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'personal data’ means any information relating to an identified or
identifiable natural person ('data subject’); an identifiable natural
person is one who can be identified, directly or indirectly, in
particular by reference to an identifier such as a name, an
identification number, location data, an online identifier or to one
or more factors specific to the physical, physiological, genetic,
mental, economic, cultural or social identity of that natural
person.

'genetic data’ means personal data relating to the inherited or
acquired genetic characteristics of a natural person which give
unique information about the physiology or the health of that
natural person and which result, in particular, from an analysis of
a biological sample from the natural person in question.

'‘biometric data’ means personal data resulting from specific
technical processing relating to the physical, physiological or
behavioural characteristics of a natural person, which allow or
confirm the unique identification of that natural person, such as
facial images or dactyloscopic data.

‘data concerning health’ means personal data related to the
physical or mental health of a natural person, including the
provision of health care services, which reveal information about
his or her health status.
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Article 5 Principles relating to processing of personal data

1. Personal data shall be:

(a) processed lawfully, fairly and in a transparent manner in relation to the data subject ('lawfulness, fairness and transparency’);

(b) collected for specified, explicit and legitimate purposes and not further processed in a manner that is incompatible with those purposes;
further processing for archiving purposes in the public interest, scientific or historical research purposes or statistical purposes shall, in
accordance with Article 89(1), not be considered to be incompatible with the initial purposes (purpose limitation’);

(e) kept in a form which permits identification of data subjects for no longer than is necessary for the purposes for which the personal data are
processed; personal data may be stored for longer periods insofar as the personal data will be processed solely for archiving purposes in the
public interest, scientific or historical research purposes or statistical purposes in accordance with Article 89(1) subject to implementation of
the appropriate technical and organisational measures required by this Regulation in order to safeguard the rights and freedoms of the data
subject ('storage limitation’);

Article 9 Processing of special categories of personal data

1. Processing of personal data revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, or trade—union membership, and
the processing of genetic data, biometric data for the purpose of uniquely identifying a natural person , data concerning health or data concerning
a natural person'’s sex life or sexual orientation shall be prohibited.

2. Paragraph 1 shall not apply if one of the following applies:

(a) the data subject has given explicit consent to the processing of those personal data for one or more specified purposes , except where
Union or Member State law provide that the prohibition referred to in paragraph 1 may not be lifted by the data subject;

() processing is necessary for archiving purposes in the public interest, scientific or historical research purposes or statistical purposes in
accordance with Article 89(1) based on Union or Member State law which shall be proportionate to the aim pursued, respect the essence of the
right to data protection and provide for suitable and specific measures to safeguard the fundamental rights and the interests of the data subject.

4. Member States may maintain or introduce further conditions, including limitations, with regard to the processing of genetic data, biometric data
or data concerning health.

Article 89 Safeguards and derogations relating to processing for archiving purposes in the public interest, scientific or historical research purposes
or statistical purposes

1. Processing for archiving purposes in the public interest, scientific or historical research purposes or statistical purposes, shall be subject to
appropriate safeguards, in accordance with this Regulation, for the rights and freedoms of the data subject. Those safeguards shall ensure that
technical and organisational measures are in place in particular in order to ensure respect for the principle of data minimisation. Those measures
may include pseudonymisation provided that those purposes can be fulfilled in that manner. Where those purposes can be fulfilled by further
processing which does not permit or no longer permits the identification of data subjects, those purposes shall be fulfilled in that manner.
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U.S. Department of Health & Human Services th—LR—I %



OffgtRELIZHY=>TIL.

;h,frﬁa

IO

BNDERZEFA-IESHRELO A

BIMZE T HE N IFERIRE L

BICEI AT BHFORELOMSZEFA. K

EDTEEZEH. EEEEHICEKRIBRET SZEET S,

OSIRDIEFHRELICEWTKREI TEAM = RIZDINT
X, BHNDEIRZSIEHEEEEL. PREABIIZERETL TULC

_EET S,




SEEN



F1ET7 / LERFRALHEETF | FHle
—" = — ER27FE11A178 B8
1. FEAEDENT—IRECRDIEDFDOIIE
EU | R[E I5>R | KE
cEUT—5RHEHRS TSR - (BRI, 1§ T7 (LR | - HIPAA(Health Insurance

ERF

SAVADLES

BH#Y

(EPNEE0)
TEF=

(IEEEUT—’S'{%E%EEUTJE UBERIZET HEE

TIZRIT TEfR)

............................................................................................................................................................

-1998$%|JE 2000¢ﬁﬁﬁ « 1978FHI%E. 2004¢E&IE

............................................................................................................................................................

