EEEDTFICHIZIEHROFREEFERICEATSE

s E

2023%E3H30H

4




= [
AR

RE—E. HESOLH

1. 2& (EEDFLHEIRZMITIBROFRELAE
RICET 3R R) DEE

1.1 BREROHE
12 BEEESIUOXEAR
2. FENEOERBFBROEIZEWVCOVTOIRE o7
2.1 EHDSIZDWT
22 #EAEOORE
221 ZRAABAORIZERNE
222 REECRENEE. FIRTEEIDBWVELA)
223 #HE
224 REER
225 FBEICEIZMEABRDLFIRA

w

10
13
21
22
72
73
94
114
116
168

23 BEOFHIBER

231 KE
232 &HE
233 JIVR
234 RV
235 T4Y5VE

3. EEBHRENETET-IN-A(LIYAMN)RAE
3.1 HAEHME
3.2 AERR

4. HEIE

191
192
199
221
251
260
267
268
272
275



mggz:_ﬁe
&= 1 . [/ & | ____uxE_____|

(1/5)

ACT Applicable Clinical Trial FDAAAL_J:U”‘ﬁt%*%%ﬁih\g‘kéntl,\é e RAFSE KE
AKEK Arbeitskreis Medizinischer Ethik-Kommissionen EEGEEEZESHS By
AMG Arzneimittelgesetz EESE N
ANSM Agence Nationale de Sécurité du Médicament et des Produits de Santé EXREVERUROZTL20OEHOEREE IS5V
ART Assisted Reproductive Technology LR ER B
ATIH Technical agency for information on hospitalization SRR IE BT T JIVA
BA Business Associate Covered EntitiesDFE Y IR— 9 2B HEH DIHBIR KE
BAA Business Associates Agreement CIRATYVIMYEH KE
BCMD Causes of Deaths Database EFHEE IIVA
BDSG Bundesdatenschutzgesetz FAYEFT - R EE F1Y
BfArM Bundesinstitut fiir Arzneimittel und Medizinprodukte BB R R 3R S R B RS A SR R N
BfDI Bundesbeauftragte fiir den Datenschutz und die Informationsfreiheit RAYEFRHEINE TR EED By
BMBF Bundesministerium fur Bildung und Forschung VBB EREE F1Y
BMG Bundesministerium fir Gesundheit (Federal Ministry of Health) RAYEFRIR R KAy
CAG Confidentiality Advisory Group SFREIETRENIHFU-I)I-T ]
CASD Centre d’Accés Sécurisé aux Données XATT-ITICAEY T~ SNDSDREE AL ML TS IIVA
CBHC Cross-Border Healthcare BEBIEANATT EU
CCG Clinical Commissioning Group JUZAN-I2yYazV T - I -7 BEREMIEOEEBE - FEEREZIF AR XE
CCMO Central Committee on Research Involving Human Subjects AR RGEEEZES AI3045
CE Covered Entities EEREE., REREEERBEY -CABEEOHBTR KE
CESREES gomité éthiqL‘Je et scientiﬂque pour les recherches, les études et les évaluations BEABORE - -HEROTHEOEHOBERVRSESS 9592
ans le domaine de la santé

CFR Code of Federal Regulations SEFRARA KE
CMU Couverture Maladie Universelle T ) R AR R IV
CNAM Caisse Nationale de I'’Assurance Maladie ERERREES I3V
CNAV Caisse nationale d'assurance vieillesse LEZMRRES IIVA
CNCR Comité National de Coordination de la Recherche ENHAEREZES IIVA
CNIL Commission Nationale de I'Informatique et des Libertés ERUEBERVBHICEIIEREES IIVA
CNRIPH Commission National des Recherches Impliquant la Personne Humaine ANRAEDILEESR I3V
CNSA Caisse nationale de solidarité pour | autonomie SEERETEE IIVR
cPpP Comité de Protection des Personnes ANREZER I3YR
CPRD Clinical Practice Research Datalink RREERMAERT -5V R
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csp Code de la Santé Publique NIRETE R IIIA
CTIMP Clinical Trial of Investigational Medicinal Product SHERER D EG IR S E EHE
DCO Division of Compliance Oversight AVTIATIAERRES (OHRPARID—ERPT) KE
DUA Data Use Agreement T-H BN KE
DMIDS Deutsches Medizinprodukte-Informations- und Datenbanksystem FYEBRBESRIERT-IN-AVAT A F1Y
DMP Dossier Médical Partagé BAZERERVYATA I5VR
DNUM Direction du numérique TIFINEER IIVA
DPA Data Protection Act T-HIREE EU
DPO Data Protection Officer T-HREREE EU
DRKS Deutsche Register Klinischer Studien FrYERRAREHRES F1Y
DSK Datenschutzkonferenz FYEIRT-FRELR F1Y
EC ethikkommissionen REEEEREESR A=-ARUT
EDPS European Data Protection Supervisor BRI T~ SR & B 2R AR EU

EEA European Economic Area FRINIR AR EU
EFIPA European Federation of Pharmaceutical Industries and Associations BN SEFFESS EU
eGK elektronische Gesundheitskarte (electronic medical data card) B F R ERIRREE N
EHDS European Health Data Space BRI BT -5 AR-2 EU
EHR Electronic Health Record BFREDHR $HE
ELGA Elektronische Gesundheitsakte A=A T EFRERHEYATA A=-2ARUT
EMA European Medicines Agency EERFHED EU
EMDN European Medical Device Nomenclature FR EE i 2R T EU
ENISA European Union Agency for Cybersecurity FRM Ry RD=7 - B F 1Y T4HEES EU
ENS Mon Espace Santé NANIVAANR=-R IIVR
ePA elektronische Patientenakte BFEEDR By
FDA Food and Drug Administration BEREERED KE
FDAAA Food and Drug Administration Amendments Act HWEBMEERBDE KE
FIH First-in-Human EMIEIR 5 3ER, L MIRIH TEZR 5T 2ERBEDEER St
FOG Forschungsorganisationsgesetz IR L A-ZARUT
FT NHS Foundation Trust EEY-CAERETZIMINIEEN EE
FWA Federalwide Assurance TEFBAREEHIEE KE
FY Fiscal Year REEE HE
GAfREC Governance Arrangements for Research Ethics Committees HRGEZESRANTVABE EE
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GCP Good Clinical Practice EERBOBRKRABROEBOELE E3ES|
GCP-V GCP-Verordnung GCPIRA, b MNREZE RFE RO ARERICEI T 284 Ry
GDPR General Data Protection Regulation EU—M&T -5 {RER A EU
GKV Gesetzliche Krankenversicherung B EERERME 1Y
GKV-SV Spitzenverband Bund der Krankenkassen EREERRESS F1Y
GMO Genetically modified micro-organism or virus B FHRMEIMEDEELEIMIIA A5045
GP General Practitioner WAEZER. MYDTE Hid
GRID Global Research Identifier Database AV514 YT —HR-AGRID HE
GSK Glaxo Smith Kline DSDYARIRT AV, BE EE
GTAC Gene Therapy Advisory Committee BrFAESEMEZEES EE
HARP HRA Assessment and Review Portal HRAZFE L E1-RK-5 )L ESES|
HDAB European Health Data Access Body EURENIEE LR BET-Y DR FBICRT 2555517 5HES EU
HDH Health Data Hub AVAT-9NT BEROEERT-9eE£HLIET-IR-2 I5VA
HDL Forschungsdatenzentrum Gesundheit (Health Data Lab) WMET-FEI5— (NVAT-FTR) K1Y
HEI REC Higher Education Institution Research Ethics Committee EEAEREREETERER EE
HHS United States Department of Health and Human Services KEAREREEUE KE
HIPAA Health Insurance Portability and Accountability Act BENRVERNESEORDOERISREMTICET3EE KE
HITECH Health Information Technology for Economic and Clinical Health Act EEEMEOMEERM A ET(ICET R EE KE
HMAC Hash Based Message Authentication Code NEHE, WERE N\ VIEEAEDEERITAR IIVR
HRA Health Research Authority EE RS %=E
ICO Information Commissioner's Office EEE A ER R E BB AT EE
ICTRP International Clinical Trials Registry Platform EREGRERZ T TY N IA-L HiE
IFPMA International Federation of Pharmaceutical Manufacturers and Association ERMUEFEESS HiE
INSERM L'Institut national de la santé et de la recherche médicale E L REEEPTITAT IIVA
IRAS Integrated Research Application System REC:CAGDIR BB RE STV IA—L HE
IRB Institutional Review Board REEEEER KE
ISO International Organization for Standardization [E BRIE A B i@
ISRCTN International Standard Randomised Controlled Trial Number EEDRRS S UERARFTI SR ESES|
1SS Information Society Service 1FHRESY-ER EE
KAKUG Federal Hospitals Act A R[S A-ARUT
KELA Kansaneldkelaitos HRRET J14IIVE
LDI Life Data Initiative REREREREOREETEEDEREZER SE:S
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LDS Limited Data Set YiFyk-7-5-tyh KE
LPA Lasting Power of Attorney XA IEME E
LSP National Exchange Point FTYAFWAIVFRAV b, ERT-IBETIY N TA-L AI3049
MBO Muster-Berufsordnung fiir die in Deutschland tatigen Arztinnen und Arzte EENZERERN Ry
MDPH Maison Départementale pour les Personnes Handicapées BEEEDEHOT-IN-2 I3V
MDR Medical Device Regulation EEEER R A Ry
MHRA Medicines and Healthcare Products Regulatory Agency EE L EES SR T EE
Ml Medical Informatics Initiative EEERIZVTF) By
MoDREC Ministry of Defence Research Ethics Committee BREEMEGEREEEZEES EE
MPDG Medizinprodukterecht-Durchfiihrungsgesetz e EhEh F1Y
MPID Medicinal Product Identifier E#SID EU

