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H T https://elaws.e-gov.go.jp/document?lawid=415AC0000000057, https://elaws.e-gov.go.jp/document?lawid=323AC0000000205,
https://www.mhlw.go.jp/content/000909511.pdf, https://www.mhlw.go.jp/content/000909926.pdf, https://elaws.e-gov.go.jp/document?lawid=429AC0000000028,
https://elaws.e-gov.go.jp/document?lawid=129AC0000000089, https://jams.med.or.jp/guideline/genetics-diagnosis.pdf, https://www.mhlw.go.jp/file/04-Houdouhappyou-
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HFF: https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/administrative/combined/hipaa-simplification-201303.pdf,
https://www.hhs.gov/ohrp/sites/default/files/revised-common-rule-reg-text-unofficial-2018-requirements.pdf,
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AT https://www.legislation.gov.uk/ukdsi/2014/9780111117613/contents, https://www.legislation.gov.uk/ukpga/2004/30/contents,
https://www.legislation.gov.uk/ukpga/2018/12/contents/enacted, https://www.legislation.gov.uk/ukpga/2006/41/section/251,
https://www.legislation.gov.uk/ukpga/2014/6/contents/enacted, https://www.legislation.gov.uk/uksi/2004/1031/contents/made, https://ico.org.uk/media/for-

organisations/guide-to-the-general-data-protection-regulation-gdpr/children-and-the-gdpr-1-0.pdf, https://www.legislation.gov.uk/ukpga/2005/9/contents,
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H P https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20004633,
https://ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20008120
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H T https://www.datenschutzkonferenz-online.de/media/dskb/20190405_auslegung_bestimmte_bereiche_wiss_forschung.pdf
https://www.medizininformatik-initiative.de/sites/default/files/2020-11/MIl_WG-Consent_Guide-Patient-Consent-Form_v0.9d_engl.-version.pdf
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Beschluss der 97. Konferenz der unabhingigen Datenschutzaufsichtsbehtrden des
Bundes und der Linder zu Auslegung des Begriffs , bestimmte Bersiche
wissanschaftlicher Forschung® im Erwigungsgrund 33 der DS-GVO
3. April 2013

Der Begriff  bestimmia Bareiche wissanschafticher Forschung® wird in Erwagungsgrund 33
enwannt, aber in der Datenschutz-Grundverordnung (DSGYO) nicht naher definier. Er steht
in einem engen inhaltichen Zusammenhang mit der Zweckbestimmung, wie sie bel der
Ertzilung von Einwiligungen auszugestalten ist. Mach At 4 HNr. 11 DSGVO ist elne
Eimwilligung stets fiir den _bestimmien Fall®, in informierer Weise und unmissversiandlich
abzugeben. Das Erfordernis des _bestimmiten Falls® konkretisiert den Grundsalz der
Zwackbindung im Sinne des Art. 5 Abs. 1 Buchst. b DSGVO, wonach persongnbezogens
Daten fir festgelegte, eindeutige und legitime Zwecke zu erhaben sind.

In ihrem Arbeitspaphar 259 rev 01, 5. 33, welst die Artikel-29-Datenschutz-Gruppe dberdies
darauf hin, dass deswegen der Begriff _bestimmte Bereiche wissenschaftlicher Forschung®
von dem weil zu verstehenden Begriff der wissenschaftlichen Forschung in Art. 89 DSGVO
zu unterschelden st Dort gehl es um den Anwendungsbereich der wissenschaftiichen
Forschung, nleht um die Zweckbindung im Rahmen ainer konkreten Daterverarbeitung.
Demgegendber ist der Bagriff bestimmte Bereiche wissenschaftlicher Forschung® enger zu
verstahen.

Daraus folgt: Mur wenn das konkrate Deslgn des Forschungsvortabens absehbar big zum
Zaitpunkt der Datenerhebung eine vollstindige Z2weckbestimmung schiechthin nicht zuldsst
{vgl. Erwaigungsgrund 33, Salz 1), kann beispielsweisa der Ansatz der breiten Einwilligung
(broad consent) zum Tragen kommen. Bel der einer Datenerhebung zeitlich vorgelagertan
Einwlligung kdnnen dann unter engen Voraussetzungen Abstriche hinsichilich  der

& (DSK) ICBWT., LELERIZED
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o T-HREININIEZEZEANDT-FEmEETHENE
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H T https://www.datenschutzkonferenz-online.de/media/dskb/20190405_auslegung_bestimmte_bereiche_wiss_forschung.pdf
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Patient declaration of consent

Consent to the use of patient data [where applicable: health
insurance data and biosamples (tissues and body fluids)] for
medical research purposes

1. Collection, processing and scientific use of my patient data as described in the
patient information; this includes

1.1

the processing and use of my patient data for medical research exclusively as described in the patient
information, in conjunction with separate management of my name and other directly identifying data
{encoding). | can register at htto-//www.medizini stzung for an e-mail distri-
bution list, which will inform me by e-mail in advance of all new studies to be conducted with patient data
isee Sections 1.1, 1.2 and 1.3 of patient information .

'm atik-initiative. de/datenn.

1.2

the scientific analysis and use of my encoded patient data by third parties, such as other universities/in-
sfitutions/companies conducting research: this may include transfer to other countries for research pro-
jects if European data protection legislation applies in these countries or if the European Commission
has confirmed an adequate level of data protection in these countries. | will not share in any commercial
benefit gained from research. Prior to transfer to researchers outside the institution providing me with
healthcare, the internal identifier (code) will be replaced by a new code (combination of characters)

1.3

the possibility of merging my patient data with data in databases of other research partners. A prereq-
uisite is that | have also allowed the research partners to support such a merge.

I consent to the collection, processing, storage and scientific use of my patient data as described in
Sections 1.1 to 1.3 of the declaration of consent and Section 1 of the patient information.

O Yes O Mo
[Where applicabile:

2. Transfer and scientific use of my health insurance data

I hereby authorise my health insurer, where requested by [corresponding instifution/body] to transfer
data on outpatient and inpatient medical care | have received, on prescribed m ions and aids, as
well as information on long-term nursing care provided to [name of insfitution providing heafhcare] as
described in the patient information, namely

21

once only retrospectively for data of the past § calendar years. | agree to the transfer of my health
insurance number to [corresponding insffution/body] for this purpose

O ves O Ne

22

For data from the five years following the date of my signature. | agree to the transfer of my health
insurance number to [corresponding insfifution'body] for this purpose

Oves O Ne

End of health insurer data module]

Patient consent: Last updated 18 April 2020, Version 1.8d 1

H P https://www.medizininformatik-initiative.de/sites/default/files/2020-11/MIl_WG-Consent_Patient-Consent-Form_v1.6d_engl-version.pdf
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HPT: https://www.medizininformatik-initiative.de/sites/default/files/2020-11/MII_WG-Consent_Patient-Consent-Form_v1.6d_engl-version.pdf
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Research Organization Act
Research Organization Act
RA"YEE: Forschungsorganisationsgesetz (FOG)
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EFBE (Bundesministerium) ADBFEIA-L ——

« Antrag zur Erlangung siner Bestitigung gemal § 2c Abs. 2
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HIZBiobankMERIZENTL\D

T i —

2R Biobank (Biopankki) | »
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> EEOEEURITHRERZIEEERICHTENTS,

XIEEBEZRYHEIEREETEIL




#-BiobanklZBiobank ActDREARZRICAILTRIBZIE I RHOENS

[BEZ (Helsinki Biobank)

"" HELSINGIN BIOPANKKI
HELSINGFORS BIOBANK
1“ HELSINKI BIOBANK
>

BIOBANK CONSENT

FAEEHE

> Biobank ActiR EZE T LIERNAB TEBiobank A A EELIRMHET

[RIEZEIE (Helsinki BiobankD R = Z41)

By signing this form, | acknowledge that | have read the Helsinki Biobank information leaflet for sample
donors [version 200118) and understand its content. Accordingly, | agree that my samples and personal data
regarding me and my samples:

can be collected, combined, stored and processed in the biobank;

can be combined with other registry data in a manner defined in the information leaflet;

can be handed over encoded to biobank research, also outside the European Union/EEA, provided

that the recelving part meets EU's standard terms of data protection;

can be handed over with a personal identification number, if there is a justified need for this (such as

need for combining biobank samples with data fram other registries).
Samples and data are collected with the purpose of providing them for future biomedical research and
product development which aim at finding out causes of diseases, improving diagnostics and developing
therapies. | have been adequately informed about the meaning of the consent and | understand that the

consent is voluntary. | can withdraw my consent at any time, prohibit the use of the transferred materials and
exercise other rights described at helsinkibiobank.fi.

| | n addition, | authorise the bicbank to contact me (please answer yes or noj:

to inform me of findings, based on my samples, which are of significance to my health

D Yes I:‘ No

in matters concerning the biobank, e.g. to inquire whether | would like to provide additional samples
or participate in research that this consent does not cover.

P I

Consentee i

Consentee name

Personal identification number: | ‘ ‘ | | | H:H ‘

Place and date: ‘ ‘ || | H | | | ‘

Consentee signature:

> BAOEFEAREUT-IH
/B|obank?‘uym\ EE. R1F LEBINBILE
vV BOLIAIT-FEBHEDEBIENAIEERTE
v x1.:.1 INEUDT -FIRERGZ/ZLTVNBHEE. +':'T|$
T —H%EEU/EEAIB A DBiobankf AR ICE | ZE T ZE A RIRER:
&
v ELRERI’IHZEE. BARNESEZERLGIZTET
ZEDEIRERRS
> EREEET Y3 mMRORREER, ZhcE. AL
EDEHDOEZHATR &Uﬁznnﬁ'ﬁ%(&ﬁf t92EAYTUNESN
%

> AROBRKREZEBELCEY, FLAROMEEEZE TS

Consent received on behalf of Helsinki Biobank

Place and date: Service Unit:

Name and signature:

e helsinikibiobani. Postage pei u n Fi mmu
Blopankki@hus.fi HUS, Helsinki Biol
Tel, 050-421 7659 info HUSB
Code 5000493
00003 VASTALSLAHETYS

hbp01e10012020

v.200110

> LUT M55, BiobankH'FA(RIEIRME)(EKITBEIEADF
AIDWT, [FLY/VWWZDZIRTEZ
vV INRAERREE)DEFABRICEIVTERREINE:, BFE L
DR FICDVTO@EA
v B|obankL_F'9éEJb—C KEETHN=-LTWERL, Lﬂﬂ@ﬂi@%ﬁ
*4@?/%{#&' A@*ﬂﬂ’&?%t&)@m‘,u n'L,\

HFT: https://helsinginbiopankki.fi/uploads/v_200110_EN_Suostumus_0f514d6f13.pdf
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EEISER

HA TR EANBFRELSEAHA N EH AT
BRAIREMEN H B - RAE(HYEBEEISLE
MRUAADRHE -HAR)DIHICERELEE
AR ERE. HTFI5E

[LER RIS EH
I ERYOIW )
INEEH

AV 7A-LFIVEY b 45CFRE46.116(d) DEH
[CEBLTWAIL

MRDIEFEDR
BRICDWT

A5CFR§46.116(d)(2)ICBVWTRRE L TWAFFZD
BEFEOHAEE. WONDEFZESHTHTONE
BHY, RS BFPHEZEOMENRY A
EIRRIBEDTHAINETIEAEW

RISEF DA
DPRFR

LEBERREZIERINEOBE(CY ZFEEREDIE
WEHAITRHEICIE. RESDOEREETE
10N

LERREIEZEDT
JTL-MIDOWT

LHNET Y FU—NEHHSHMER T B2 &R EL
TV, NTUYTIAV POFERICEY . BIR
ENEBEOIA-LEIERR CERIL L

P SACHRP: The Secretary’s Advisory Committee on Human Research Protections

(BRERELMEER) | HHSHREBE T 38R EE

n I%\

Attachment C - Recommendations for Broad
Consent Guidance [L#AREICEITIAMIVADHEEIE

Recommendation Approved by SACHRP July 26, 2017
Guidance on Broad Consent under the Revised Common Rule

Introduction

On January 19, 2017, the U.S. Department of Health and Human Services (HHS) and 15 other Federal
Departments and Agencies promulgated regulations (the Final Rule) to revise the Federal Policy for
the Protection of Human Subjects in Research (the Common Rule). Enacted in 1991, the Common
Rule codified the ethical framewaork for the conduct of medical research involving human subjects
conducted or supported by the federal government. The Final Rule establishes, among other things, a
framework for “broad consent,” a new type of consent specifically defined in the regulation that is
intended to serve as a substitute for traditional informed consent in certain circumstances. While the
research community has relied on broad consent forms in a general sense for many years to allow
institutions to collect, store, and use subjects’ data and identified biospecimens for unspecified future
research, the Final Rule creates a new regulatory pathway for the use of broad consent and its legal
implications. Specifically, the Final Rule establishes (i) two new exemption categornes for the storage,
maintenance, and research use involving identifiable information and biospecimens under which broad
consent is a condition for the exception, and (ii) a regulatory pathway to obtain broad consent in lieu of
traditional informed consent for non-exempt storage, maintenance, and research use involving
identifiable information and biospecimens.