RIS ;
| BWICETIRSRERE

- FHRAEE. TROZAENIC

cBAAF—EORIRLIIK - BEATF—2OIRE. BE. .
BT BLDOTHIThIEHLE

TRHERAOERMIER | FAXFRHBEET. @
RUBHA, HITTF41N ANIZE T S FERDOERY K

L—HEDRE WORFDI=OIZEHT-1E | gums ABOFI70 74
MEZRITDIIODER | Fo0NE FEE, EDITIE,
L EANX AL EHEEE
....................................................................................................... i....?.“éﬁ.‘??.?i%?.?.‘:?’.‘t?.’%.%.‘..........
- REXE—HAEBNYG | BBLEBETF—4RUEE - BEAEROSBHOE

THIFAVITORTL
—HELTRBSNDE

FRICKHBEAT—S2DH

/N RO TP AV-Y N

ATFLDO—ETHD. XIE | ] L WAEAEROIEEEL

TFAVLTVRTFLD— | AMEHFAERREHAON | B

HMEFTHoEEBERLTY | AICEAIRS e NN BN EDR

BEAT—2DIEEEHH IIE LA

i) g7 A

CHRASNEREEASN P UBRT—ARET—4E | BRANCETIHO0DHIER | -

BIEAANCETEZTAR ﬂ%ﬁﬁﬁbuﬁﬁbiﬁ; ®ﬁ5&ﬂ§ﬁxgﬁkkg

TOIER 8T, BAICET2EH | BRO—BLIBEHDER |
FRL. £ THEACE | EERILCST. BRI
BN BB © FEEICEAFBAILIEE

RIRI8E7 0D

V. ZORERS. ERBHOR
M DRI NEESEN 1

5~%ﬁ774»uﬁﬁénr§
EBEFEINT

Portability and

: Accountability Act)

TS54/\—388

* 1996 7 (HIPAA)

* 2002F H|%E
: » 20094 il FE (HITECH)

. EA

BETSA/1N—-)L—)L

DHIOLDI- EAE
FERORE THE-BR
DB ETTE ;

cHMRBREE BERKRE
XE . ER-EREFRXBE
5. ERIEMAT.EFH
g@ﬁ-ﬁ@i'l‘%#ﬁ€ﬂﬂ)¢&5

e ERMESZMLTEANE
. #ZEHRHHES (business
. associate) LRERETDH

(HITECH)

HIPAAD X R ET DD,
Y5 EDE NZF# R RTRELS
EEIER

KABHIHAEREPICOSEEM




F1ET7 / LERFRALHEETF | FHle
1H17H e

2. EU : EUT—%4{%€}8%$ (Data Protection Directive 95‘4;%%&

WE

- AT —% (personal data) &1%. HBEN - RITHFNSNEBIERAANETETRTOEHELS
BNIBIROER - BASABIEALG. HEABRRNES. XITAKN, £EHY, BHK, B850, L RITHSBTAToT4TA124F
HEH—DOXFEFNULEDEEESRTHEICE>T. BEMIIEEMNICHRAINEEEELS '

1354757 -5 MF 572 FE %8 D7 —73 (special categories of data) |EL TEE. ABX TR, BUARRE . REMXIEBEMNES. HEHH
e E~DMAZBELHNZTBEANT—F. RUEE (data concerning health) X (X144 F BT 5T —4
TE £ - Bk o BB EHRLNES (F

HElF  -EEsL

BT -9-1R&1E - BERZQIEDEZHEICDOVTIEHERIA TV
7 -ADEE - Bk

- ¥R/ 8D T —4 (special categories of data) [FRBIEIRLVE L, 7=f2L, T—2EBVA FIHMER. ERZH. 5

BRI ELCITAEOREODBEMDI-OXIIBREEEY —EXDEEDHICLELGZES. TTICERNZEXIZEOEEREINE :

- OFFRANCEY  BE EDFHEFEZESIERFMRICI ST, RIIFHKDOFHEFEZEITOMDEICL>TT—2MERY
HEhndEEIZIE, BRASNEL

« RAIELTIRIETEHLD, ROBE(XIR AT
E=FIEM s ()BAELZREE. (O)ZHDET. CEMEFRDEST. () T—2EEROERLGIBEDORE. ) 2EDOFED-H. NEEESE
DIEHGFED= F

ERFERANMEANFRRICKZE T EINEARSN TGN, EEHERIFANGEEO T 2B THEMNIBARINTLVEL,
BRFEHRA#AFTHAEFBARIN TG
« FEATIC[A T # R DEUT—4{R 31 B = (General Data Protection Regulation) TLL T DA EHEATRESNTLNS
(Council of Ministers text June 2015)
« BT —%(genetic data) [LFE K # - & KH7ZE A DE = AI45E (genetic characteristics of an individual that have

BR[EEREFD been inherited of acquired) IZB8 9 %18 AT —% (personal data) T3
1087 5(A « Bz T—% (genetic data) Z 45 Al - 3&2B DT —4 (special categories of personal data) L TH1=IZBMT B, chHD