MR Methods of Reference ISV ADEEMRGEEEDFREINERIT IIVA
MRC Medical Research Council EFMRRE EE
MREC Medical Research Ethics Committees EEARGEEEEES A4
NCPeH National Contact Point for eHealth e-NJVADE WK OHEE EU
NHS National Health Service ERF/EY-L =E
NHIN Nationwide Health Information Network EREREERRYNI-T KE
NIB National Information Board ERIEHREB eS|
NIH National Institutes of Health E B ERTAT KE
NIHR National Institute for Health and Care Research E SRR EE
NIR Numéro d'inscription au répertoire des personnes physiques HEREES IIVR
NIS Network and Information Systems FYRD-JLIERIAT A EU
NREAP National Research and Ethics Advisors’ Panel EEHRHEEEEMNEER EE
NRES National Research Ethics Service HRGEEY-L =E
OCR Office of Civil Rights AHERER KE
OHRP Office for Health Research Protection KERERUEHRERER KE
ONC The Office of the National Coordinator for Health Information Technology EETEXFALEE HKE
ORCID Open Researcher and Contributor 1D A=FyRID, FAERZEBHID EE
PEI Paul Ehrlich Institute K=V I-VU Y LB TR By
PHI Personal Health Information BAANERIER KE
PHPID Pharmaceutical Product Identifier EHIID EU
PHR Personal Health Record EADRER - E&- N BT 315R @
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PhRMA Pharmaceutical Research and Manufacturers of America KEFRUETEG S XE

PIN Personal Identification Number EINHREFSHE T4V
PIS Participant Information Sheet SMEERY - KE

PMSI French National Administrative Database BETYYY- I5VA
REC Research Ethics Committees MAGREEEEZER EE

RIPH Research project Involving Human Subjects FSUNOLTES I5VR
RKI Robert Koch-Institut OV b JyRER SR AT F1Y
RNIPH Research project Not Involving Human Subjects et ADIFZER, HDHDT -5 % ER LR I5VR
RNIPP national directory for the identification of natural persons zggg* INSEE(TTY ABISZBIFA) - &0 THERFSN TS B AR A DRI D00 IR
SAC Scientific Assessment Committee RNEFMEES ESES|
SBOM Software Bill of Materials YILIITIVR-RY M EERT 2R A DY+ Hi@

SCR Summary Care Record BEBFHRETILHR £35S

SGB Sozialgesetzbuch ik 1Y
SNDS National Health Data System I3V AEM EET-IN-A IIVA
SNIIRAM French Health Insurance System Database RERIRRT-IN-R JIVA
SOP Standard Operating Procedures THEEEFIEE @

SPE Secure Processing Environment REBIIBIREE EU

TFG Transfusionsgesetz s iE A

THL Finnish Institute for Health and Welfare J4V5Y FE R R R AT J4VIUR
UG Universitatsgesetz KEFE A-ARUT
UKREDG UK Research Ethics Development Group MEGERREIIN-T S

UKRI UK Research and Innovation R OANCE V- EE
UMIT _Ll_J:ci;ilf()sliga;i;Ur Gesundheitswissenschaften, Medizinische Informatik und (R S B S SRR AT RL T A 2 A-ARUT
VIG Vertrauensstellen Implantateregister und Gesundheitsdaten FSAMRAT-V3Y Ry
WGBO Dutch Medical Treatment Contracts Act EEREE A58
WMO Medical Research Involving Human Subjects Act L hERETBEZHITE A5045
ZES Zentrale Ethik-Kommission fiir Stammzellenforschung BHRMEOEHOFRGEEZES RAY
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ISO 3166 : E#&ICBET 5/

ISO 8601 : HATICRI S 5:1&

SNOMED CT GPS : ERPREEEFIEE

HFT: https://health.ec.europa.eu/system/files/2022-06/ehn_guidelines_eprescriptions_en.pdf

31




EHDSICHIFB_RFIADIRRELT, T4Y3FV ., T5V A, FMYI[IHealth Data Access
Body (MM ERTOEFREET-IOFBLT7 72 A0OY K- MRS ZEH TS

RN EE SHP

n European English (@) Search
Commission

Questions and answers - EU Health: European Health Data
Space (EHDS)

10. To what extent are Member States ready for the EHDS?

As regards the secondary use of health data for research, innovation,
policy making and regulatory purposes: studies which inform regulatory
decisions are currently often performed in a small set of databases
clustered in a few EU Member States, limiting their geographical and
demographic sample sizes. To overcome this fragmentation and the
over-reliance on consent, some Member States started to adopt
national laws. For instance, 13 Member States have started to put
forward more centralised national systems to provide access to data,
but there is no link between them at EU level, the system remains
fragmented and there are differences between tasks, even though they
share many commonalities. Some Member States have created Health
Data Access Bodies such as Findata, French Data Hub, German
Forschungsdatenzentren, and others.