In the Notice of Proposed Rulemaking (NPRM), the Common Rule Agencies and Departments
proposed that HHS would publish as part of the Final Rule broad consent templates that would contain
all of the required elements of consent for future unspecified research. The Final Rule did not adopt
that approach and instead, in the preamble, stated:

We agree with the public comments that favored allowing institutions to create their own broad consent
forms that could be tailored to a variety of circumstances. Therefore, under the final rule, investigators
and institutions may develop broad consent forms, which, provided specified conditions are satisfied,
would meet the exemption for the storage and maintenance for secondary research use of identifiable
biospecimens or identifiable private information . . . . At a later time, the Secretary of HHS expects to
develop guidance on broad consent, which could include broad consent templates.

H A https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-august-2-2017/index.html
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KEOEEL. 2HREE REFRENRELTRYII-TWS, EEIEHROINIENCES
LTIE. E£IC1996FICHIESINT-HIPAATHEINTWNS

EREIF W

EEHIEOBIE (1/4)

uz S -
. . - - v IBRREREE
EERE 'ﬁ&ﬁﬁ@tﬁ\ﬁaﬁ EERKR. SinE EFAVELLNEE Federal Trade Commission Act of 1914
{%Bﬁ%’]fﬁb‘ﬂlﬁ/u?‘@5+ L ITRFEFREFERVARAREXR FERABITAX (FEBITEELE
PNHEERESE XSS - ENVEICH T EMedicared . The Privacy Act of 1974
EFSEDRMNERIKE THEMedicaid[CANN TS EIPBATHERS [C Ko CREER SN BEAZRFE CEAIFIRICBIT BN IERER
‘I AZK[IMedicare17.8%. Medicaid17.9%., RHEERRE FHODOBBIEEHT
DHIIAZR67.3% THB(2018FFF =) v EEEEE
(RBERMMAZE(F2018FERF S CHETE 2,750 N) Health Insurance Portability and Accountability Act: HIPAA (1996%F)
EEMEM R, 14650, SHEAILN 2097 (20184F) f?/ﬁé%%’?ﬁ%ﬁb‘%%@lﬂ%ﬂl&f%ﬂa‘a‘k@blfaﬁmén&_t@?ﬁé%Vf?%
S - Health Information Technology for Economic and Clinical Health
X 28 Act: HITECH (20094F)
B 3 ACt RITECH
> BB ——— ‘ NVATPYAT LB 318 BB AR B I N T ORI THE
L i T2 RIatt F EEOR
| v v 19964F - HIPAAKIE
Medicaid Medicare KERE 20024 “HIPAATTAINY =) =)L &I 7E
i*ﬁl B2 [E=N 20044 EEITMZYTT17 %R, HHSHICONCR B
v v l 20065 *NHIN#AE X5 — b, eHealth Exchangel®E FABHA
s ER&R
: =) 20094 “HITECHH!E
5 EE\?E%E\ : E E,‘%\Tﬂgﬁ : 2010-{3E * Meaningful Use'ﬁﬁi
L ALY | PR 20114 -ONCHEEDEHREA Y Y T1 TR
X v v
Bt e B 20164 +21st Century Cure Actfl|7E
RER#L —> S BOEN 20184 My Health Edataf ZY 7 T4 7 H3k
T Y-LA0FN 20214 HIPAABUE R %

114 H P https://www.mhlw.go.jp/wp/hakusyo/kaigai/20/d|/t2-04.pdf, http://j-strategy.com/wp-content/uploads/2016/04/461_01.pdf



HIPAA(L, MZ2BX TEERROBIEEIABICITONAHDEFETHBZIEDD. &
ROEFIL - #E_%ﬂslwt%F#EE&UZO(JTEB?%T_U) BEER H 'JE*%-LTL%

HIRIER
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HIPAA

m HEDE=R
> TERKETE. EERRESORBREINBIFOERETHY ., £KEH{—IEFHOIN-IVIFFELLRH L
> 2018, FTREOFBENBIDOMDIEENGE LGS CERREDS M EERTHECT 2/HHIPAANTIE SN
> Z0%, MEBZ ERBBROBIERZMIBITIEHICE. EESHEOHRCAEPICEROEF - ZECEZTILENHD
—A T, BFAEICHEOIBERBRBIRATICHIST B8, (—RABEANEREREEHNNE, EREOVWITNICEFEL
BhofletHY) HIPAAICE DREBAEZ DR AL LT, HIPAA Privacy Rule YHIPAA Security Rule 7', EED B 1213
EXRICHEINT
m HIPAAD B &Y
> Eﬁﬁﬁﬁﬁﬁ'ﬁ%lCB(T%%%iﬁﬂﬁ%’l‘i&(ﬁ%lﬁﬁ'lﬁ (portability and continuity) #e(&EI 3¢
ERRIRICOE. TE. NIEF K. BEAZLETEIL
EEEDZHOITE O E (medlcal savings accounts) OFIAZ{EETBIE
REMWGEEREOY-EANOT I ARV ZD REBFEHZHETSL
EERROEF 2RI IEIL

YV V V V

I

HIPAAICE D<REETBHL AR A
HIPAA Privacy Rule HIPAA Security Rule

m HIPAA Privacy Ruleld, R#IXIREGIEEMEREMREL m HIPAA Security Ruleld, #HIXREGIHEBE(CITL. £2TD
TWBHFEDE AR R BE G E R IE RO A R UFHRICE BFLINTEANERICETIEZ M. A, A AR
FRFMLARANEEDHTND HRTBEHIC. R EFIUTREETBIEEEKL

W3
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HIPAATI(E, KA D ESELTHE . EULIZHIPAA Privacy RulelCNE SN TWA3EFRIIEH
LANDT-F3ER -BRLTRESEVWEREINTNS

EREIF W

EEFIEOBE (3/4)

AR n T-YREEE UTOBAUNT-9%ER. BIRLTIERSEW
Statutory basis and purpose > WREGBEA (REREE) IEICLIYER (Authorize) LEHE
> HIPAA Privacy RulelC&KUFFA], BRINZIHE

REXTKRIER n RETREEIEERERERENRERIBREPH) | ERELTEY, BAAEBFERTELRUTOBERIEENS
Protected Health > BE-IRE - RKEOBAD SR - FERE R ERDIARE
Information > EAICHIEEEITS

> BE-RIE-RRICBETBNVAT T DZILWVCEIT B1ER
WRE
Applicability

Covered Entities(CE)
> Health Plan: EEREEEHREDERRIRE
> Health Care Clearinghouse: REEEHERITEE LG EDEEIERTIERE
> Healthcare Provider: f&BT. 7UZv 7 EDEEREE

m Business Associate(BA)

> CECADOTPHIOERL, ., RE. RMEFLITIF=F (REBFRIULER. EFLAT-FI1M
BEPHINOTI2AZ B BHICLHE LS HHE1)

> R RIREEE, REH VYT VI T-IENRE SHEE, . MBEFOY-YRZCEICR
#93E (V-LARBIMRENKEROFTICENSSE

ERAX (R m TAREFFEE AR, W AILZRT T ZNLADHIPAA Privacy RulelZ &Y EFR] SN E R LISNC, PHIZE
Uses and disclosure AXEBRATRTZEICE. BAOEMEICKZAFREFHEITUIRESRE

m PHIOFEARAKRUBERICEVNTE, BHZERT S L THERER(minimum necessary) REHE(CE EHBIE

EREFOEUHR L n ERLEZEOHIF LT REBULE . HIPAA BRI GOIGE LS ERHHAEBLTZORTEITIL
Civil money penalty NTEB1EN. HEE (monetary penalty)Z Rl e BTES
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EREIF W

[Covered Entities] [Business Associates]

e

Business Associates

r
A 4

> Health Plan . Agreement (BAA) > CE[CRDSTPHIDAERL., 248, RE. %E%%
EERRAATEOERRRSE EIXATVYIAIRK) Fym= =

> Health Care Clearinghouse BADE XN HICPHIE . RESHEURES
RREBRTEELCOERBREERE | AL BRI LER EE T MO

» Healthcare Provider LEESY) PHINOT7 A= HBRICHEEL T BHEHE
fmbt. 7Y IR EDEEIRME > LUTFOY-FEA%CE[CIBtT 3E

1 Y-EARBNRENRIFROFRICEDSHE

Data Use Agreement (DUA) . ER
e F_ 5|

oAz
CEDUITYRT -5ty MeERATLL © RREERE
923t -JA-F&EICET 3K S Va3 | Ve 0727
v d %:%E"
o e 3 . EEEE
FEEE] mosz AL CCENPHIERIRT 250 L
. CENBOIERBIRICEBLTAANTEZETERLTNS
- CEMLimited Data Set%{E A3 3454 1LCELData - BBE
Use Agreement(7 -7 F|FIZ2H)) & #5459 3

HAT: https://www.hhs.gov/hipaa/for-professionals/fag/251/what-agreements-are-needed-limited-data-set/index.html
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@ HIE EEIESY]
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e X HIPAA_EBAR L pEy==!

SHEHEEL A
NEEMRR &

ASZ

T-IREKE
IDR 7'“_9 @?IEE{#\

B 7 e Medicaid v | (Integrated Data Il ResDAC HELIVIN:ET) RN
HEALTH . o i 8 ¥ L
LGJ inrommarion B4 BRI TE R;Péj%t%rg) SDRC /3= RE )l YN
- —» Data.CMS.gov
Meaningful UselCTFEE (Cms
coningi e -3k %7—5(PUF,LDS,IDF) CMS Developer

B | kwzE
R$HBZEH
L& THIEER

I
it FEHEAGR
B eHealth Exchange(IBNHIN) E%H&R@
> 20044, HHSIIERITOREL PBER R ELHIES 1ML LT, ONCEHRE o

> ONCIE, 20085 (C2KEHFIFHRRY M- (NHIN: Nationwide Health Information Network)Z#&£E, 20124 &Y K@ £ & DSequoia ProjectlCBE SN, ZFZNHIND GeHealth ExchangelZ &5
> RARYNI-VERKR. B, BB, BFAFEE., REASEREODEERY-LAOAT-I AR -4 [SEELTWBEEITYATLAEDRF TN EHDEKBEDI VT
> eHealth ExchangeDF AR50 D4EIBHERT . £ROKFHOFBT. 26T OEEIIN-T, 8F3BOERBFLERL. —BAULOBEDOYR-FLTNS(2018F3 A K R)

B Meaningful Use
> ONCIIEREICTOL R EEHROF AZIBET BHIC. AV Y TATHIWTOISLEEA
> EHREADEC, ONCHEEELEYAT A BV 1-ICH ST 2EHERHLEEES - VAT LAEEAL, HDO—EOEHECOE#EEMeaningful Useb W) &R LTIV EYT1IERYF-(CiR
» Meaningful UseDEZE([CEMUT.EHRE K3 (367%(20184F)
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IRBIE. AZTRETBIEEMELZITOIEFNREIIGEETEZESTHY., FHETS
R E (X45CFR846(JEVIV-IV) TEHLN TS

pEEEEaS M

ZFR IRB: Institutional Review Board Public Health Service Act §491
INHOEER R (PBE) AZXRETIEMEFELLL
Public Health Service Act §491 ITEMRREITOREEEN, 1HERE DHEF ZRETB0HIC
RH#LE | (National Research Act|Z &k B1974FERIE(CKY, IRBEERBINZIZUNE NLDHREEEITEZIZEES (Institutional Review Board)
FHanr) EREBELTVNAILEERTS]
% [ANEXRETBEEM \ ‘ 45 CFR§46.101
6. 1’@@%3%(:@(?56%2?&'@555(6|RB7¥<§?8 MOBGIENEETICN | [z0488]1L. EHAFAEE. IELELEET3AEE
IHY BCFROZEXICHENTEDHLN TS, BEACINTOMECERING, (FE) ZOHRAIDN
REBDIAREEETBIRBIIDR AN EMS ZHENH
HEE " %o |
% & HE
B 3,551 (USEM, ActiveDr, 202282 A 1HKF =)

45CFR§46.109
[IRBIFURT DRI U, FICIEIM L Y 1-2 T
EHRECOEYRRETIHEE. FLCIELERBIREEITORIN | 3E0DLT5.