FHORFNEIRMNZ SN TS BRARNADOFHICOVTIIREHHRTHS
BIEERAHRF THAINIBATIN TN, genetic identity SR SN B EERANEHBNTIERED—DTHDE
MARSNTLNS
« E 41k (anonymisation) (&, B# BRI GAETHEHANFEIZT LEFERIND, BERIESNIzT—2(ZDOTIE, FHRAID
BRANELED, 12120, ERIEPRBIEEToERERIRAOBERASN LD M DN TIE, BARSN TLVALY :

9 KABHIHAEREPICOSEEM



F1ET7 / LERFRALHEETF | FHle

ER27E 11 A17 B
3. ®E : F-5R:E% (Data Protection Act 1998)—

=

{8 A 1548 (personal data) E1E. BT —A0S . RIETF—AEEENEHL . RITEHTH L BALEHD |
BANBHROFEE  H2UBT—2ZOMOERLIDS. BRI TELEET HEAETZT—4THo>T. HhD. UHEANETD
ERORARVLZEANOVTT—AEEEZOMDENERDRTERD

2T 4T 1B AT —4 (sensitive personal data) (&, AfEH- RIKAIH B . BUARER . REMIEE. HEMA |
P b | BAOMALRERE. HEE LRONH - FE LE- FROTH- NS HRICHET SEREERLT HEA
ERHR s T, P B RHAR (EAF S0 S KOBRIRLY . WA (1YL T I REAT—50
KLY IZBIFABEHEENENL DS T NIEESE N

MElF  -EmAL
Eafy—y:  EALT-SUL ChENCTHEAZHEY T ORBLORAIS S THBASRESNBLENTT
BEME DL VS =

AT —90 el r sii BEMRTOTAF T T E BRGNS E OB T EBESC LIz ko TF— ST
TE#s - Bk (+2 {8 A% X 2 (distinguishing) 322 & :

« UTOMEBIBIZES DEHFHET- LT, £ T4 N T—43 (sensitive personal data) DEIRL N FEBHENDE

c BIEK  AADOHTHLEREEAFONTIISE (FBY) 3K T —2EARIIMLDEDEXRGF BERET H-HTHHT

& FHBRYT ELCFAK EEFHAROBEEALTEDBETERSN., BULGRERETOMDEREH-TI5E (FIE) . FK ER

BRIDE-OITBLETHY. BREFMBXIEIZENERAZFEDFHEBZEIENSIETRIT-5E 5
cHREMDEEICEARADRERGEDFHOT. EHATTEE

EANERFEHRZBEUNDE=ZBICRHTT IERIRUEORENADLE
E=FEMt cEHRERDE
c DENDFENGIENDE

EGEBRNMEANERICZE T AN FBARENTOED, BEERS O TAIGEANT —RITERET 5N

A== et = Varax
‘E{EH'?;E?O) BREN TUVELY, R ERAEA T Ch AN ZBRENTLAL
XX BEEREDTE - BUEOCELCIEBRRE N T

10 KABHIHAEREPICOSEEM



4 . 75>Z . ll‘ﬁgﬁﬂﬂ\ 'Tﬁ*ﬁ??*f)b&bﬁ EH(ZEE]?'%EE@ F1ET/ LEREEACHETF

(LOI INFORMATIQUE ET LIBERTES ACT N°78-17 OF 6 JANUARY 1978 ON INFORMATION TECHNOLOGY,

ERR27F11817H

&6
Big

DATA FILES AND CIVIL LIBERTIES)

B NIBIROTESE
t3747° 79D
TE £ - Bk
S %5l
EgitT—4-

e epatslty
TE £ - Bk

BRI

E=aiEHt

BREERED
B0

AES

* B A 1E#R (une donnée a caractere personnel) &, BRAANIZET 5H0P5HFHDN S5 . #HAIFES (numéro

didentification ) R (ZEAICEED—E EEROEXESBT 5oL T, BEXERIEICEAEHILR 358

A BT REZRH D

« 4RI FEFE DT —4 (& certaines catégories de données) &ld. ATV REMER. BUAR . B ITREM
ER. FEEE~DOMBENEEXIREEMICEHASHNLLHBEANER, HAHLE, BEELJIIEEEIETLHE

NI
«[RANEL T, K- REAFEIESND

cEZIEDERICDOVDTIEATREIA TG
cERIETHIIOVTIE, T2REERAFEARASNGL

cBEOERMEOCHOBEINEL., [FHRUE-BEHEEZRE S (CNIL) ADEHRIEHAC. CNIL [TXSEFA . RO, INERF

DARNER, KANICKDHUNIEBERICEATSHEDERERNSIND
* ¥ Rl72 3258 DT —4 (a certaines catégories de données) D YNEE - LI (X [RBIZLE, =L, U T DG EILEHINLZLY
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- IS4\ —3RRA (HIPAA Privacy Rule)
ANE