The EHDS is ambitious in the sense that the proposal wants to
advance digital health for all Member States and to make the
healthcare systems of the EU ready for the digital future.
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Act on the Secondary Use of Health and Social Data (552/2019)
#He-BET-YORF IS %% (552/2019)
1

Chapter 2: Authorities and Organisations

F2E: HRBLUER

Sections 6: Authorities and organisations responsible for the services and restrictions on data sets

F6lE: Ty MBI 3Y-PAPHIRICEE2F 0L /P akk

Chapter 3 (services that enable secondary use) contains provisions on the services that are needed for processing the customer data of social and health care services and other personal data
referred to in this Act that can be combined with them for the purposes stated in section 2 (scope of application). The responsibility for producing the services lies with the Data Permit Authority
and the following authorities and organisations:

F3E (TRAAEABEICTZY-LA)CE, B - BRY-LADBEET - IBLUORETERINZZOMOEAT-INS5, F2E(EAEHE)CREHDEHNDEDIZNSEEETEZE0EN
BIEHICHERY-CRAICETZIRENEINTVET, T-IFABSSUUTOLBPHBECY-CADIEREESHYET

1) Ministry of Social Affairs and Health
HeRER
2) National Institute for Health and Welfare, notwithstanding the data it has collected for statistical purposes as a statistical authority
E L REREALRFZRAT(THL): BiET B TURELET-Y THANEDLT IR
3) Social Insurance Institution of Finland insofar as the data needed for the purposes stated in this Act is personal data stored during the processing of benefits in a customer relationship or
concerns drug prescriptions and associated delivery information stored in a prescription centre referred to in section 3, paragraph 4 of the Act on Electronic Prescriptions (61/2007) and in a
prescription archive referred to in paragraph 5 of the Act
HERET (Kela): CORRICEHINEENOEDICHERT -, BEBRICEIZHAONBHCEFEINEAT-Y. FREIEFLFECETZEE (61/2007) DFEIIEA)IERS
NI A EE Y- BRURIEEIE(S)[CE RSN AET - DT (LR FESNEEFILASSUBET ZEXT -5 (CBIET 2N THIHEN TR
4) National Supervisory Authority for Welfare and Health Valvira
Bt - BEEREEE B (Valvira)
5) Regional State Administrative Agencies insofar as they process matters related to social and health care
A BRE: S RESLUEECEET 2BEANET 21557 R
6) Finnish Institute of Occupational Health insofar as the data needed for the purposes stated in this Act comes from occupational disease registers and exposure measurement registers and the
Institute's patient registers
FEETETAT CORRCRESINTVWZENOLH CHELRT-F ., BERER. RRUATERELUOMRMOBEZRICERTZHAN TR
7) Finnish Medicines Agency Fimea
EE ST (Fimea)

HPR: https://www.finlex.fi/fi/laki/alkup/2019/20190552

35



e -BET-FO KA ACET 2 EECRT-T £y N 3 Y- ADER RIER
HHEENATINTING
==

Act on the Secondary Use of Health and Social Data (552/2019)
#He-BET-YORF IS %% (552/2019)
1

Chapter 2: Authorities and Organisations

BB URELUER

Sections 6: Authorities and organisations responsible for the services and restrictions on data sets

F6lE: Ty MBI 3Y-PAPHIRICEE£F 0L /AR

Chapter 3 (services that enable secondary use) contains provisions on the services that are needed for processing the customer data of social and health care services and other personal data
referred to in this Act that can be combined with them for the purposes stated in section 2 (scope of application). The responsibility for producing the services lies with the Data Permit Authority
and the following authorities and organisations:

FEIF(TRAAERRELTZY-LRA)CE, HeBEU - BEY-LAOEERT - IBLUORNETERINZZOMOEAT-IDI5, 28 (EREHE)CREHOBNDEDIZNSELEETEZEDEN
BRI ERY-LAICETZRENEINTVNET, T-IHFARSLUUATOLBPEBICY-CAOEREENHYET

8) Public service organisers of social and health care
HEEU-BRICEIIAHY-YAHESE
9) Statistics Finland insofar as the data needed for the purposes stated in this Act is data referred to in the Act on Determining the Cause of Death (459/1973)
BET R CORBRCEBINTEENOLHICHERT I, FERDRECBETZEE (459/1973) [CERINET-ITHIBENR
10) Finnish Centre for Pensions insofar as the data needed for the purposes stated in this Act is necessary personal data stored in the Finnish Centre for Pensions's registers and concerns
employment and earnings information stored during the implementation of earnings-related pension, granted benefits and their justifications, including disability pension diagnoses; and
FE&TVI- CORRICEHINEENOEDICHERIERD, EETVI-OEFEIRFINTVILELRBEABRTHY ., MBHEEESE, (T5INEHGET. BEEESZHMEETZOELEL
DEBRICREINLERSLUFBBEREEOHEITR
11) Population Register Centre insofar as the data needed for the purposes stated in this Act comes from the Population Information System and is basic data on individuals, their family
relationships and places of residence as 14 well as data on buildings
ANOBFEYI— COERRCRBINTENOLEHCHERT-INAOBRIATLANSEONZRYCENT, BA. ZOREKER. BEMICETIERT-IELUEYCETET-5TH2H
SYIFSE

HPR: https://www.finlex.fi/fi/laki/alkup/2019/20190552

36



& RET -5 O RFIRICET 3 5@ RAMETS L CORRRMEFRRS
nTL3
+-

Act on the Secondary Use of Health and Social Data (552/2019)
#He-BET-YORF IS %% (552/2019)
1

Chapter 4: Justifications and preconditions to the secondary use of personal information, General justifications for secondary use
FAE: AABRO_RAAOEH LS LUEHRSES
Sections 36: The Data Permit Authority's right to obtain and process data without prejudice to secrecy obligations

E361R: FHBRBEEI LT -IEAFLAET 57 - TR RIRDHER

Secrecy obligations and other restrictions on the use of data notwithstanding, when the Data Permit Authority needs the following data to carry out its tasks laid down in this Act, it has the right to
obtain the data from the controllers referred to in section 6, private providers of social and health care services and the Social Insurance Institution of Finland when the data is stored in the Kanta
services referred to in the Client Data Act:

FWERESLVZOMOT-IERICET2HIRICEANST. T-IHARIRECEDZEEFEITIZEDCUTOT-I2HELTZIHE. KEFTATERLVIERE, & -BRY-L2
OEMEHE, LUOT-IDIF1 TV T EILE R T BKanta Senvicel RESNTWRIERET1 VTV FH S REEENIST-YZAFIZIEFEHLET

1) The information needed to grant a data permit
T-IH A AT 59 3DICHERER
2) The data referred to in a granted data permit in order to collect, combine and pre-process the data in accordance with section 14 and to disclose the data for processing by the permit holder;
FLATE(CHHTT - IZNE. A, FIEL. AR EEICLPIBOHCT - ERART2EDIC. (T EINET-FHFRIEEHICE RESNTNET -4
3) The information needed to assess whether the data referred to in the data permit application can be anonymised 8 or whether aggregated statistics can be produced from data referred to in
section 45
T-HH A HBETCERINET-IEERLTEZNEIN., £LEFEASTETE RSN FT-INSEFEINEHFZERTEZNEINETHMT 3HCHERIER
4) The data needed to generate aggregated statistics; and
EE NIRRT B ERT -
5) The data needed to collect the pre-processed data sets referred to in section 14(5)

SB14IA(5) CE RENBRAEINT-T Y M NET B ICHERT -5

The data referred to in subsection 1 above may be disclosed to the Data Permit Authority via a secure hosting 10 service referred to in section 17. Secrecy obligations and other restrictions on the
use of data notwithstanding, the Data Permit Authority may use a secure hosting service referred to in section 17 to pick the data referred to in the data permit from data and data repositories of
controllers referred to in subsection 1 when possible and appropriate in light of the content and technical implementation of the registers and data repositories. The Data Permit Authority is
considered a controller for the data it obtains by the means referred to in this section

LEDDT-FEF, BL7ETERINZRERINATAV I -LAEBLTT-IHFRIRICHARTIENTES, WERRERBHLUT-IDOERICBET2Z20MOFIRICEDS S, 75 rI#E ., &
BEHLOT-IVRI N ONBB I ERECBSLTRIEEN DB HIHZE . 1)ICERUEBEBEDT-IBL0T-IURIMNINST IR [CE R UET-YERINT B1-HICFE175ICE R UE
REBRATAVIY-LARERATRIENTEREOELET, T-FHFAIEREE, RIBICERSNLEFERTRELET-F(OVT, BEHELHABINET

HPR: https://www.finlex.fi/fi/laki/alkup/2019/20190552
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Hur anvénds dina uppgifter?