20 li?ﬁ.tB?{;L\
‘HHSA Y IR—FELLIZEHETEAE N RETIEENREEE I BIRB[E | 45CFR§46 E
FANTOHRPZE SR LA FNIERLY (45CFR§46 E) EFBOMEERA X FERFINY M- FELKEERETIAETRET

PEEMFREEETBHIRB[EIANTOHRPICE LA TN S
L]
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FATODIRBIZOHRPICE FFITBHENHY. OHRPDIY TIF314 7Y AEEREBFINIRBD Z
FESUFWADIRE ZBUTURBIEBE I AN EMIERMLTNBRLEIBIRTS

REEEZESR

W Registration (&%) B DCO: Devision of Compliance Oversight (AY 317V AEE1RERFT)
> IANTDIRBIEOHRPADE FREITH R TN S5\ (45CFR846 E) > OHRPRRD—ERFITHY. JEVI-)L(45CFR846)DIBESTIRRIC DT
. A= e E T =, = o =fF 75 = >
.+ RBERET BB FUEOLINRUER. 8Hes OB L CERY CRI R, AR T 02
- o T T]
* IRBOZIRKRVEKEIGAT - For-cause: HIEHULILTELLEIY YT Y MR- REEZEEL LTITY
- IRBOZEEDKAKRIERIL HE
_ _fAr. . B 7o fhs NS FEZE M F .i%: -7'—4%
- EEELEHHSISEL TEIET 370 IO o e RO RADRCONRPADIREORS
. S e (- =1 #
REEEIFISISEOINIILREDARK . FWABSRHL T\ BFF R £ 31V YT bR - F DR ST
o BB DERE. ZFI. MR, 20, EFIRIEEFIRDF. &F - WEREEVUAVICSHTIOBMBNREUERICIRETS
WA, IRBELLIEAZEHERSICEL TL\AHED - RBUERS@I2EEHURNICREABRTSZITONRETS
B FWA: Federalwide Assurance GEIBIRIEHIE) > OCRIZMEANBEHRDRENBHITHADICF L. OHRPD ESEY (345 5%
=T ICBRL., PR SR HEMEBE N I B E (RS2 (LRI T 28 #B L @AR Al EEEABHELTWND, T SIBIERITZE X TERL,
OEVI=IV) ([CERLTNBI EDFRRIIFREE
P BN OHRPICEREE L Z&AFRERHIL T, LEIRALESS EFERERES (Fr21)
> HREBEME UTOIRNTUCEHT D) 1IITYRUR— O ERHE# 7174
- RERERECE Y 2EMILERA CHITBHINRTECEZE LA SEfE LT 780
o EIBUFNERELIMBITIHE
AE For-cause 2814
https://www.hhs.gov/ohrp/about-ohrp/organization/index.html
https://www.youtube.com/watch?v=57EQt8xtwsc Not-for-cause 2214

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/45-cfr-46/index.html
https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/fwa-protection-of-human-subjecct/index.html
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45 (a) AVYN-ICEET | IRBIEDBLEESRUEDZHREREEZFOAVN-THEKRINZEDET B,
CFR§46 BZEAEIEE | RBIEIAVN-OEER -BEFEBSCICARE - MR LB & - i S ORMELRE N TERALEEZEL
107 EZXH T IBEBREDEN B ERETIEHDOBE - B1EICHITIHMELIADNEG T EBEREEITIEDET
%o
IRBIFFEME(CHITERAPAHEE, thOEA L. RA, BEFARDITH - EREEDE I HNLBEITBEH.
NoDMBD N BFEEITIEESLENDET S,
RBI'BREBVPRAAN, BRBRTERENDIAR+oLE, BEN - HBHNHESE. BH O RYAFELZ(IVT
WEERZ (CAD DR R E EHIRICEE I35, COL B EREICETAAMERBREE ITE1IAELL
FEHOAIN-EELIEERTITEENDET D,
(b) BHMR RBIEEIZEHN D FELVER NS BEEL3EMLTEIBEEZNETNDBLLEERIBETRINEES
AR
(c) JERIRE IRBIZFAZRZITS B DRIRE THL, HEADBEFZREBEDERE CERVNEZ LB EE1BEFHINEES
A AR
(d) SIHEZIEE | IRBIEKRTBIEREIRMILT 255 %RE. IRBOBEICHEOHEREFRELZSMSIBTILESEL,
nasa
(e) SE ANDBE | RBIZBEBOFHEICLY., RBEMTHEIZEFMFBLZBIBIZHAICENT, BEEEYRN-F 385, Y

RRBIRIBOMBE R I EEBEIBILNTES,
L. ZOESIRBOERIEEH T BHILFTERL,

MHARARCKY, EMRETFEEEAVN-ICNZBLITKHTVRIHENH S,

HLPT: https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
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FIEPAYIA-LRIVEVFOERGEZ R, RBICIREINEELE

5. BHIPRHBRLEERIPT MEREENRET DN, el WRETBHA.
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FEBRICHIEESSIREBAOER
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4AVIA-LRIVEVFOBRABLUFIREERT 5L
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DEICHUTREUSNOEFENOHR

13. L FTORBEEUIRBOFTR RV IE BRI E AU BB (IRETE2L

EENREBIEBE/AEYE

AROEHFERBEEELLIEAITNZAR

AGROSEMERBEEELIEEARAEICN T AR EDEZECOVTE
AIBIL

FEROEBASLUAREDNFISLEFHREOAR

HHSHEEXZ[EZIET DMEDIH A, ABRFHREDER - EEORE
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[45CFR§46.111DBBEE |SLUMYIA-LRIVEY FOEEES[BEELE |QECHVTEEH
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KE SEFBUANINOE N IGHRIRELEIZTFEE S FTC(Federal Trade Commission) D' i
=B ICEIT3ERZITO TS

R
ZFR Federal Trade Commission (FTC) AR
. . FTCi%RS1
RIE Federal Trade Commission Act [ (§18%) £E% (LUTF. Federal Trade Commission& W3, ) %#i%i193%, ($£E8) |
FTCiLS5
- Ay S S A [ (F7B%) ZEERE. RIT. TEEMEM EBERES (PE]) ZBRE BA N-F-VyTFEEE
HEEME | PIARTERC BANOINTORR CENEIRGICBIS. ELKEEIRE| B 52 3 N A LSS5 E P RAE - RINETAY
[FIBITEBS LS 21EREE T3]
s HREERE EHRBA (MI{THREESR) [R#LE ICRIL
s B BRI B BEELET T A,
REOBEERSCE05, [R#FA] BB, | fleLT, BSRLETSANY-RU Y- RELBLESABENGITENS,
EBEAR [TARNIEIREGG|&#FIETBIEICLY, HEEES —
LERETE, ARIE: NIERERG| - BB REHRIEBT 3174,
BNBRICHODBBEOTRT-IRBRENHITENS,
s | e T oo | FIOES (7L -Ya/CSaBE RO (BH)
£ el RFRICL G - -0t A VTBIK ZRIC 3 SER
ERRHIE RO S5RLTNS [RREBLLEERRAIITAICHLTE. 1EDEKICDE, 46,517SATOFIF &R T
HRBRRY ("Policy Statement on Deception”)  (ZE#J)
@ HEHEEIZU-T1VITBEDTH D,
@ BENICITELEER. EAEREEZI2E0THS,
~ . . \/gg,-,ﬁ/— I:I S )_EAH \' 7_\ -
- —— zﬁfffﬁmﬁiﬁﬂ (Policy Statement) (X @ HFZEIT (RUY-%2E80) NEARBEDTHD,
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123




KE SEFBUANINOE N IGHRIRELEIZTFEE S FTC(Federal Trade Commission) D' i
=B ICEIT3ERZITO TS

ZFR Federal Trade Commission (FTC) HRHL
TERE IK=LR-J L TORH. FRRE
AR AVN= =8:5% . . . FTc(lﬁﬁﬁzé) FTCIZ LRROBIE L ABICKY KFBEMER T 258 NDEE THEREIND, R—DBEENHDE
BRoLE (OB ORREREIMEED) | yise U FeaPhiEasa, (@) |
FTCiAS1
A& el RITHEIC LB ,,Eg)(ﬁ'j”%) ZEFFDE BB LORIE. ELRBTRETAICSVRBEICIVEEINGZENHS (&

H T https://www.ftc.gov/news-events/press-releases/2019/07/ftc-imposes-5-billion-penalty-sweeping-new-privacy-restrictions
https://www.ftc.gov/system/files/documents/reports/fy-2021-congressional-budget-justification/fy_2021_cbj_final.pdf
https://www.ftc.gov/system/files/documents/reports/fy-2019-congressional-budget-justification/ftc_congressional_budget_justification_fy _2019.pdf
https://www.ftc.gov/system/files/documents/reports/2019-one-page-ftc-performance-snapshot/2019_performance_snapshot.pdf
https://www.ftc.gov/about-ftc
https://www.ftc.gov/news-events/press-releases/2022/01/ftc-publishes-inflation-adjusted-civil-penalty-amounts-2022
https://www.jipdec.or.jp/archives/publications/J0005156.pdf
https://www.ppc.go.jp/files/pdf/201803_shogaikoku.pdf
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iR HEK. HERE. BXOHEROFIEICEIT S H §AT.00 CREREHLSEWEE (HHS) ORFYIEBFITHBOCRIE, HHSHAEEIRET 20T 5405
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/ of Authority)
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ERORIT. FERARE. IVTIMT7VALLI-0OFERE. (FBE) OCRAEREEITZINTD
B | e EROBESSVIVTIIATY AR DHOABRUBEE
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- Y " NRMEREIETT BT DRI
© BRI RACRBOBHCETOEE, REEE |- SMBATRESLOMN, HABR, EREEE, ERGELEMER0EBOENTES
(Health Information) OT51NY— BEDLED SUHHSAEHEE L E B 124 2 T LB TSI E S H UV ER £ R 28385

EE) WERFOVORBEERRY-LASIVHEY - | olEFORE
B t:gﬁ%%v:iuiﬂl:ﬁbtjﬂ o © ERREMHE. BEE. BEIVTUIINIAELUBADIBITAEIEAE PERRSE. 1V
« ERARICEITZIEFBIOVTAEL, FHEREE TIAT7IAVE I~ EEICKY, HPAADTSA N~ TFaUT1. TU-FIL-IVICEHL TV
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H P https://www.federalregister.gov/documents/2021/01/21/2021-00883/statement-of-organization-functions-and-delegations-of-authority
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HIPAAE R D AT E NSO ELEED) 29,8531F

J//(—FOD %é\ :@EXB%?%*J&?% J’/{—F@ﬁ‘uﬁﬁhkéné _ w

HIPAA Privacy Rulei# X %L EREL =i AT 1,499F
* HIPAA Privacy RuleD3$5RH (£ RBERAE. . BREEE-BREEEX SLEE