* HIPAAD I R ET HIFERIE. T4 7E DE AZ 5 7T ge7 42 15 #R (individually identifiable health information) 1 T
HBH. CNIZIE LTORBIAEEND
IEE R Ty 22 (|)’\)l/7\"77*ﬂ'—t‘70)?5=1 tE ANIWRTSUDIAEE . BRAE. IENVRTTER VA —IMER-BRELT-
(||)35£ ME-FRDBEAND S KRB - FFHIKE. BAICHTEINILRT 7 DR XIEE A *13‘%)’\)1/7\’775
DIRBICZRDTIICE T HER EABA TER EBEADEEICHAINSDLETI2HEBMERNLHI5E)
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TOST4I7-9D % ERTHEEBREEOMEALSR A 84 @ E R (individually identifiable health information) 1T# % ;
E Bk «[RAIELTARAN(BE) DRIELLZWVLRYFIA-BFARIEEFING
M -DIBERETRE. BICEBEEETAHERIIOVT. AADRAEZLELTIE. JIERENENMN TS

..........................................................................................................................................................................................................

) - DEA. QiEER. OBEACEEBEET 5 OER. OBEES. @77y IRES. OBFA—LTELR, QUHERE |
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7 = 1 ORISR E O HIRR &AL

« protected health information D F| A -BARIXRAIZ L, 7L, E& LS -E&EIE#R (de-identified health
1 FH R4t information) (CDWTIZBE ARSI 4D
cF . AEENTHERTIEE. AAREDT. RIFRAADRENEKTEHE—EDEHED T CHEARKRNELDS

sr—amy  FEAILLT EABROHA - BRCERAOHTERDLELSHY . HHHA-BITIL HTONBEIRH L0
—HER TR HIEAEDEL :

« & {=1E#R (genetic information) 42 EE1&$R (health information) . protected health information (PHI) [C& &5,
BIIERED BIRERAEFTHAMNIBHTRIN TV
B3R ) « protected health information M| -BARIXRAIZELE, 7-72L. B4 1t (de-identified) SN 1=15 & EAKRN L7455
cF-.MEENTERTZEE. AAREDOT. RIIKANDRENGKTE—EDNEHD T CHEARKRN LS
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«  EUT—%R#EHESIRER (http://www.soumu.go.jp/main_content/000196313.pdf)

* Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard
to the processing of personal data and on the free movement of such data (http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:EN:HTML)

*  Wellcome Trust: Academic research perspective on the European Commission, Parliament and Council texts of the proposal for a
General Data Protection Regulation
(http://www.wellcome.ac.uk/stellent/groups/corporatesite/ @policy_communications/documents/web_document/wtp059520.pdf)

ZE

» Data Protection Act 1998 (http://www.legislation.gov.uk/ukpga/1998/29/contents)

I2VA

* LOIINFORMATIQUE ET LIBERTES ACT N° 78-17 OF 6 JANUARY 1978 ON INFORMATION TECHNOLOGY, DATA FILES AND
CIVIL LIBERTIES (http://www.cnil.fr/fileadmin/documents/en/Act78-17VA.pdf)

+ FAREEETFARY —ERIZET S BNAE S HEEH (http/wwwi-
ise.com/jp/information/report/pdf/20140918 dataprotection.pdf)

KE

* HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT OF 1996
(http://www.hhs.gov/ocr/privacy/hipaa/administrative/statute/index. html#Subtitle)

»  HIPAA Privacy Rule (http://www.gpo.gov/fdsys/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-voll.pdf)

»  HITECH (http://www.gpo.gov/fdsys/pkg/BILLS-111hrlenr/pdf/BILLS-111hrlenr.pdf)

«  HIPAA Administrative Simplification (http://www.hhs.gov/ocr/privacy/hipaa/administrative/combined/hipaa-simplification-
201303.pdf)

»  HHS.gov: Research (http://www.hhs.gov/ocr/privacy/hipaa/understanding/special/research/index.html)

* HHS.gov: Does the HIPAA Privacy Rule protect genetic information?

(http://www.hhs.gov/ocr/privacy/hipaa/fag/privacy_rule _general_topics/354.html)

ZDith

. HENEFICETAEANEHRAREFNEORERECEIIRAZTER - WMES (FR20FE)
(http://www.caa.go.jp/planning/kojin/index_en3.html)

o ITHEEREAS F70 N—VFHILT—2IET &S EH1-2(BR) (https://www.kantei.go.jp/jp/singi/it2/pd/dai7/siryoul-
2b.pdf)

o FEEHIIHTAEMNETERFEE D HIE (http://www.meti.go.jp/report/downloadfiles/g01016ej.pdf)
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