Kanta-sidor! Har finns viktig

HEIDEWBEOLSICERSNIIH ?

Isovérden

m Kanta-tjgnsterna. Eft
ténd for utlémnande

> U797k, HRENFAIEERRE. HREOBHRER
BIENTEXY

Vardpersonalen kan se dina uppgifter, om du ger tillstand till det

Social- och halsovérdspersonalen kan erbjuda dig basto méjligo vérd oc! rvice nar de hor tillgang till tillrackliga och N

o o . e e - £ RESEEICEIDZ AT Y IR B BEOERICT T EATEN
uppda uppgifter dina uppgifter | Kanta-tjénsterna. Kanta-tjénsterna méjliggér uppgifternas . 'H:E R TJEiE ICEE v VA L)) =SR2 §
rérlighet mellan de yrkesu rson vérdor dig

. BEE0OY-EAZRMTEET,
« Kanta—ERAEHEREZETTIBEA 4 DETOIERDBENER]
BEICLET

Dina uppgifter som finns lagrade i Konta-tjénsterna &r alltid tiligéngligo fér den tjdnstetillhandahdliare inom social- och

nterot dem. Hélso- och sjukvérdspersonalen som vérdar dig kan utan ott du ge!

cksé anvinda dina receptuppgifter samt uppgifter som finns lagrade om dig i sjukvérdsd

pts
tdataregister. Ovrig halso- och sjukvardspersonol som vérdar dig kan anvinda dina patientuppgifter som finns

lagrade i Kanta-tjansterno, om du hor gett tillsténd for utidmnonde av dem

> F-IORBICONTREREEISEET
Kanta —EANBEEATVIICEDT-FEMTTENE. B
TROSNET |

amnande av uppgifter inom

socialvarden &r separot fran tillsténdet for utidmnonde av uppgifter inom halso- och sjukvarden

Du kan bestdmma dver anvdndningen av dina uppgifter
Du kan sjalv besté&mma vilka av dina uppgifter som 18mnos ut till vérdpersonalen frén Kanta-tjdnsterna. Du kan hantera
anvéndningen av dina uppgifter via Mina Kanta-sidor eller | samband med ett besdk inom sociol- eller halsovarden.

o BRI FEEDLA EBERAAZELL, HEDHHEEADIE
WH A IEN R gEE Y XT
Du har rétt att férbjuda anvéndningen av dina uppgifter, s& att de inte visas ndgon annanstans &n hos den

tjdnstetillhandohéllare som har dokumenterat dem. Du kon begrénsa anvindningen av dino uppgifter genom att till
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> T=AOFIBICOVNTEEHRD

P& Mino Kanta-sidor ser du dina egno uppgifter och var de har anvants. > J:Eaa),ldﬁaﬁﬁél%_u/ut{: t (:D L\tv_a 3-5
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Lds mer om anvéndningen av uppgifter

cationsn pd Jtsen kanto.f. &

Markera att du har tagit del av Kanta-informationen

0777 k/MyKantaR—IA

Jog har tagit del av informationen om hur mina uppgifter anviinds inom social- och halsovarden.

TR Fort-att till Mina Kanto-sidor ©

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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Tillstdndet for utidmnande omfattor ollo de uppgifter om mig som finns fograde i Potientdatoorkivet och Gven de
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De forbud som jog eventuelit hor onmdlt till sjukvérdsdistriktets gemensomma potientdataregister gdller pd somma
s5tt som tidigare

Y EI/BROHTEER3

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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W7 EFHRFERFEIEOBEm TR

ENTED

2. REHREEZFI RIS (@ ALAE

Ingangssida
Recept

Halso- och sjukvards-
uppgifter

Uppgifter om
socialservice

Uppgifter om val-
befinnande

Hantering av
anvéndningen av
uppagifter

Donationsvilja
Livstestamente

Coronaintyg

BRI LEDEH)

Testoaja, Teppo Antero  Du har loggat in till din personfiga e-tjanst (RS- PERITS)
Ingéing

do > Hontering ov anvindningen ov uppgifter » Farbud mot utldmnande av receptuppgifter > Utlamnande ov receptuppgifter

Utldmnande av receptuppgifter

Markere under Férbud de uppgifter som du vill forbjuda utidmnande cv. Avmarkera rutan om du vill &terkalla

forbudet
y forbudet

Vdlj de recept vars uppgifter du vill forbjuda utldmnande av

075 EFRORTOEEIE
o FARERIEUVEWVERICHLTURLEICFIYIN-VEIRLET

Zuk/A75 B/ERE m

ARE RRFRNRELLS
AL AR | ERELAT ZEREFR I BILEFAILE

vV /EEERTF

Lmd Forskrivningsd ¢ Lak J:I—
1.10.2020 XARELTO 10 mg tabletti, kalvopadllysteinen
[ 722018 | DIAPAM 10 mg tablett
| 72.2018 | DOLCONTIN 30 mg depotiabletii %%\ H%ayl%#ﬁﬁﬁﬁ'—\
7.2.2018 HELIPAK A enterokapseli jo tobletti | e %A(i%’ﬁ)@%ﬁziiﬁ&%jt
7.2.2018 RENITEC COMP 20/12,5 mg tabletti :
| 7.2.2018 | RENITEC COMP 20/12,5 mg tabletti !
| 7.2.2018 VENTOLINE EVOHALER 0,1 mg/annos inhalagtiosumute, suspensio : a-
26.6.2013 RENITEC COMP 20/12,5 mg tabletti 1
Totalt 8 recept Visa rader pé sidon :
1
1
1

- 1 20 v

Utladmnande av uppgifter i en nédsituation

2 Jag tillater att de receptuppgifter som berérs av mitt forbud fér lamnas ut i en nédsituation, till exempel om jag
ar medvetslés pa grund av sjukdom eller olycka.

(o) €2 3

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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BEBHEATRRIEOEE TR, BRIOHBELY-EXTONIIADIERATER L
JBIENTEDS

2. RiEHKREEEMN AT 3(® BFFERFATE LOEH)

Ingangssida
Recept B e e |
Halso- och sjukvards- >
uppgifter
— *x
Uppgifter om val- > 750 0) 957.]‘0)« s.u:

Hantering av
anvandningen av 3 aig_
UPpgis « [IRTOBEFROMTERLL | EBINTEE, SKantalCREF
pope — 1 SWAREBELTATRIELBYEY

ve FRORIEELLSSE. BRICRIEZLEVRY, RRKFTHOT
L BIFATORLEIRESTHY, $EE$'Jﬁﬁ§“%n_tli’Cé‘iﬁ/u

e K RO -V AT/ INDRPIRER 1 52N

Livstestamente

Coronaintyg

« BROFROFELR, EB>CEBMIHZETEAINET

meddelo nyo forbud.Det &r forbj
mig som lograts i Potientdotoarkivet till en annon tillhondahdllors ov
foljonde servicehd: och/eller tillhondohdliare av hlso- och sjuk Jog eventuellt hor
meddelat sjukvardsdistriktets gemens: register dver ppgifter gdller pd somma satt som tidigare