FR HEFARE) . BfTEXIE EIERE 803fF
- EHIEMB0BUAICEHEINTLEN - ERHY
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FEHEDED
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BNEMEERESEUSD25,000 =T g 238t
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BOEMHSIER %Eusmoo 000 1y _

B OWEICLZERDEA(RIER) SE5EUSD10,000-USDS0,000, AI—HERN TER LSS i RIERE 2521
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B OB LBERDSA(REE): BIEE- BEHEUSD50,000, I— B ERTER LEBADER o Rl X iR 38
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B EROSIEEG Intgke&ReviewlC'C Sk
> 20184108 . XE B ADREREEMF2016EC—EDTAN-KEEZ T2 I2&Y7,900 fg R
B ADePHITERERIESE, USD1,600%EXHhoTc, BEDHZA-IIRET, &HE HRHF AE e
EHS. BEHBIES. I £FB8 B A-VT7RLAZOBRARH LK EWEREL 43

H P https://www.hhs.gov/sites/default/files/hipaa-compliance-report-to-congress-2019.pdf
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K10y k 20115~ 11588 - EEEOSOEX v KREZEOHEEEIEE., 50/ NREDR B AR (C
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2. BB, BYE/VIP1-(CLY, EEER otz
OEWIFR IR R EFEZR LT v XU TAI-IVICEET AR E S B BRI D60 %

3. BEEREDONITIEERL., HEEEENZ WOIESY
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2y 20165~ CE:166 |+ NMOvMSOVIVMOEBHLUVZ0%OEETE [F7X]
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UBADM A EITRICEEEEENE B D&S(CBE LTV
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HLFT: https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/enforcement/compliancereport2011-2012.pdf
https://www.hhs.gov/sites/default/files/hipaa-audits-industry-report.pdf
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2016~2017F ICEEZEMLILERDS5, 0% ' EERIREETHY., Z05550%H
FEETHOT-

EEEEBEDMIE (OCR)
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1%
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EBEDWR

« 2016~2017F 3BT 166HDCEEITRICEEEEE

¢ 35, 0% N EERHEETHS

. EEREHEODTE, HEEEED50% (835 I FHEEETHOE
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%0 5%
& 27 &
JRPE 25 “
» 60
NIVAYAT Ly 5 - 'gso
Z Dt 5 5 .
g 17%
SEEEmR 3 £ I I
- 10 3% % . —
Ni& 2 | . = — = 1
Y 1
EEEREEMVEE GRS IEM 16 Practitioner Pharmacy | Hospital ;‘::r: Other | Nursing | Elder Care
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B o # 83 27 25 5 5 3 [ 2
BT 166

HFf: https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/enforcement/compliancereport2011-2012.pdf
https://www.hhs.gov/sites/default/files/hipaa-audits-industry-report.pdf
https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/audit/index.html
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DEANRIBEN I ESETHFIEOERZEZICTERLSICLTVS

T

R ELREORE (YIARENTNERXOEE)
§164.502  HIA FEEBRICOVT, EYLREN TSN TNSD()
RIEA READRNLETD, PR, RAEEPIE T SRBAORIERERT S, (2

NERERECLEFAR RNPEEREICLBFREARICHIZEDEEUIN, REEREICLBIFRBARIIESICEDOSNZHZEIC
BRYESER EABINE, (j)(1)
ILRFEETHINEE PLPREHEECLDERFARCHITIEDITEYID, LEHEECLEPHORREIEGHISEESTBRYE
(C&BB= SR EFEINEL, (j)(2)
§164.504  BALMEH EIRXATYVIMAEDZHIEHEREHEEH, BYCRFZEINTNSD, (e)
§164.506  FFRISNFAALFR  HASNFEPHIOFBERRELT. BERIPIAN, EEOIREOEHICPHIEFI AT B0 $HAEYIIC
EHLNTWNBD, (a)
FMABLFRICNTZEE PHOEELFARICBETZEEDRE (Consent) E1FTWBNH\(b)
§164.508  FALFIRICNTZEE AFEFHZE (Authorization) DAFCDOVNT BB INEFIIVIEEH TAYIICEHSNTWNBED, (a)(1-
3),(b)(1-2)
DFEAGE — HI4¢ BINRECIDBIEARR CKBHREZERODBICFIBTEILIIOVTDREZ1IDTESIE, Compound
Authorization) ZFALTWNEN., LTWBIHE(E. ZOBIEARILE Y CEUS SN TWSH, (b)(3)
§164.512 HEREBENOFNABELFATR WRBENOESICIEREZFNAELIIFARLTVNSD, LTWBIEE. 205 $HEEVIICEHLN TSN,
(i)(1)
§164.520 TIANY-BITOBM  TIANV-EBITOBAEIITHNTVNED, TTHNTVEHE. ZORBICEPHIOF B BRPREZEHRLIZT
ZITRABVWEH, HHSADE BB LI TOAEREOHELERBNIANTEENTNED, (3)(1),(b)(1)
§164.524  TUHAME BANCLBEBADT IV AESEE(ERLTVBD, . ZOBHRADTILRICHIFZTOCAPEEN
WHZESHBNTNBD, (a)(1),(b)(1-2),(c)(2-4),(d)(2),(d)(3)
FEEEH. HPAAT AN -IVICEETREEIEEH ELTIIEBENEHLN TS,

H PR https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/audit/protocol/index.html
129 https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/administrative/combined/hipaa-simplification-201303.pdf



KEICEVTIZCOVID19M oD T, —iE RORB THIPAADEEL+95 THRWNZEIC
HEEITZREIN—EBRLND

« COVID19DEZETHIPAAIZBEWTW DN DA B HENLN T

RED COVID1O[- £ B854 (XOCROR—LNR-ITEHPHAI VAN RFHENTEY BENICEDIFYOFROLHICAYS
R seERS AYDQATI1-VVTY-)VER FRTREL T B0, IREFTICHITBHIPAAR B R I 9 5 51 I D

BN L EZEHEMDNITHONS)
« COVIDIODEET, HIPAANEAINZEEEES RS UND—HRD A 4 AR BELFSEN
ER0  EEBHROEMHTs | OOEINRLNS \ \
i et « [THIPAAICKZEEAENREB DTV F VERIKRMBETERN [ LW\ o2 REALFO TS

R 2% (KA ER B AL BASERTIIFY DERRNERES 57 L FEERNELTL
3. F-. 2526 — BRI BEREECH N CHIPAAD BT S AL
B4 R ERORE | HIPAAN BRSNS 5 E S BRATIROZRAMBTHNERTERIETILENDD ‘
Al . HIPAALUAA D ENSEREN 25 A CHNIE. B AT BO= KA A THTEEADRERBNIE
B4R MR 13
ZimT
peewes . RBERUHEENORNEIONT, FI% B O REHRRE RN A TEEEREAORE
e = RAECHD
COEEREA TE. LS. Z0BENCREEERDSNEE)
. BN CEEEROMYRW IS 3RO EIEATEY, AR 20, B2
S BETEEOEREOE AL TS
o LD L2002 E B A E R RREN B B0, BE T EE RO E N THEE LA ST E N
R Rh
i e (AEBLCEHERET A
=89, ﬂg%;ﬂ@@ﬁ% . HPAADBRAER CHNEIET 37— BE 2L TIBENDS (SHPASERTRIAEES)

© HIPAADBEAXRANDERETEDONTWIIHE . £ET-FOBUSH ATRERT - AEH S
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EREIEHRZEYIRIERICIE. GDPREBOFDEIAIFHRODEIK W (RS ENRMLE ., 595
DRI BN BRODB VRIS EGELICH ST HENHS

GDPR

GDPRE6FH LU FEIFNEFR I

GDPREB6ZDEDERIRBLICE D NWTWBD, F/-GDPREIZTH AN FHBABRICEEINZERBEROIEIRWCDOWTEUINE E TEMNNAEERN
HEEHTVNBNCKY, EUMMBEEARTEEIRWNCENEHS

GDPREEOZ(4)ICE DV TERIEEED

TWAMBEODES/INT-Y .

1 RBR. BEAECHV\TIEE s W GDPREF65%
BHREEVIEOIHZEDES Y - > BANIBREERT 35

2. UT0FITATNVATEEGFIER A 6DDENRILDS

ERVUIRSIZEDES 4 NS A BE T

3. JEECHE T Y 5 B0 PLIATBIRCHE
FRlR R B E VPRI GRAIZ2E 21 N KB A SR
FHILICRTSIET Sp_éciaInCa/t\egory Eata W GDPREEIS

> EFERESTHD
BEANERSRAfE
FRZIEEN, Fo%(2
BIZFIEHR - £ AER DEHEEEE bf:%:(f%)(?l
Genetic, biometric or healtl FEELTERL
W GDPREEIZK(4)

> KR RREABTHRDS

5, Bz FIER. £ EUMNBER77E D55
BEERICDOVNTIS, Eudn 16nEN & EEZHIE,
BEHNEFRIEVOE Y110 E 3B RE
BRBFHEEDHTELL, BEEH TV
BRBEMFCIEHIRS

&FINd

H P https://ec.europa.eu/health/sites/health/files/ehealth/docs/ms_rules_health-data_en.pdf
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GDPRE6ECIIEAIBEIROUEBNEETHBETBEMIER (lawfulness)
6DDW\WINA—D%iF I LA KHENS

GDPR

GDPREE6SE1IE EEMDFEMR (Lawfulness of processing)

6 DOEMRBLCELIBAIZ DT TGEIRT 3D TEAL JMEBYIRERRIL 1 DICEIVWTEANBRERVBOLENHS
« DEMERBIEIREOFZE]E EUE (Union law) XIEREBEOMBEDERLCEVT, SUFMLERFEERETIILNTEDS

EUEX [EEEET

a. AIEDEF B AANT-AEFRD. BEOBHOEHODBEAT-YOEIRWNCEEL, BBELRIEF 5 X
Consent 7

b. ZHIDFETT

Contract

B RANT-IEFRNZHEEEZLLO>TVIZNOETOLDICERBEVWD REERDZHE

c. BRI

] . B BEREEENRTZENRBEEETIE0 0
egal obligation

B AANT-YERXRISMBOEBARANDERICEIT 2F] XL RETE-H
(5]  BRFEDILARDEZFUVY

d. £4p(ICEEHEH L

Vitalinterest CBAKED AKICBIBABETCORA LB BEAEROIUEL
o NFDOFIZE B ARQRIE R FEBECSISNEANBEROTEICBNTITHNABE0ZTO 0
Public interest %)

f. IE H7RF]Z8

Legitimate interest

B EEEXBE=ZFLCIOTROONSEL LI ELLSBHRIDTH

H P https://gdpr-info.eu/art-6-gdpr/
https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/legitimate-interests/when-can-we-  rely-on-
133 legitimate-interests/



GDPREISK CIIAEVRE. B FIHHR. BET-7F0%5 2 ME AN FHROETK L
BRI THBELELET, COETOERABRADESFZEDHTNS

GDPR Lo

GDPR 595k ¥ hll 2 ¥EE A 1§k & ERARA

N EARS (FoRE2H)
(5RoZkEE11A)

a. BELRRIENHD T=AEED, —DX[FEHROFENTEEHNOEHDZOEAT-FOEIRWNIEE L., BBRE
Explicit consent BRABZEAIGE

AE-REOHE b. 57, HARERUHLIES EU 2 LA EOE A KU EHSN TV BEEN. X EMAROENHICEZE
Employment, social security and EBIC SO TROONZEEN T, ERARUHSRRELPICH SR EDERDHEFC
social protection BIIZEBENBT-IEROERELZEITIZENDEHTHEHE

