 2FHDOKX T
JRLT, YR FIEDLEIAILLDLIbDET S,
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Article 36 (1) The relevant person is to make the confirmation under Article 33,
paragraph (1) of the Act pursuant to the provisions of the relevant of the
following items for the classification set forth in that item:

— R ERECEE S OSE ERERE RS DERE R FEEE D
H s 2520 T 2 5 Z Ot o sE Bl 7 05 1

(i) the particulars referred to in Article 33, paragraph (1), item (i) of the Act: by
a means that involves receiving a report from the enterprise handling
medical information that is providing the medical information or any other
such appropriate means; or

TOER T ERECEE L SoFE EFTRFEHOBEICLY EEBEREOLN
RPIT O G R OEFREERIEFEE D> b OEWRIE RO BUG O R 2 <3 508k o
TR & 52 2 I ot owE ) 72 07 vk

(i1) the particulars referred to in Article 33, paragraph (1), item (ii) of the Act:
being presented with a record confirming that a public announcement has
been issued by the competent ministers pursuant to the provisions of Article
30, paragraph (3) of the Act and being presented with a record indicating
circumstances under which medical information was acquired from an
enterprise handling medical information, or any other such appropriate
means.

2 AIEHOHEIC»PD LT, ERIGEHRIURFEE D MOERGERORMEZZIT HIC
Br U CBEICRTEICHLE 3 5 THEIC & Eﬂiﬁw (HEMERRIZ O W TIRERICHIET D THEIC
KD REDIEH K OMrfFE LTV D BT DHDICRD, ) & LIEFHIZONT
I, YEFEHEHONR & Y%ttt 1—66{ F ot =R HAFICE T 2 FHONEN
Fl—TobdZLOMWREITI HIEET D,

(2) Notwithstanding the provisions of the preceding paragraph, the means of
confirming particulars that the relevant person has already confirmed by a
means prescribed in the preceding paragraph (but only if a record of the
confirmation has been produced and preserved by the means prescribed in the
following Article) when being provided with other medical information by an
enterprise handling medical information, is to confirm that the substance of
the particulars is identical to that of the particulars set forth in the items of
Article 33, paragraph (1) concerning the other medical information with which
it was provided.

(ERRIG R OIRMLZ 21T 5 BROFE sk S )

(Particulars to Be Recorded When Medical Information Is Received)
FottER EEST=RFE_HOTHEEST TED 2 FHIT, RICEITLFHE TS,
Article 37 (1) The particulars specified by Order of the competent ministries

referred to in Article 33, paragraph (3) of the Act are the following particulars:

— EHEAERE-HOBEICL Y EREROERLLZITEA A

(i) the date on which the relevant person receives the medical information
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pursuant to the provisions of Article 30, paragraph (1) of the Act;

=R =R HA S EIT

(ii) the particulars set forth in the items of Article 33, paragraph (1) of the Act;

= FBoROERERICE > THRINSNDERAND KA ZDMOYFEARNERFET DI
B HHEIH

(iii) particulars sufficient to identify the principal who is identified by the
medical information referred to in item (i), including the name and address
thereof;

I 5O EFEEHOEH

(iv) the items of medical information referred to in item (i); and

L EREEFRBECHOBREICLIVARSATHDE

(v) an indication that a public announcement has been issued pursuant to the
provisions of Article 30, paragraph (3) of the Act.

2 HIEICIT2FEHDO S B, BRICATRICHIET 2 IEIC L VAR L2 ESR =+ =45
“HHORE (S ERFL TV OIS RICBIT2bDIZRS, ) IZiEEkSnTn5d
$IE L AR T 5 b DIC VT, ML FEDDROER 2 BT 5 = &2 T
x5,

(2) It is permissible not to create a record of a particular set forth in the
preceding paragraph which is identical in substance to a particular contained
in the record referred to in Article 33, paragraph (3) of the Act that has already
been produced by the means prescribed in the preceding Article (but only if
that record has been preserved).

(HEH)
(Mutatis Mutandis Application of Provisions)

B N\E B EEROE =T REOHER. REELAN TEEERIERFERIC
OWTHERT 5, ZOHEICEWT, IROEXD LIS 5 BUE T IRZFE O P 1T
DAL, ENENEEKRDO FHICEIT 2 FAICHAEZ DD ET D,

Article 38 The provisions of Article 33 and Article 35 apply mutatis mutandis to
a certified producer of 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 left-hand column of that table are deemed to be
replaced with the corresponding terms and phrases set forth in the right-hand

column of that table.

Fet=5 [T NE S A [ e S e
Article 33 Article 32, paragraph Article 33, paragraph
(1) (3)
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Rt L7- & &
has provided

= A D FRAE A2 52 1T 72
<3N
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medical information

eftd 2

expects to provide

RGO Z 2T 5
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with medical
information

=g O e S | o et S U]
Article 35 Article 32, paragraph Article 33, paragraph
(2) (4)
To7= =TT
provided was provided with

CLAME LT DE DY 53N E)

(Identification of Persons Carrying Out On-site Inspections)

ZHug BB RESEE HOBB O Ak n I RE EIE, R =+

DET 5,

Article 39 The identification of an official referred to in Article 35, paragraph (2)

of the Act is to be based on Form No. 31.
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