Coronaintyg Forbud mot utldmnande av enskilda patientuppgifter
Utlamnande av besdksuppgifter e e e e — - \

T | BEEROBROZIE
Meddela forbud —i 5_1 E}ljﬁ:ﬁ%gu 7/1;_7'_5-']:

Du hor inte férbjudit ott besdksuppgifter lBmnos ut

5-2. Y—E2FON15 511k

Utlamnande av uppgifter ur tjanstetillhandahdllares register

. Du hor inte farbjudit ott uppgifter som sparots | tjidnstetiihandahdliores register IGmnos ut,

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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BEEHBITORILE, HREEBRIZILT

2. HEREEF AT Z(®-1 BEBRFETRE

Testasjo, Teppo Antero Du har loggat in tilldin personiiga e-ticnst. (L LRAE)
isiniing

véndningen av uppgifter > Farbud mot utlamnande av patientuppgifter > Utlamaande av bessksuppgifter

Ingingssida Utldmnande av bescksuppgifter

Recept > Markera under Férbud de uppgifter som du vill férbjuda utiémnande av. Avmarkera rutan om du vill &terkalla
Halso- och sjukvards- > forbudet

uppglites Viélj de bessk vars uppgifter du vill forbjuda utldmnande av
Uppgifter om val- > .

befinnande | Férbud Tid ¢ Serviceenhet ¢ [

: BhfEE R FE L D)

RENARLTHS

SRBEBANDBETROEIL
o FAREZELEV-EAIZYMIMULTIZLIE J(CFTYIN-T%F
LY

Hantering av
anvdndningen av
uppgifter

Femkantens hélsostation, Helsingin sote terveydenhuolto

Aggelby hélsostation, Helsingin sote terveydenhuoito

Donationsvilja

Livstestamente
Totalt 4 besok

Coronaintyg

Utldmnande av uppgifter i en nédsituation

Jag tillater att de patientuppgifter som berdrs av mitt férbud far I&mnas ut | en nddsituation, till exempel om jag

&r medvetsls pa grund av sjukdom eller olycka.

Avbryt Spara
(rore) CED

|
’ Stengards halsostation, Helsingin sote terveydenhuolto
‘ Aggelby hélsostation, Helsingin sote terveydenhuolto

Visa roder pa sidan

20 v

2ib/HE/Y-EA1Zvk

F2ROBEERRAT

« AABI[IPELCTEHEROIIZALRLE, BRERNIKELIS
A AATRIE | ERELAAZERER T BILEFAILE
5

FrUUV/REERTE

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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Y-ERTONMY LR LEWNSGE ., 20 BR(AREEDN ERFRE) LU TERD
TEB3EERICTHEOTWS

2. ZEWEEEF AT (B2 BEBRFEREL: Y-LATO0/\1F 5 Z L DEH)

Testaoia, Teppe Antars O o el » v,«" """""""""""""""""""""""""""""""""""""
Ingé id o . " .
;i::‘:w - Utl{ir;monde av uppgifter ur tjdnstetillhandahallares H—P270NI T \ORI RO

register — N S -
Haso- ochsukodrds- > O o« BIREZIELEWY-LZTONFIRL TR [ISF Ty /Y- T %8
uppgifter rﬂjuv-tvu under Férbud de uppgifter som du vill férbjuda utidmnande av. Avmarkera rutan om du vill dterkallo big-
Uppgifter om val- > R
befinnande

3 Vilj de tjdnstetillhandahallares register ur vilka du vill férbjuda
Hantering av utlamning av uppgifter
anvandningen av
uppgifter | Haiaandokin Offentlighdlso- Lo ovard Al
SRR T o och sjukvérd e R D] register |

Coronaintyg Askolon sosiaali- jo terveyspaivelu
E3poon kaupungin tydterveyspalvelut, Henkidstapalveiut
Patveluliiketoimi

Espoon kaupunki, sosiooli- jo terveystoimi

R2ROFHEAT

HPRATONAY) (AR 2R 22 ) !

r

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

- = [
Donationsvilja

- Akaan perusturvotoim |

Livstestamente ! ! ! 1

1

1

} ' t 1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

|
‘ {
AT s PR PEMCEBESOLBALY, RAFEIRELLSA
‘ e o e 0 (L AT | LR E LAV, SR E R RS BI LA RILET
= Etal&-Savon sosoall - jo terveyspalvelujen kuntayhtymd |

. } Euron sosioali- jo terveyskeskos l Ll l *V}t}l’/_ﬂ.ﬁ§1%r

Livstestamente Asnekosken kaupungin perusturva

Coronaintyg e e e e - = 4

Utldmnande av uppgifter i en nddsituation

Jog tilldter att de patientuppgifter som berdrs av mitt férbud fér IGmnas ut | en nddsituation, till exempel om jog
&r medvetsids pé grund av sjukdom efler olycka.

Avbryt Spara

HFT: https://www.kanta.fi/documents/20143/120102/0Omakannan+k%C3%A4ytt%C3%B6ohje+SV.pdf/39a49d14-59a2-8368-39c6-f51d44989f2a?t=1672220231532
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IV AT RET L EH (CSP) L.1461-1[CE D=, 1107 —-YIAEH%ZSNDSICYNELFIH
AJREICLTW\B

Code de la santé publique (CSP)

1 DREE LM

Partie legislative, Premiére partie, Livre IV, Titre VI, Chapitre 1°": Systéme national des données de santé, Articles L1461-1

IEER, F1ER, ok, FolR. F1E: ARERT-FHIE. L1461-118

|.-Le systéme national des données de santé rassemble et met a disposition :

EREBRT-FIVATASNDS)E, ROEOFIREL, FIAAIEEICT S

1)

2)

4)

5)

8)

9)

Les données issues des systemes d'information mentionnés a l'article L. 6113-7 du présent code ;

COEHOLE L.6113-7 [CRREFINTWBIBER VAT LANSDT -5

X L6113- 70X R AESLUVEMOEERERELTNS

Les données du systeme national d'information interrégimes de I'assurance maladie mentionné a I'article L. 161-28-1 du code de la sécurité sociale ;
HAREL#E161-28- 1IN EEREERREIERYATLNGDT -

Les données sur les causes de décés mentionnées a l'article L. 2223-42 du code général des collectivités territoriales ;

5 BB —REL2223-RICEHINTVSERICE T 3T -5

Les données médico-sociales du systéme d'information mentionné a I'article L. 247-2 du code de I'action sociale et des familles ;

HEES - RIEKAL 247 2F(CEHINTVWBIERYATLANSDEE #2175

Un échantillon représentatif des données de remboursement par bénéficiaire transmises par des organismes d'assurance maladie complémentaire et défini en concertation avec leurs représentants ;
HRNWGRRERRRAENSEEIN, Z0REXELBELTCERING, SREJCOZEERMT-YORKI VT

Les données destinées aux professionnels et organismes de santé recueillies a I‘occasion des activités mentionnées au | de I'article L. 1111-8 du présent code donnant lieu a la prise en charge des frais
de santé en matiere de maladie ou de maternité mentionnée a I‘article L. 160-1 du code de la sécurité sociale et a la prise en charge des prestations mentionnées a I'article L. 431-1 du méme code en
matiere d‘accidents du travail et de maladies professionnelles ;

HEREERRL160-1ICRESNIEREIZIHECHIZEEEZENEE, BLURIRHELAS1I-UIREINSHE XK TSSO E SRR CBET216(T. FIEHRE111508FE IEICRHINSFEIC
BELUNESNIEERBESLCRBRITOT-Y

Les données relatives a la perte d'autonomie, évaluée a I'aide de la grille mentionnée a I'article L. 232-2 du code de I'action sociale et des familles, lorsque ces données sont appariées avec les données
mentionnées aux 1° a 6° du présent | ;

HRBALEBREL 23220 R HIN TV T Yy ER LIS - B EMOEKRICETET-I T, INGOT-INARN D1~6DT-FLBEINTIHE

Les données a caractére personnel des enquétes dans le domaine de la santé, lorsque ces données sont appariées avec des données mentionnées aux 1°a 6°;

BESFORABNSELEAER (Cho0ERNM~6ICEBHINLIERE—HIT25E

Les données recueillies lors des visites médicales et de dépistage obligatoires prévues a l'article L. 541-1 du code de I'éducation ;

HEEHRE L5411 RICRESNRFNBRERB SR ESHOBRICNESNLT -5

10) Les données recueillies par les services de protection maternelle et infantile dans le cadre de leurs missions définies a I'article L. 2111-1 du présent code ;

BFRES-CAN, AEAE 121111 RIREINEBO—BELUNELET-S

11) Les données issues des dossiers médicaux en santé au travail prévus a l'article L. 4624-8 du code du travail.