BUEHRER . FADEBICEDBR T L ENYBIN N EEN CAEESRBIENTERNG AT, T THERILZ0MO

vital interest BAADE BRI RERETIHICHIRVINEE RS

s @ - . d. JEEF AEOBEK & KU ZOMEBOEREELIITHER S, XL, ZOEBO B EBERUTZOMRE B ERYIC

RE-BALDESR REBEDEE EMEEDEDHCBEI BN THRILEEELL. B D T-YERORELRLZOEAT-
NPO DY AR OA BRI RINEW L2 RE LT ZI5E

. e. KALEBRRBHDIFERTHD T-AEFICSOTHAILAROEDESNEAT-YICEET3EEEVDBE

FEFEEADIIA Made public by the data subject
f ERERRUREEBEDTA SRADIREE LISKERHE D6, XIE. HHRHZ0FE EOEREEITET ZPRICER

— Legal claims and judicial acts RN RELERZHE

BETT-5 g EEAARBNTHS EUER EMBAEOEMNECETE, RSN E KL LAITHY, T-IREDEND
Task carried out in the public RNEWEPEEEL, EELRHOAREEH LT IEURVI L ELLZ5E

— interest

EWT-Y h. AR FU R A EOE A CETE, X EEEFIREOZOCLY. FHESEL

Health and social care EXEZOEMOEDIC, HEEDERFZXITEEN DM, EELOZI, BEELIL
HEBUXTEEDRM, XIEEFEE L BHEBUFERVZOY-LAREDE

fEERT -4 BOLHICEIRVN B EEBREE
I INRAETE EUSEXEMBEOERECE DS, BRICNIIEEE2BAZEAREZHNSHRET ST
Public health & X EERVEERE LKSEEESZOS VKEDRERULRLHEHRETEIL

A - e A DEIB, RRFEEDDETFICEVT, AHOFFERHET BBV L EERZHE
j. RS EUSEX BINBEOEMNECEDE, 55 89 5 1 IRV, NHOFZECBIBRED
Research B, B2 RE LLEESHHED B X EHET0BHOEHICERV R EEHS

IEPN
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[EUAEHE ) EEBROEURVNCEWT, EUNNBEOEREDEEE L 1>7-=GDPRE6
(1) EFIF()DEMNIERNOBES T ERETEL>TWREWIEENHS

GDPR

GDPREE6REFISFDIHEE
GDPREE9ZE(2) FFAI T ARMEAIBIRD BV I e N I )i A M A E b Y o
i) 87 dRY I ERB ] 22 153 N DEMEE LI=GDPRE6ZEFIXNHEEH L ZDIRAH

3 @ L o
Consent

. e - FeRADEWR | AR EE 7N EE | AR EE
— b. B e RERUHL RIREN moEezom | 0R | % | i | 48 | Bn | mE
b. ZHIDEIT NEH = EHE  BO | B ES
Contract . 15 ;EE:L%
c. RADEDICEADZF &R A EH
cEMETE @
Legal obligation d FEARGORERVEERS | | s(1)atoa | 2 17 18 NA T NAT A
REBTOES ®
d. £ BICEINBRZE o | 2L 19 6 98 7
Vital interest e. RAILLBAREDIEHRTCHS
T @ gl)c+9(2)i 9 7 | 3| 16 18 15
e. RHDF & © B R RO EEEOTA
Public interest @ T g . 13 . .
6(1)e+9(2)h
f IEHRFZS ® g BEERANRBEDN ®
Legitimate interest 6(1)e+9(2)i 8 7 1 12 17 6
® h. EE/ & ®
s()f+o2h | 2 3 2t 1o
. \_)t:_/ -
L AREE Z0it 6 4 | 2 6 5 7
. LT3
j. FZR EED ey NA = NA  NA 3 3 9

135 H4Ff: https://ec.europa.eu/health/sites/health/files/ehealth/docs/ms_rules_health-data_en.pdf



GDPRESIFK B L HDFBRDIHOT IR EPHIR - Bt ENTOT-YLE(CHITS
T EFEDREEKDHE—T7. EADIEFDITEHIRZEHSILERH TS

GDPR

GDPR 895

1) RHOFEICHISREDE K. 5 RB 5 - FE L RYB R0 B K X AT O B RIOTH DEER N .

. ZHEE'JGDPR)ILED% T EHOEFN RV B EQEHDEYLRERELLLIEDETS

- INCORERER. T-IRIMEORBOBEEERERT 3100, FICRAMTH R B BEENEONTWS L ZHERT D

« INGOFERE.ARBILEELILNTES

2) UTFORICRE T BEFNMFEDBERATBEICL. XIERZ[CEBIENAHZH AR, EUEXIINBEOERETEIRICRET 55
15F7S'z01% EHREMST. INLDEFOBINEEDHBIENTES (=>7FE7'F'J0)1T1§0)%'JBE’EE(SD'CEL\)

IOITEOHIREED TR INVGE
B ——— HERIOTEOHIREED TR NS

7 rmm s %X RPN BEENAR | ARONBOLHO
X (345t B HFIF F-SRE

F155% | T-IEEMMERICTICATBIERN | Right of access by the data subject O O
Flek  T-HEERMELEEERT BHEF Right to rectification @) @)
F18% | T-IEENFIBEHIRS BIEF) Rights to restriction of processing O O
. F KT MEE. SHE. & Notificat!on obligation regarding

Bk [Rirer TACRTeRE | oo s o
$20%  T-IR-FEUT« Right to data portability @)
F215%  ERETAENBIER Right to object O @)

[BIARZTDPDPAE 6 TIHI BRI R USRI X I N0 BHDGE. T-9BEE(IGDPRE 155, 551655, 551855, 215D 1E
ADIEFDITEZHIRTBIENTES | ETFEH TS, PDPAFE 7T E/\#\(J)%UEODU)(DT YREDHZEDEANDEF DITEZHIBRL TS

7E) GDPREB175DEEDIEF (TN HNBHEF ] 0)3IE( )TE. B89 LF1 HHICKEL. AHDFRICBFZREDEMN., Rl EELLIT
RO, X(E. HETOBHOEHTHNE. T EEXROEEESERINGENELTWS, 2120, JHEEDE AR T Y 2K
WO B MEEMRTERVLIICLTLESEZNIHDHE. XIE. FNEFRLCBEETIEENNIH 25 E(CBRD,

136 PR https://gdpr-info.eu/art-89-gdpr/



(RAR]ZEENTIRELEEERBREMEBNCPLAEENE T RIBAITZIHZED
ENEEDRIECDOWVT, GDPRYZEEEEIE LT

GDPR

[R= D8z

B EEEFERORWVCETZIRE]CE. MBRELCEIVEREAYIA-LRIVEY M ] MEABROBKEWIEIZREINHS
B GDPRTESHTWB I FEEIFMEANFROER VBT 2EMNELEDRE] THY, EEEENCORBZENRILE LTERIBTRENE
Y25 EE MEBEECE IV AYIA-LRIVEY FEER T TZENZNORBERE T 2L ENHS

fRIEELHE RRVERE

|
3
2
+\'l

AV TA=-LRIVEIH

==
(Informed Consent) [EZ (Consent)

(R &= | ZERR#ELT
SBEEZIBIEPHRIC EEIEREN ERIT 5% BAANBROEIRWVICET S
BMTBIEICITIRE B, REBREELENE FE
ﬁ@ﬁﬁ@lﬂ%ﬁh“u‘d&i
RN LRI HBDERIARMLICE D (SR
AVEBfRT B BICKETIHELLEN

R, BT, JRERICRET S
o)

GDPREDENIEHRIRE(C
Ry~
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[AZR]EWET-YEFOREILE. AROBHIEZL6N, FEDBRPFIRASN
37 -5ICEIBHANBY, T-IEFRORELZERTTHEILEDHD

GDPR L
RENEZRVEMN (GDPRE4FEE11H) |

consent of the data subject means any freely given, specific, informed and unambiguous indication of the data subject's wishes by which he or she,
by a statement or by a clear affirmative action, signifies agreement to the processing of personal data relating to him or her; (*1)

RED 4 EH (*2,3)

BHERICEDOV:

(freely given)

T EHRICEDRRE X LN HD

BESNE

(Specific) FENISHTRARZIISI 2L ENHY. BNLCEENSNEHZICREESS

SEAER T

(Informed)

T EGMMAICHLTRIZEZLTWSDONE, BERBEETHATS

R THNEEES . e o
FHRTEVERRT PRI kBRI L E R ERALINEES SN

(Unambiguous indication of wishes)

HFf: *1 https://www.privacy-regulation.eu/en/article-4-definitions-GDPR.htm

*2 —MRT-IREMB (GDPR) DORIX. —MRT-FREMRA (GDPR)  AIRICEIT ARSIV

*3 https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/consent/what-is-valid-consent/
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(RR)EHEREZE3EHOFELLT. T-9EFRORIZEZATERLSICTBRIL.
it“‘ - E&FH HM&L\DT‘EE&IEI?ME*IM EZONTWRZENRBETHS

GDPR
RIEDSY (GDPRET7SR)
St
REEETVEI LR B RVAEECE TGRS, F-IEEE R, T TENZOEAT—FDEIELNC

(Demonstrate the consent) RBELEIEFIRTZIENTERENDETS

B T-HEEOREN MOFEICEERIZIESXEOURICEVTEAONEHE
FAREL X B (CIE. BDEIE L ARE(CX BRI BER /73R CTITD

(Clearly distinguishable) B REOEFBIEBENDOFESLEXEZRVNTC BRELVIK BT ITATEZHT

BRSNABFNEESEN

T EEBVWOTERIBEZRMEIT 2N TES

BRI DR ICE ARV OB LR EE RIFSRL
FEEOESRIC, T-9ETAH LRSI HMEITEZ 5 LB TS
AR OES L RIRICE S BAEERELBINERSE L

FEE0HEE

(Withdrawal of consent)

FRENERERCEIVNTEZOoNINENETET ZBRICIE. HEENDET
CRETHRWMEAT-FOBFEWNINTERBERELLTVWEVDRRBROZE R
PONBEINEESRWN GFIC Y-EADREZECEZNOEITOHE

FADBHERBNEH OFE

(Assessment)

H A https://gdpr-info.eu/art-7-gdpr/
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[R2]T-FEHEORBICEINI CERNNFIAZTZIHSIC, BSEPRALLD
FROFEEZERIIILLL. THREO—HIICERBILZETTNS

GDPR

GDPRTMDIR#&1EL (Pseudonymization) DEXIKL

BANIEHREIE L BHUADBROEHOEIRWA, T-9 EEORBICEIKCEDTHEWE S, £,

%235 (1) CRIERZERE. BEZEOBNOEVEE LEIIMBEEOEREICEDICEDTEWNG S,

T-AEBE. ROEEEEETD

BAAT-IPINEIN-B R ERSNEIMEIRLO B & DR DR E

BEAT-IPURESNTARR. BT - EEEEEHE L DOBE%

AEAT-FOME., B2, B TERI D FEE N BRI EWIZRHONZNED . XIEFE10%I(C
O THERYAKRILEICEET ZEAT-IHEYFEDNINED

d. T-AEERICHITZEKINBMBEERWDRIVSZHER

e. BEVRAZEECEYLREFEROEAE

BEEEXIVNEEZEDHTIV-2RRIZIFEKRUZOMORET., 2R B (GDPRIDEAEEEITZEH

T UUTFICBET RIS BITHREEER L. XIFMEEELIZILRTBIENTES

NIE - FEBR LR

BEDRRICEVWTEEENERTBIE YL ZE

BAT-FDUNE

BAT-9DIR%1E

NRZRUT -5 ERICRHINZIER

T EEOWERN DITE

IBE(CRMHINZER. REORERV REDFIEEDREDIEAE

B RV BRI EIT IR EBERUFHRIVICEINEKICEEIZERVOLZR S M EHEIRT BT

HOEE

o EBHEEAAOBAT-YEEOBINRVZOISBEAT-IREOT -5 EEXADIEE

 BZENXEEEREBEAOEAT-YDOBI

o FBITERRUBETIFKICEILT-HIEROEFEZRETZIEEL BURVCEITZEEELT-IEHE
EDREIDI F &R RS BT DFFINF RV Z DO SRR F

H P https://gdpr-info.eu/art-6-gdpr/. https://gdpr-info.eu/art-40-gdpr/
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Wi%ﬂ.’.]GDPR’C‘lIﬂi‘EﬂS(I"‘ ~SEFOTSANY-REDYRIEERBLEAERR
EICERATHhEELTVNS, X7 - 9”""’&%‘75‘“*’(%‘M)§%1|3"&"'1.2:%?&9-2[/?\,\5