FENREE 14624-8 RICRESNIEERBERI7IINEDT -
HFT: https://www.legifrance.gouv.fr/codes/article_|c/LEGIARTI000043894115
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NIRET LR L.1462-1Tl3. HDHZERE LL.1461-1(C38 77 —-7IEEH 2R BRI gE(CL.
BET-IDERICBII2EFFZRETIELTNS

Code de la santé publique (CSP)
2 NEEE LM
Partie legislative, Premiére partie, Livre IV, Titre VI, Chapitre 1°": Systéme national des données de santé, Articles L1462-1

SRR, FE1ER, Feds, FoiR. F1E: ERERET-IHIE. 11462-178

Un groupement d‘intérét public, dénommé “ Plateforme des données de santé ”, est constitué entre I'Etat, des organismes assurant une représentation des malades et des usagers du systeme de santé,
des producteurs de données de santé et des utilisateurs publics et privés de données de santé, y compris des organismes de recherche en santé.

EPEE, ERYATLAONAE. BERT-JOERE. ERAREELECANEIUOMNLRET -5 OF A& DRI, Health Data Platform | £ MEEN BN EEF A ZER T T

Il est notamment chargé :

ZOTIYEIA-LIF AFICUTOZECEEEES

1) De réunir, organiser et mettre a disposition les données du systeme national des données de santé mentionné a l'article L. 1461-1 et de promouvoir l'innovation dans I'utilisation des données de
santé ;
L1461- 1B HMIN WA ERBRET I VATLADT - ZIRE, #1E, FIARIEEICL T-IDFERICEI3EHERETEE

2) D'informer les patients, de promouvoir et de faciliter leurs droits, en particulier concernant les droits d'opposition dans le cadre du 1° du | de I'article L. 1461-3;
LBECBFREIREL. BEHOHEF]. FFICL1461-3RIE1ISORAEH BT ERISOERN (BT ZIEF Z(EEL. (BET S

3) D'assurer le secrétariat unique mentionné a l'article 76 de la loi n® 78-17 du 6 janvier 1978 relative a I'informatique, aux fichiers et aux libertés ;
1978 F 1 A6 B{TEEE78-175 (IBHMEAM. J71)b. BRICEATS) F76kIiREHINLE—FEHFERHETEIE

4) D'assurer le secrétariat du comité éthique et scientifique pour les recherches, les études et les évaluations dans le domaine de la santé ;
RERDEFOME. AL, HEOTLHOHERFEZEROEBR/EELTIIL

5) De contribuer a I'élaboration, par la Commission nationale de l'informatique et des libertés, de référentiels et de méthodologies de référence au sens du b du 2° du | de l'article 8 de la loi n® 78-17 du
6 janvier 1978 précitée. Il facilite la mise a disposition de jeux de données de santé présentant un faible risque d'impact sur la vie privée, dans les conditions prévues au Il de l'article 66 de la méme
loi;
197841 B 6 B 1HE 257817 S0 B R B 1UBE2 SO BIKICHI 32 BAAHB LU S EH OB RS LUE I T 3EREB A LIBRCTET I, FHEBecRICEDIREDT T,
TIANY-IIE B E SR 2EREDVEVMERT Iy M ORMERET2E0DETS

6) De procéder, pour le compte d'un tiers et a la demande de ce dernier, a des opérations nécessaires a la réalisation d'un traitement de données issues du systeme national des données de santé pour
lequel ce tiers a obtenu une autorisation dans les conditions définies a I'article L. 1461-3 du présent code ;
FBZHOEFHCLY, BE=HCRD>T BITELU613IBEESN B T CEZHEINRU2EUELE IZML%T FIATLADEDT-IDUNIBEITSEHICHBEREREEITIEIE

7) De contribuer a diffuser les normes de standardisation pour I'échange et I'exploitation des données de santé, en tenant compte des standards européens et internationaux ;

NS LUERMZEEEE BLE. BRET-IORKIREF AOESDIZE M RBEOLE RIFSI 2L
8) D'accompagner, notamment financiérement, les porteurs de projets sélectionnés dans le cadre d'appels a projets lancés a son initiative et les producteurs de données associés aux projets retenus.

TETHRSNETOVIIMEEORATEINLTOIII M-I v BIEINLTOVII MIBEEY 37 - Y B FE R CHBMICIET 5L

_ _ _ MEEVATLAOBERBALE ZECBIS 5201957 B 24 B (1R (X5 2019-7745) [CTCSPEIEIE
HFT: https://www.legifrance.gouv.fr/codes/article_|c/LEGIARTI000038886833
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§ 303b Datenzusammenfiihrung und —ibermittlung
$303b5k T DEETEE(E
1

(1) Fur die in § 303e Absatz 2 genannten Zwecke Ubermitteln die Krankenkassen an den Spitzenverband Bund der Krankenkassen als Datensammelstelle fur jeden Versicherten jeweils in Verbindung
mit einem Versichertenpseudonym, das eine kassenlbergreifende eindeutige Identifizierung im Berichtszeitraum erlaubt (Lleferpseudonym)

(55118) %303e*%zlﬁluiﬁm§5§ BIDTZHIC, :: T 2 35

pey =i LLEISEETREDETD

1. Angaben zu Alter, Geschlecht und Wohnort,

F15. Fim, MR BERICEITET-F

2. Angaben zum Versicherungsverhaltnis,

o5 RRBIRT -5

3. die Kosten- und Leistungsdaten nach den §§ 295, 295a, 300, 301, 301a und 302,

5835 29555, 295a5%. 30055, 3015k, 301a%k, 3025&(CEIKERBLINTA-YVAT-5
4. Angaben zum Vitalstatus und zum Sterbedatum und

FAS EMIRBLIETHICETET-Y

5. Angaben zu den abrechnenden Leistungserbringern.

F55. BREERKEECETST-Y

(3) Der Spitzenverband Bund der Krankenkassen Gbermittelt

(31H) EREEPRESRL, RICIBIET-IEXEITEZENLTS
2

1. an das Forschungsdatenzentrum nach § 303d die Daten nach Absatz 1 ohne das Lieferpseudonym, wobei jeder einem Lieferpseudonym zuzuordnende Einzeldatensatz mit einer
Arbeitsnummer gekennzeichnet wird,

15 B303dRICLBART IV F-C LT, (B303b5) BUEDT-FEEXERIRGEMITILEET S, COBE. FEARABICAINEE 4 OT-FLI-FCFLBESHTINS

3 2. an die Vertrauensstelle nach § 303c eine Liste mit den Lieferpseudonymen einschlieBlich der Arbeitsnummern, die zu den nach Nummer 1 Gbermittelten Einzeldatensatzen fur das jeweilige

Lieferpseudonym gehoren.

$25. BIS(ROTEESNLE 4 DT-FILI-FIBEIPNBESEETXERRABDIANE, F303cRICETENSAMAT-V3VIHEETSEIL

H PR https://www.gesetze-im-internet.de/sgb_5/
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§ 303c Vertrauensstelle
58303cs FSARRT-V3Y

(1) Die Vertrauensstelle Gberfuhrt die ihr nach § 303b Absatz 3 Satz 1 Nummer 2 Gbermittelten Lieferpseudonyme nach einem einheitlich anzuwendenden Verfahren nach Absatz 2 in
periodenibergreifende Pseudonyme.

(FB1H) FSARAT-Y3V(3, 55303b5FEIRIN BF2S (LR GEXESNEERREEZ. F2ECIOOTR—ICERSNAFIRICREV., BREEIRE (%) ICEBLBINEREZN

(2) Die Vertrauensstelle hat im Einvernehmen mit dem Bundesamt fir Sicherheit in der Informationstechnik ein schlisselabhangiges Verfahren zur Pseudonymisierung festzulegen, das dem
jeweiligen Stand der Technik und Wissenschaft entspricht. Das Verfahren zur Pseudonymisierung ist so zu gestalten, dass fir das jeweilige Lieferpseudonym eines jeden Versicherten
periodenibergreifend immer das gleiche Pseudonym erstellt W|rd, aus dem Pseudonym aber nicht auf das Lieferpseudonym oder die Identitat des Versicherten geschlossen werden kann.
(88218) FSARAT-VavE, EBFREFIVTREOERIZEY, ZNZNOFEMBLCRZORRIOFIGLE. BIKTFIZREICOFIELERTEZEDL TS, REICFIBL. BHRREDZ
NZNOXERRECHLT AEZBI TECRIUREMERININ, EERRE ISR RREDF TMREDOHEE CELBVLICERFAINZIEDETS

4
(3) Die Vertrauensstelle hat die Liste der Pseudonyme dem Forschungsdatenzentrum mit den Arbeitsnummern zu iibermitteln. Nach der Ubermittlung dieser Liste an das Forschungsdatenzentrum
hat sie die diesen Pseudonymen zugrunde ||egenden Lleferpseudonyme und Arbeitsnummern sowie die Pseudonyme zu I6schen.
(8318) FSARRAT-V3VIE, R T £33, COUAMNEEINEE, FSAMAT-VIVERERREBLUVINGDRZ DRI B2 0B ESEH|
FRI2EDLTS

KEARIEMT IR & (3, FE303cRB2URICEHDHZBY ., BIRRIRE D%
ERIRBICHU TR B8R TE CRI—[CIEREN3REDILEIET

H PR https://www.gesetze-im-internet.de/sgb_5/
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§ 3 Art und Umfang der zu Gbermittelnden Daten

B3R EEINBINET-HOEF L EHH

(1) Die Krankenkassen tbermitteln im Rahmen ihrer Verpflichtung nach § 303b Absatz 1 Satz 1 des Fuinften Buches Sozialgesetzbuch fir jedes Kalenderjahr (Berichtsjahr) je versicherter Person an den
Spitzenverband Bund der Krankenkassen als Datensammelstelle die folgenden Daten:

(FB1EH) REER HREAEEEI03bFEIEFISCEINEBO—RLLTU UATT-IE2REE (REF) OBRREILLT-Y HTHEBEEFREGRICXEFETEIENLTS

1. zu § 303b Absatz 1 Satz 1 Nummer 1 des Funften Buches Sozialgesetzbuch:
B15. HREABSEFEI0bRFEIRINEBEIS(CEICER
2.zu § 303b Absatz 1 Satz 1 Nummer 2 des Funften Buches Sozialgesetzbuch:
o5 HRRAEsEE03bRFEIRIXBEE2S(CETICER
3. zu § 303b Absatz 1 Satz 1 Nummer 3 und 5 des Funften Buches Sozialgesetzbuch die folgenden Kosten- und Leistungsdaten
B35 HRRAESEE303bREIHINBFEISELUESSLEI UTOEABLVNTA-YVRT-H
a) nach den 88§ 295 und 295a des Funften Buches Sozialgesetzbuch zur ambulanten Versorgung:
a) ARBR(OVNTR, HREAESEE295%B LU 295a%(LE T
b) nach § 300 des Flnften Buches Sozialgesetzbuch zur Abgabe von Arzneimitteln:
b) EEROAHNDOVNTE, HRIFHAESEE3005(CETL
c) nach § 301 Absatz 1 des Funften Buches Sozialgesetzbuch zur stationaren Versorgung, inklusive der entsprechenden Daten der vor- und nachstationdren sowie ambulanten
Krankenhausbehandlung, soweit diese Daten in den Richtlinien und Vereinbarungen fir den Datenaustausch der einzelnen Leistungserbringergruppen im Rahmen der Abrechnung mit der
Gesetzlichen Krankenversicherung vorgesehen sind:
o) ABRERE(COWT(E, HREHESEEI01KF VLRV ARBTRUABRBEOABAERUNRBEICBETZMIETET -2 20 (RERRRERADFE ROBIEHHITBME 4 OF-LRIR
HIN-TEOT-FIRCET BNV RTBELEHSNTVBRYIZENT)
d) nach den §§ 301a und 302 des Finften Buches Sozialgesetzbuch zur Versorgung mit Heil- und Hilfsmitteln, Versorgung mit Krankentransportleistungen, Versorgung mit hduslicher Krankenpflege,
Versorgung mit Hebammenbhilfe sowie Versorgung mit digitalen Gesundheitsanwendungen:
d) HREHMESEFE01aKB LU E302RKICE I AEESLURBEDRE, BHEEET-LADIRM. SHHEEORE. BIEORE. TIIVEETTUT-Y3v0RMICET 3158
4. die Angaben nach § 303b Absatz 1 Satz 1 Nummer 4 des Funften Buches Sozialgesetzbuch.
45 HREAESEFEI03bFRFEIRIX B H4SCEIER

(2) Die Ubermittlung der Daten hat bis spatestens zum 1. Oktober des auf das Berichtsjahr folgenden Jahres zu erfolgen, erstmals fiir das Berichtsjahr 2021 zum 1. Oktober 2022.

(58278) T-5 13 HEFEORFNDI0R1BETIC, 2021 FOHREFEICOVNTE2022F10A 1 HETICHH TXESNZEEDET S o L
KEUEFI~ASEEBOT T EE

HFf: http://www.gesetze-im-internet.de/datrav_2020/
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§ 4 Datenverarbeitung durch den Spitzenverband Bund der Krankenkassen als Datensammelstelle

FARKREEPREESRET-FNEMRRE LT -FIIE

(1) Der Spitzenverband Bund der Krankenkassen fiihrt die von den Krankenkassen nach § 3 Gbermittelten Daten in versichertenbezogene Datensétze zusammen.

(B1H) BREEFRRESRE, B3RICEISHRFBEENSREEINLT 5%, WARBREREET-FRHLLTRELZINEESL0

(2) Stellt der Spitzenverband Bund der Krankenkassen unvollstéandige, nicht plausible oder inkonsistente Datensatze fest, so teilt er der betroffenen Krankenkasse oder den betroffenen Krankenkassen
das jeweilige Lieferpseudonym nach § 303b Absatz 1 des Funften Buches Sozialgesetzbuch und die Art des Fehlers sowie alle weiteren benotigten Angaben mit, um eine Behebung des Fehlers
herbeizufiihren.