GDPR

GDPRDBIX CTDIR AL DAL

®m GDPR(3, E%(anonymouS)(D EIR. IHHE, BRI IR BRALCEELBWER, £LET-YEK
DB BE X IR NBE LB RIS B A E TR SNZERBAT - ICLERINANETEEWLL
26 EatIER ISR N EAoT, COMRHNT, HEHEEIAERBENZET. BEZBROLIEICETZEDTEEL
B INMRIEREFERTEECIOTEARANCERTZRIEMEDH2IRAIL (pseudonymization) &
NEEAT-Y13. @A e B AANICEET21IERTHEEERBNETHS

B EABEROBRBIMBAALHTEVAIEERL, ERENMERRERBFERLT ETRID
B GDPRTORZLICDOVTOBRRMERREICEE I 3O FEREFRIL T DI TR

28 RB{LDEA

A—0T7-5EEERN B T-YEREN AAT-IEEEDT I ETHIZESERHOEMIERZREICREFS B0 (Cdh

29

TOIR%&1E BRI EEBNEBEZEL VSIS EICE. A—0EEERNTREAILOEBENTEETHD
[ | GDPRO)L—rE%nH%ZaOtD\T NEBEINEAHERTEL. UTOLOIBIBEEZLBINETHD
BAT-YDOEKVNER/IMELTS
78 WY R AT - HERREY TEBRYFEVHICEAT-IDRZILEITS

BB AT -5 DA RUBUR VRIS B ERERT S
T EFEDT-IOEIKRVEERT DL ERTREICT D

EBENMFITHEEEEERL, NETBIEERIREILT S

o pe.Eey | B ARONECEIZREOBN. HENHEELIESNHED BRI 0ENOLDOEA

56 mEmUmspicn T 7OEMNAIUENG EVRRERENFET SILERMLLT, EBEN, T THORE

wE Al LBV LB PFFAI LBV T -SRIV LIk, TN50 B 5 R Y 3T AE I THELL
BEITDNBBIRET - DRAL)EE
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EUICEWTIE, /B (Regulation (EU) No.536/2014) [C&YBERICIII 3R EDRIEE

BICHIIREZEHEIEHONTNS

Regulation (EU) No.536/2014

27.5.2014 Official journal of the European Union L158]

(Legislative acts)

REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

n Union, and in particular Articles 114 and 168(4)(c)

REER Loz

u ﬁ%ﬂ%&l
> ABREZAVIERKERBRICOVTRELTEY., Z0RBREERET
PENMTRERD

BEFR-BEAR
> EENMGEEEEZEESERETD
> FEREEEZESXEFREOLEN 8 ’ién%ﬁﬂ?ﬁﬂ’ﬂ&
ORN ﬁiﬂ’ﬁ']ﬁ&ﬁ“]7§f£é'ﬂﬁ?ét@ﬁ"mﬂﬂ EIREE
L_BE'OTE/,\ﬁﬁ%ﬁisﬁﬁﬁ?%%(*fuEﬁfaﬂ%ﬁ?ﬁ%’%37ﬁ%21§)

B HFESAYN-EH(FER)
> AREREERSENHILNERREIFLEVAYTHEIL
> ZMBEICBVTRELINZEK -EFMEE TS, SENE
AHTEEEZTS
> FRIEIAD—#& A (layperson)Z S H &

ol NN e
> EETRELS

HF: http://www?2.kobe-u.ac.jp/~emaruyam/medical/Lecture/slides/180217LAMSEC.pdf, https://ec.europa.eu/health/system/files/2016-11/reg_2014 536 en_0.pdf
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EUIC (33437 EE R MRS CHBEDPSHTFETEL.. EICEUITEUERIICXS T 3EA T -5 DEY
FWCOVWTEEEEFEZERL TS

B EDPSHIE

> EDPsliEU%Em(L%DQE_LE“%%B%?‘%é

> BARBIREFREE LT, EUITEUERSIC N I 3B AT - 1R EDE:
18- -BhEIRMH, EUELERFIFTICHITZEMNE RDREDD
DN BOEB#BE LD HhELHITFoNS

I5H

E2X o)

RL%E
HERR

European Data Protection Supervisor (BRI T -5 {R &

EZERMEES. EDPS)

Regulation (EU) 2018/1725

> ;ﬂNEBE F585%11H)

Bt S, AEEMRE. ERBE. FRINE.

_Li:_>7\U7|‘ﬁEL

> EIEHERR %SS%ZIE)
ZE RE. Ba. BT - EEOENITE).
HDTJ(LEE%‘%§$C0)L_J') HD‘D(/)I_':Iﬁ/al_%D LIETE
Lt’ia%—ﬁ—rﬂljyli%xﬁmr&ﬁwﬁ An TEIAT 54
@ETIER!I/ﬁf E{J:G)%l i‘Zi\ T 91111,1_
DfF L a5 (E A, % = E. EE%E)
> FFAl. B S HEBR(55585%318)

H P https://www.cas.go.jp/jp/seisaku/kojinjyoho_hogo/kentoukai/dai3/siryou2.pdf
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B PR

EDPS

0 EUROPEAN DATA PROTECTION SUPERVISOR

B EDPSOETEERITED A .
> EUDZEREET (L. DPOZEBUTCEDPSICBIEZ K83
v EERIERFH TN TV EEH5
> BECEDIENEFERMICOBENIIXECLZBEZIRMTS
> EUEERERIEE FHMDPOEFENY 1 VE N L TOETOBIE R
HInaiL, DPO#J‘E%?M’“EUE%K?LM‘ BIIREBOTWNS
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HZEGEZEOERREY-EATHANHSH RO EH->TEEY-EAIREOEYRD%E
ToTW3, £I=. EAICIFIEHRIMETFTEL. EEBROFERAINEDHLNTNS

HIE e

EERR | - 2ERNKROEZERRRY-EANH) ZBAFI RE
EEE EANLGERY-CLAGRER BEROE 2 &EILEN
GPHIE -BEDVEHELUE AMDNUDTEGP)NSTIINUT TR
SEEE | -GPADEZEEMD70% B FBEMICELD, EY30%EF

BEREPHERREEDEDIL-LT-7(ELTHILhNS
EHEID NHSE 5 (NHS digital M@ T 2 Y L AN BEHANICAB)
> RfEZ (Department of Health and Social Care)
B R l*ﬁ

NHS England
| 7u
—> EEOTRN
JYZh-I2yvazyy- - > H-E20FN
JIV=T (CCGs)
XA Xk liﬂx Xk
v
v %,J,\ 7997 -3V SRR v
—fRREE ™ 2 (FT) S
() (5h) o

| B : 0 | AL

\ 4 \ 4 \ 4
— HER

N LA

ok |
HBIER S

B EBE - EERVEREEDEESR
> EUE
v"  General Data Protection Regulation: GDPR
20205 K., EUBERR BATHARIFE TICKY, 2021418 KYUKGDPRIETT
> BRE
v —#%% The Data Protection Act: DPA (B ATERIFE L 2018)
B&IW(DTIEI}\(DK&JOJT SIREDERCHN B, ZEPEUFAANDEA
IBRODBEREXT R
v EEREE
National Health Service Act 2006
BEBROEERVFAIOVTURE
The National Data opt-out (2018%58)
2020 FE X TCICAIWAT P T-9%F/OIBEZE AT I DEAZEFHEL

B HER/PHRODEUHH A

NHS England. EZR 15 ZF(National Information Board : NIB), & /{-Y
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/816515/hra-annual-report-2018-to-2019-print-ready.pdf
https://www.hra.nhs.uk/documents/2327/Annual_Report_Summary_for RECs_in_England_2018-19_ 7x6L8sZ.pdf

https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/09-21_10A._Board_CAG_annual_report_access_checked WAV.pdf
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need/research-ethics-committee-review/applying-research-ethics-committee/
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https://www.hra.nhs.uk/covid-19-research/fast-track-review-guidance-covid-19-studies/

https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-advisory-group/guidance-confidentiality-advisory-group-applicants/health-service-control-patient-information-
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Cover of the criteria of the [WP29-Guidelines

Criteria of the [WP29-Guide

Cover

Chapter in
this guide

A systematic description of the proeessing is provided (Article 35(7)(a):
nature, scope, context and purpeses of the processing are taken into
aceount (recital go);
personal data, recipients and period for which the personal data will be
stored are recorded;
a functional description of the processing operation is provided;
the assets on which personal data rely (hardware, software, networks,
peaple, paper or paper transmission channels) are identified;
compliance with approved codes of conduct is taken into account
[Article 35(8)).

1. Study of the
context

Necessity and proportionality are assessed (Article 35(7)(b)):
controls envisaged to comply with the Regulation are determined
(Article 35(7)(d) and recital 9o), taking into account:
- controls contributing to the proportionality and the necessity of
the processing on the basis of:
- specified, explicit and legitimate purpose(s) (Article 5(1)(b));
- lawfulness of processing (Article 6);
- adequate, relevant and limited to what is necessary data
(Article 5(1)(c));
- limited storage duration (Article 5(1)(e));
- controls contributing to the rights of the data subjects:
- information provided to the data subjeet (Articles 12, 13 and
14);
- rights of access and portability (Articles 15 and 20);
- rights to rectify and erase (Articles 16 and 17);
- rights to object and restriction of processing (Articles 16 and
21);
- processors (Article 28);
- safeguards surrounding international transfers (Chapter V).

2, Study of the
fundamental
principles

Risks to the rights and freedoms of data subjects are managed (Article 35(7)(c)):
origin, nature, particularity and severity of the risks are assessed (see
recital 84) or, more specifically, for each risk (illegitimate access,
unwanted change and disappearance of data), from the perspective of
the data subjects:

- risk sources are taken into account (recital 9o);

- potential impaets to the rights and freedoms of data subjects are
identified in case of illegitimate access, unwanted change and
disappearance of data;

- threats that could lead to illegitimate access, unwanted change and
disappearance of data are identified;

- likelihood and severity are estimated (recital go);

controls envisaged to address those risks are determined (Article
15(7)(d) and recital go).

3. Study of
data  security
risks

Interested parties are involved:
the advice of the DPO is sought (Article 35(2));
the views of data subjects or their representatives are sought (Article
35(9)).

4. Validation
of the PIA
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KATVIRER SN ATV IR B EELY

BEER 9—EE§<NFUVJ‘H*§E BERAIRNORERE LT - TR

“ASVFDAAEHI1,7008 A

BREFENHY, RERESENMREZIRME
-GPHIZER- TS
-LSPAICIE, 22, 5. RE., BEERBHRIAEINS
LSPRERDBEEGEFROEHICBEINTSY, ZXFH
ZRiTRE LIV AT LATIERL

m Bk
> Nictiz CEBRIBIRRIRDEHICTAORTA JEWIIZHEEREL, CNICEDIVEAHEAEEETZELELERN, BREXTATICEZEORIICKY ERZ BB TEY, 2011FICER, PREERTATINT IS
RTHIEN, NREBLSEERTHS,
> CORERVZVZEFRLELTISPOBENEATLR,

¥ MMNEBEROREICLZE, AFTVICEVT, BEOERBRENOEREE G IZHAR. BEORBINLETHED, BENDIOEREEAOBNCABLTINIBEICE, EERBERORACHTIRE
EHEINDG, INE[TYVa8 (push) JEWS, —A. (ABROBBELTVWAEL) FEEREEEBOBERBAEN LSS, BE0RBIVELES, Ln’él'j’)lzi (pull) JEW5,
ZOEZHIHEV, LSPOLIBHEVAT LAEEAT 3B E(IC170U EORBHNBELINDEEN G FERENTHIILNSHETINTEST, RE. RRFROBRORBROLEULREELRIFZNHINTNS

HFT: https://ec.europa.eu/health/sites/health/files/ehealth/docs/ms_rules_health-data_en.pdf
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CCMOSEINREEERZRSOH ORI EIZIE L, MRECOD;FEN XTI T RERFEENE

LTW3
pEEEEES =

B EEHAE DRI(% B AR AN -EE - BEEEHHK
+ CCMOBMERCHIRILITEHEBI TH BN, MERCD;EEIZCCMON ES
L. CCMODEERN ERBEBUAR-YEADNEE LTS

BEERER CCMO MREC
AR TT RE - BEBUHKXKENZD | o ccMONEBIEEE
EENCEEEAS

- EBRIIEIZERK

ARE, £ BE

v F-b, EEEERD3
CC@ D2DF-LHBEKS
i £FELEH | EESH.GE-FE | BEEIT.RE-FF
(£8) DB UY-FHERD | 2B £EYRTSFOD

BFOHEFIR, 328LURN | EFIRKI30%

BEHHK A 511,549 (20205F)

o EE DR 5861

o ERERMFZR: 5561F

o (RERUAR-—YE(E170€~6,000€DEFE T, EI PP EEELS o ZOMAN AR 40714
DHFEARDEERZHRTELTHEY., CCMOPMRECIEBEARICK
Y, BEEHRFENSHESEHINT S

« MRECIIHTTOFAE & (C1F(local investigaton) [CIEFv—IJ B ST EXR
EHoOEFBICLTRIEEZRLTNS

HFT: https://wetten.overheid.nl/BWBR0010314/2021-05-26, https://english.ccmo.nl/investigators/primary-submission-to-the-review-committee/review-committee-
accredited-mrec-or-ccmo/review-by-ccmo, https://english.ccmo.nl/mrecs/accredited-mrecs
https://english.ccmo.nl/investigators/rates-for-reviewing-research-with-a-medicinal-product-and-research-with-a-medical-device
https://wetten.overheid.nl/BWBR0009408/2021-07-01/#Paragraaf6_Artikel14

https://www.jscpt.jp/seido/kaigai/pdf/report_2014 crc_46_1.pdf
https://www.ccmo.nl/over-de-ccmo/jaarverslagen/jaarverslag-2020/cijfers-en-gegevens/aantal-onderzoeksdossiers-in-nederland
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ccMONIIT ECRIEEEICHEITZ5ATOMHEZIANIRTINTSY., h—-YIL Y4
EOSDAYSM1YBEEEERIEETHD
pEEEEEA =

REEEZEETOBE

mEEAR

CCMO*MRECHR B B[ > CCMODIIT YA ML UREBEEERBOLHICHELESH
(Standard research file) '8 E SN TS
CCIT\O) o cnmite s oo st > RHERCE, U FOLOMERSNTAFRARI & TR
EHIERS)
] . HWN-L5-%5
EIER=]
- FFRITORIL
Standard research file .« HmiEE
. WEREIFIR
Your research file must include a number of basic documents before s TUU-+E
you submit it for a primary review to an accredited MREC or CCMO. o 1%5%
These are listed below for research with a medicinal product not in o E@%
accordance with the Clinical Trial Regulation (CTR) and other . HFZE SRS
mebdic.al rctiase;lrch. Solmes{the documents only have to be . SEMEE
submitted when applicable. . ii\éﬁﬁﬂ'%iﬁ
Please note! Seperate standard research files are . HEER
available for clinical trials with medicinal products in . EW -HERH|E
accordance with the CTR and for clinical investigations
with medical devices. m EE%%Ejj_,f
> A. Correspondence > H.CVs > t?ﬂo)'ﬂ\gg’;ﬁ’cﬁﬁ1ﬁ lJ\ /—R’_GJI/-U-{ hit‘i@?ﬁ%’fﬁiggﬁé
> B. Forms > |. Participating centres E%‘:T&Hﬂj5
» C. Protocol > |. Financial compensation > 1ﬁ}5$§§§/ﬁ\(l$5ﬁiE’Uﬁﬂ‘“ﬂ*ﬁ’é?ﬁgntiﬁé\ Eﬁ%%%ﬁﬁ
> D. Product information > K. Other documents ?5:&73“?‘35
» E. Information research subjects » L. Safety information
> F. Questionnaires etc. > M. Progress and results
» G. Insurances

H P :https://english.ccmo.nl/investigators/standard-research-file, https://wetten.overheid.nl/BWBR0009408/2021-07-01/#Paragraaf6_Artikel14
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B ToetsingOnline

REEEZEE

> ANEZEWRELVEEZMEDOEE. LE1-, BF BEEBERELRHOEHOR-FI T+
> CCMOITRERIKFEE N R JEER LI THRVRY, BB R ZToetsingOnlinelC TABHT 3

C C ml Centrale Commissie Mensgebonden Onderzoek

CCMO | CCMO-Register | Handleiding | FAGQ | English | Inloggen TeetsingOnline

Welkom op ToetsingOnline

ToetsingOnline is een internetportal voor de indiening, beoordeling en
openbaarmaking van medisch-wetenschappelijk onderzoek met proefpersonen.

Elke drie maanden verloopt het wachtwoord van uw gebruikersaccount vanwege aangescherpie beveiligingsinstellingen. Wanneer dit gebeurt, eerst uw internetbrowser herstarten,
daarna kunt u gebruik maken van de "Wachtwoord vergeten” optie op de homepage van ToetzingOnline voor het verkrijgen van een nieuw tijdelijk wachtwoord. Indien u andere
problemen ondenvindt, kunt u contact opnemen met ToetsingOnline Support per email: suppert@toetsingonline.nl

Inloggen op ToetsingOnline O Registreren als nieuwe gebruiker

O ‘Wachtwoord vergeten? Klik hier voor een nieuw wachtwoord. = " i i ) ) )
R I R U kunt toegang krijgen tot ToetsingOnline door eenmalige registratie als
Gebruikersnaam vergeten? Klik hier om uw gebruikersnaam op te gebruiker

vragen. ’

belangrijk: ToetsingOnline gebruikt functionele cookies voor de werking van de website; bijvoorbesld voor het bepalen van vervolgschermen na het afsluiten van een ABR-formulier
of het tonen van de juiste tabbladen in een dossieroverzicht. Er worden geen persoonlijke gegevens opgeslagen. Een cookie is een eenvoudig klein tekstbestand dat op de harde
schijf van uw computer wordt opgeslagen door uw browser. U kunt uw browser insigllen dat u tijdens uw bezoek aan ToetsingOnline geen cookies ontvangt. Echier in dat geval kunt
u geen gebruikmaken van de mogelijkheden van ToetsingOnline. ToetsingOnline maakt ook gebruik van pop-upvensters, voor meer informatie over pop-up vensters, zie paragraaf
4.3 van de handleiding (in de zwarte menubalk bovenaan deze pagina).

Meer informatie: voor problemen met inloggen of andere vragen kunt u contact opnemen met de CCMO per e-mail: support@ioetsingonline n

HFfr:https://www.toetsingonline.nl/, https://english.ccmo.nl/about-ccmo/toetsingonline/ccmo-register/disclosure-of-study-results
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IREAPDT - HRETFTHABREBZRICOHESZD., SEIIFCEBFERFCSVWT AZE
HEITHEFICHZANTONFETHS
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EEREOBIE
B ExX{ZFR - B RHFTDENME
« Autoriteit Persoonsgegevens (A 55T -7 1RER) « LiRk—FAP Focus 2020-2023"(CC. SR EFEBEBHICBEVWTT-F 1
L=k, TIFIWEBRF. A8 E’ZU‘T’JIJUZL\UB NEFCEZZELS
m AE% FECHAIEEIRNT
o 2016FEDEANBREEEHEICEIY. ZNETEEL T College
Bescherming Persoonsgegevens (CBP, fl AT —7{REDT=HD K B EE)ES
F2NLRBIMEER, FICAPHREIND « 2020FICHITBAPDEENEMESLIT DBY THB
. 5 R
o BUFVHZE, BAICKRTBEAT-TIRERMEE EISIE | EHE 25,5904
° ﬂEAT QODLEELEQ@?ZD%@JLDL\—C _L/f%luﬁjjg -
o BAF-FEEHT B VATV TOES T-IREDBAES) 24,055¢F
& I Alinterventies, £ ?) 2,78014%
m BB R S s y
. APREECEVERINEEEA RV FROSOOBIICEY RS T-IRA 1,6641F
nctwa e 1,116%F
giE 714 (512,043,500¢€)
EE (F T-9REXEEEELLTO 27614
| | | “5yy | A3 NEENGTH)
= . 7) S -
)S’ZU\“:E:‘QU tz\;;%;’f /f@*ﬁ—)\ Hiig, I3 ANV -Y3Y f‘—gﬁﬁ%%nﬁﬂﬁ@ﬁ?ﬁ 84
Vi REEZXE  RE s6fF

HFT: https://autoriteitpersoonsgegevens.nl/nl/publicaties/feiten-en-cijfers-over-de-ap, https://autoriteitpersoonsgegevens.nl/nl/over-de-autoriteit-persoonsgegevens/het-
bestuur-van-de-autoriteit-persoonsgegevens, https://autoriteitpersoonsgegevens.nl/nl/publicaties/feiten-en-cijfers-over-de-ap,
https://autoriteitpersoonsgegevens.nl/sites/default/files/atoms/files/ap_organogram_09-2021.pdf
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> ZELTOERMERRROAHIMAITRETHY,
20194 [ = CORRERRRINAZE(L99.9%

> B - ERI/MEREZICIOTINATIRERRD
BENELD

> REMAZEHOS MERRRIEIA-AN 7REFRER
FH % (Osterreichische Gesundheitskasse: OGK)

EiE > &%gﬁﬁﬁﬁd)ﬁﬁrﬁm&y\w?é )= - L DLAN

> AAZEREes1-0. ABRERBIMNEICELGYIAY
£1910.18-23.501-0% R EH @305 3

ot 7E 3]
£INDFEEERER G
b sl =i
H S RIEES
(PRIRZEE)
E

7‘5 A

ERRER

ﬂﬁ&%ﬁi |
i %% EREEER

— R

- ﬁﬂMx
v

—

AREBERERTHS

HpER
B EFR EELAVEREEDERESR
> EUE
v General Data Protection Regulation (GDPR)
BAT-IPZOEIKICOVWTESE, EUBNEEICERINSEE
> BINA(IBERRERE)
v’ Austrian Data Protection Act (DSG)
GDPRZMH/E I H1EMIRECEATIENE
v Health Telematics Act 2012
»/ ELGA iﬁx "7127\7@ BEDEMNF)OVTRELTWS
»/ The thsicians Act 1998
EEEMBORBRZECOVTEELTVWAERNE
v Hospitals and Sanatoriums Act
A E Y FRUTLICDVWTRELTVWRERE
B EHR/PHROEVEA
> BRERED-F: e-Card
v 2005ENCEEHBOBRERBEN-FELTERINTVS
v EERLHEOSRE. 2ROFNENATHE
> BFEELHZRIATLAELGA
v EEDHTEROHE ﬁ AL SN B OB RE N AT e
v MRZELSLEWNGS. ZREHIBRTEIEERIBE

20054 IR TR ERIRBREE % BE Lk Le-Card R ET B
20154 BFERILHFEIATLATHBELGAN IAE)
20204 -E RN ICHIZL TV =EEED Hts 2 B R BRI E AV A —

AN TRRRRE S (0GK) ELTHREINS

H P https://www.migration.gv.at/en/living-and-working-in-austria/health/health-insurance/, https://ec.europa.eu/social/main.jsp?langld=en&catld=1021,
https://apps.who.int/iris/bitstream/handle/10665/330300/HiT-15-7-2013-eng.pdf?sequence=5&isAllowed=y, https://ikss.net/wp-content/uploads/2019/02/H30_27kaigai.pdf,
https://www.sozialministerium.at/dam/jcr:6102a229-7b92-44fd-af1f-3aa691900296/BMASGK_The-Austrian_Health-Care-System__KeyFacts__ WEB.PDF,

https://ec.europa.eu/health/sites/default/files/ehealth/docs/laws_austria_en.pdf
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B, REESt. DEDEEY-LATEIKELNL. ELGAICTIEAT R LIETELL

ERT-IN-ADE
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AT MAZERIA-ARNTPICEFBELGAY AT L], https://www.timelex.eu/sites/default/files/2019-01/03.%20Austrian%20legal%20framework.pdf
https://www.elga.gv.at/en/security/. https://ec.europa.eu/health/sites/default/files/ehealth/docs/ev_20180515 co08b_en.pdf
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A-AMN) T DRIEEEERE N4 FRTethikkomissionenTH Y, EFFR I & 2 ED iz
Do INTS

hEEEEEL ﬂ
RIEEREZESOHUE

Medizinische Universitit Graz

I H icci ACHTUNG: Empfehlungen zum Umgang mit klinischen Studien wéhrend der Pandemie finden Sie
% ﬂ ethlkkom Issionen hier (24.3.2020): Covid-19_Forum.PDF

Wegen der Coronavirus-Einschrankungen ist der Betrieb der Ethikkommissionen und der
Geschéftstellen deutlich eingeschrankt.

A=ARUT(Z(E. 9D DEFBINDIMIECE Z E DI A ECE

Eﬁ E;& = Ein wichtiger Hinweis: Link zum Bundesamt /BASG/AGES - aktuelle Infos zu
8 Aa @,f\\lzswiﬁiﬂgﬁéﬁ‘% (EC) 7:')\55 klinischen Studien, z.B. Weitergabe von Studienmedikation
1 Formulare, Leitlinien, Informationen, Gesetze, etc.
v § 8c Kranken- und KuranStaltengesetz des Bundes | Forum Osterreichischer Ethikkommissionen
(KAKUG)
v § 30 Unive rsitétsgesetz 2002 (UG) 1 Ethikkommission der Medizinischen Universitit Graz
RilE  REZFEZS2E. EPBHERSLIOCERE (KAKUG) = Interessante Links
DS DBHB SO TRROH B TIRHENS R
§30KF%£2002 (UG) TlF. BRI IILEZENE N
ﬁéﬂtj{?t}'{j‘?’% :0)%?%7‘]‘? I g%[*_’fj{‘nftl\é m  [nformationen zu multizentrischen Arzneimittelstudien
| Informationen zu Studien in Notfallsituationen (AMG und MPG)
ﬁgﬂ%ﬁ r%% 3*@@%&%@&%&%&%&\ %ﬁblﬂ‘ E%ﬁiﬁo)ﬁ | Registrierungpflicht fir Klinischen Studien

A, &V DI HAEZHAR

1 Interner Bereich - nur fiir Forum-Mitglieder

Ethikkomissionen(3 745 L% X EL. h—LR-I TIERIRHEITO
TW3, YA hTIE TEEETA-L] [BIEFRRH ATR31V ] [ER
R I[IXYN-FBREYMMEN EfESN TS

H AR https://www.bmbwf.gv.at/Themen/HS-Uni/Hochschulgremien/Ethikkommissionen.html
http://www.eurecnet.org/information/austria.html
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« ERBEIVEEREIROERKRFR

« HLWERGREFENAMROER

- BHAEFHRE. LU

- BEMRIOVIVLN (ERNILEIEENAFAR) OEHE. b
SUFLWEEREAROB S LHLWER L BEROTEDER

(7-51R:#E])

- TORE. T-INESE

O FROEFEEFETE. REEFLBBERREECERWVE
Ef

FEDBRAKHER, TLLWERARILRCREZHARIOVI
JhEHPIEIBER, FLFZETIHREREE TREBVE
BE, BLOBEYILSEEHIOREET EEEFIR

®

SISICICIOI®
e
&

EBEEZEORREBBORRZE 1L, EFXSEHEF, B EN
Tk No. 84/1998(CF /59 BRI DS n& MER(CFrE LA
nNEEoEVEHBEOREEL1A
READERBOEBEEERETIN TN, FEEZ0M0OEY)
RGENEEHEELTWE, B1ENBESSCHLLEVSIDA

©

wEEEEAL o

§ 8c Kranken- und Kuranstaltengesetz des Bundes (KAKuG) § 30 Universitatsgesetz 2002 (UG)

« 2TOERAZEEBEFBHIFIINELTOXRFET, EBRIC
HOURBEEZESRNREIND

(E&AR]

- EERBIVERER DMK TR

« HULWEERAEOEASLUICRERZTHET 5751 EBRIC
HOURBEEZSRNREINGEOL

ARICET 3%

[7-51%#]

« T-9RE T-INEFE

D BROEESEETE REEFEEEREBEETEAVE
Eifi

@ BEORKRRE, FLLWERAEE-ILAEZAE SOV
JhEFFETIEM, £ U TEISRRREE CEEVE
RE, BLOEYLBAERIOREES 3EEEFIR

B RBELFENHOLIISVNH-EADAYN-

® HMEEEEEESOAYN-0LELEE50%FLETHRIINER
mn

H AT https://www.bmbwf.gv.at/Themen/HS-Uni/Hochschulgremien/Ethikkommissionen.html
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RERMIROBEARICE., T-9REEIINTEY., EREHKI800FDEEREEHEL TL

pEEEEES ﬂ

»»»» FORUM OSTERREICHISCHER ETHIKKOMMISSIONEN  « « « «

B Ethikkomissionen7A—=JLDA IV O-RY A -5, BEEEICEAITZIHIR
M IVHGEEEEZESANDBEFEIANYN BRAZEZOFERE - &L
WEZRAREEITYO-RIBIENATRETH S

Ergebnisse der Tétigkeitsberichte 2007 bis 2013 in tabellarischer Form

FEERIRICBIIR B EAR
OV b OME

(Ober 98% aller Studien-Neuantrage erfasst)

MROIRER

Mittelwerte
Jahr 2007 2008 2009 2010 2011 2012 2013
Zahl der Sitzungen 71 6,7 6.3 6,5 6.8 6.8 76
Neuantrage pro Sitzung 97 8,0 95 9.8 10,2 160 199

RENZEEER (REECOMER)

Anzahl der Neuantrige

Jahr 2007 2008 2009 2010 2011 2012 2013

RESNLIN-T CRIEEE) 2a0H3HEDEHL

Neuantrage gesamt 2151 2351 2834 2916 3012 2846 3020

RAJTOTADA

i [t B

WERE . T3 EEREBACEBRAL, 1Y IA-LRIVEY MEEL
BI3EHOFIE

\
7

m

= ODY il

RLENDAYE
ZELBLWEEERTE. L WETETE

IRESNT -5 YV TN OREEERET BIHOFIE

S2ERE A DR

BAEEILLST-YT7IEA

T-9RE (EAR. FEEAL. MENICEAN)

T-HBORESLAE

: https://me001ned.edis.at/ethikkommission/

https://me001ned.edis.at/ethikkommission/Forum/index.htm

Prozent der Neuantrége

bzw. * der Beurteilungen von AMG-Studien Anzahl

Jahr 2007 2008 2009 2010 2041 2012 2013 2013
Sponsor, multizentrisch

kommerziell gesponsert’ 44% 45% 30%  30% 30% 30%  28% 846

multizentrische Studien 47% 456%  37%  38% 36%  30%  30% 932
Ort der Studiendurchfihrung

Krankenhaus / Klinik 95% 96% 95% 97% 97% 97% 08% 2054

Niedergelassene Arzte 5% 4% 5% 3% 3% 3% 2% 66
Art der Studie

Studien nach AMG 48%  44%  31%  32%  32%  29% 2% BT

Studien nach MPG % % 6% 7% 8% 10% 10% 302

Sonstige Studien 45% 49% B3% B1% 60% 61% 63% 1801
Beurteilungen von AMG-Studien *

als Leit-Ethikkommission 26% 26% 25% 29% 25% 26% 24% 199

als lokal zustandige

o D013 F 26T DMIEBEEZERICTVT-MAEZ

seed 17U\, FTARAAR R ENEER AR CEWNTR171%H o1
ol SEEERBELTNG, LU, BIOATEREEL

zur Weiterbehandlung vertagt &% 6% % 5% 5% 6% 5% 164
abgelehnt / zuriickgezogen 2% 2% 2% 1% 2% 2% 2% 50




DSBIZ. RRIRECEHATSIHIRBLILTICLEREEZREL. FEREF DN EwLS
1EN=HIS

EEEEOEE B B

a5 T =% R E#RS (Datenschultsbehorde: DSB) DPO(Data Protection Officer)
i53=E2 45% (2021 F) _

RULESZE  « Austrian Administrative Procedural Act (Allgemeines

Data Protection Act (Dat hut tz (DSG)), Section 5
Verwaltungsverfahrensgesetz (AVG)) ata Protection Act (Datenschutzgesetz ( )), Section

* Data Protection Act (Datenschutzgesetz (DSG))
BIEER BRF (BMI: EFEEE)

®E M > T-YEEE-WBECNLTT-YAEERERUBREN
EOREEZERIZENEFITS

T 32 (controller) PALIEE (processor)
>
>
> T=HIBIAT LADERNT IR REDEZFRIFLOR >
>
>

Faran

B
BEPUBEDT-IREAHOETEER
—-HRERTEDRIBSOREEENDBEMEENS
—HIREDFE(CBEIBENE
\IA-NYADEER

EBELBEDBRI(EIR)

oy,

e 191N

|

RICNTIERLRLEHE . HIBEORLITULIHEE
EhEL, T-F NI FENEEILTBLS5HUBIEREF TS

S~

8- ZBIFIEE

> GDPRICX I 2iEK: RASOREDEIEN R EONB(FS35)

> DSGICX I 2iER: 1EUTOELX., £-[EmKEE720H 5 DI % (monetary fine calculated up to 720 daily rates depending on actual
income) BB EB6NB(DSGEE635%. BELLRIFE=ZEERNEICHEITIER. £EEZNICLTT-IREODEARMIENCHITZE 20OFR
EEIZENEE>T Eo[E0BELDEHICEDNTETEINE, FERTIEAAIBEEHOTBAT -5, £EEB D OFEHICRECAFLEE
ANT=9%&FERLEY ALT I ARTEECLEEY, ARLEYLEBOIC T 240L5])

HFT: https://gdprhub.eu/DSB_(Austria), https://www.dataguidance.com/notes/austria-data-protection-overview
https://www.ris.bka.gv.at/Dokumente/Erv/ERV_1999_1_165/ERV_1999_1_165.html
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A=ZARUTPOEANIEEFTROEYIZRWICEET 5553, DSG THB., iFREERSE (FOG) TI3.

RPN EHRZENLLEE. LEBRREIEHNTNS

EEREOBIE (BFRRIES)

IHH BEABROEZEWNETEES aE, ERICAIZED ERBRYATLICETEER

EEE + DSG (Datenscutzgesetz) o FRREERSE - BEEE * Health Telematics Act
Data Protection Act (Forschungsorganisationsg = (Patientencharta) 2012
esetz — FOG) (ELGA Act)
REIOBER. | GOPREFEL. T-YREC HFUMEMTECEIZE EEY-LAEMATIEE  EFEBRIEKELGADER
B DWTHRH MRVOHARBENTOERF]  OEFISOVWTHE [CDWTHR S
SERIC DOV

« 1978 (ZHIE LEIMEA
T-ADRECRETZER o AR R
&%, DSG2000& LT IE BEEDEAERBEBOMEA
s GDPRDEADIH, 2018 FAlFOERAPYIRE

FICBHIE + GDPREER9EMEAH
FRHIXT SR AR VR B ED | EERY-CARMEtE EEY-C AR MHE
=3 — REOBEARALEFEANICBVNT,  — —

MR EF, ARTOIITRT
DLEEEEBENZEHSN T
%

HFT: https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20004633, https://gdprhub.eu/Data_Protection_in_Austria
https://ec.europa.eu/health/sites/default/files/ehealth/docs/laws_austria_en.pdf
https://www.timelex.eu/sites/default/files/2019-01/03.%20Austrian%20legal%20framework.pdf
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