(BB21E) IR EETREARE FARERT VLK. HYBBWTIRRELEFELLT-ILHFER RS S, YRFERSEFEESIC AR HEBFI03bEE1BICEIZNZND
REERRA. BYOARR., BLRBRYDFTEZEELTEHICHERZOMOIEREZ BT S

(3) Die Krankenkasse, der der Fehler unterlaufen ist, Gbermittelt dem Spitzenverband Bund der Krankenkassen korrigierte Daten. Sind einzelne Datensatze fehlerhaft, berichtigt die Krankenkasse, bei
der der Versicherte im Quartal, in dem der Fehler unterlaufen ist, versichert war, den Fehler und Gbermittelt den korrigierten Datensatz zusammen mit dem Lieferpseudonym an den Spitzenverband
Bund der Krankenkassen.

(5831H) SRYELLEEBESER. STESNET- 95 RRSETREEGRIOEMNITE2EDL T2, B4 DT-FLIRIBYNHZIHE. IBYAE UL CIFEEENMALTOVEERBSER, 2Y%
ETIEL. FSTEEROT-YEHFEEEARALEEEREEPREAROEMLRTNEESHN

(4) Der Spitzenverband Bund der Krankenkassen generiert fur jeden Einzeldatensatz eine Arbeitsnummer, von der keine Riickschlisse auf das Lieferpseudonym nach § 303b Absatz 1 Satz 1 des Funften
Buches Sozialgesetzbuch und das periodenibergreifende Pseudonym nach § 303c Absatz 1 des Funften Buches Sozialgesetzbuch gezogen werden kénnen.
(FAIH) RRTERRESRE, B4 OT-FRHRIEINBESEERTEIEDEL, ZINoH RIERESEFE03bRBIUAR IS LEICEXEARBELIUHRIEREEFEI03cRFVALETL
AR R & (CRE T AR e R E I CLFTERL,

2
(5) Der Spitzenverband Bund der Krankenkassen tbermittelt die nach den Absétzen 1 bis 3 gepriften und korrigierten Daten nach der Pseudonymisierung der Angaben zu den Leistungserbringern
nach § 5 Absatz 1 spatestens bis zum 1. Dezember des dem Berichtsjahr folgenden Jahres, erstmals fur das Berichtsjahr 2021 zum 1. Dezember 2022, fur den in § 303d Absatz 1 Satz 1 des Fiinften
Buches Sozialgesetzbuch vorgesehenen Zweck an das Forschungsdatenzentrum.
(B51H) R EERRESREHRERESEFI03dRFIRIXBICREIT2ENOLHIC, MEFEORFN12B1HETIC, 2021 FOMEFECONTF2022F12 1B ETIC, HBS5FRBIUAE(C
WO TH-EARBEOEHRERBULER, (4% FUANSFEIBAICR O THERSLPBELET - YERRT-IEII-ICXETEENDE TS

HFf: http://www.gesetze-im-internet.de/datrav_2020/

59



YT RIEE 554 (SGB V) [CEDE, 75 ERRMERBIDSIER A (DaTraV) [C
SO TEFRILGIL- )lz%ELF.&)’CL\%’
—

DaTraV
7 -5 ER R B OSIER A

§ 6 Verfahren in der Vertrauensstelle

Bk FIAMAT-VaVICHIBFEHES
3

(1) Die Vertrauensstelle Uberfuhrt die ihr vom Spitzenverband Bund der Krankenkassen Gbermittelten Lieferpseudonyme in permanente periodenibergreifende Pseudonyme nach § 5 Absatz 2.

(F1R) FSARAT-VaVE EREE P IEARNOENINLEERIREE, BoRF AT, EANBIAREMIRAICETIZEDETS

4
(2) Die Vertrauensstelle priift, ob die Uberfiihrung in periodenibergreifende Pseudonyme fehlerfrei verlaufen ist, und (ibermittelt dem Forschungsdatenzentrum Uber ein sicheres
Ubermittlungsverfahren die Liste der periodenibergreifenden Pseudonyme nach Absatz 1 mit den dazugehérigen Arbeitsnummern. Danach sind die den periodeniibergreifenden Pseudonymen

zugrundeliegenden Lieferpseudonyme und Arbeitsnummern sowie die periodenibergreifenden Pseudonyme bei der Vertrauensstelle zu |6schen.
EFIBCHRT TV I-IEETS

(8218) FSARRAT-VaV(E, SRR EADBITHAR\NEITON LI LR L. F1UAICEIHMBRREDUA N BEET 2NEEFES LR EBIRE
EDET B, 2D FIARAT-Y3VICBEVT, BRI R G ORWE BoloX E ARG LB E S, BLUOREITREEEIRRY S

HFf: http://www.gesetze-im-internet.de/datrav_2020/
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§ 5 Verfahren der Pseudonymisierung

S5 (RBILFIR

(1) Fur die Pseudonymisierung der Angaben zu den Leistungserbringern nach § 303b Absatz 3 Satz 2 des Fiinften Buches Sozialgesetzbuch wiahlt der Spitzenverband Bund der Krankenkassen ein
Verfahren nach dem Stand der Technik, bei dem die den Leistungserbringer identifizierenden Ziffern der Betriebsstattennummer, der lebenslangen Arztnummer und des Institutionskennzeichens
durch jeweils ein dauerhaftes Pseudonym ersetzt wird. Die aus den Ubrigen Ziffern ableitbaren Informationen zu den jeweiligen Leistungserbringern sind im Datensatz gesondert aufzufiihren. Dies
betrifft bei der Betriebsstattennummer die regionale Zuordnung in Form des Landes- oder Bezirksstellenschlissels der Kassenarztlichen Vereinigung, bei der lebenslangen Arztnummer die
Facharztbezeichnung und beim Institutskennzeichen die Art der Einrichtung oder die Personengruppe sowie die regionale Zuordnung durch Kennzeichnung des Bundeslandes. Das Verfahren der
Pseudonymisierung ist regelmaRig auf die Einhaltung des Standes der Technik zu Gberprifen.

(BB11E) A S B 303 EIEM X BICE Y- ARMEOBRORZLIOVT, TREEPREGRE, U-LAREEZRTEIZHEES. FERMES RUHEEI-FOEHTE
BEANGRE CERTZRTHOFIELRINT2EDET 3, BYDOHTALEZHINZZNZNOY-ERREEOERE. T-ILI-FCRREHLETNERSREV, BEESOHEE. EER
RRBREBOMELFHX I-FCL2HBEY YT EEEMESOHSE. EFIEDQIEE. HEI-FOBEE. EROIITELEIADTIN-T, BEERMERT IE(CLZHIENY L TH
BART %, RBILFHLEE. EHRRICRATEAIC) W’UAL—CL\éﬁ‘t773“&3:1‘/7b79?(jn(i7c}i573b\

(2) Fur die Erzeugung des Lieferpseudonyms und des daraus abgeleiteten periodentbergreifenden Pseudonyms nach § 303c Absatz 1 des Fiinften Buches Sozialgesetzbuch bestimmt die
Vertrauensstelle bis zum 1. Juli 2021 schlisselabhangige Verfahren, die sicherstellen, dass einem Versicherten bundesweit eindeutig und unabhdngig von seiner Kassenzugehorigkeit jeweils dasselbe
periodenibergreifende Pseudonym zugeordnet wird und die Daten jedes Versicherten fiir alle Leistungsbereiche Gber die im Forschungsdatenzentrum vorliegenden Berichtszeitraume hinweg
verkniipfbar bleiben. Das Lieferpseudonym ist je Berichtsjahr zu wechseln. Das anzuwendende Verfahren zur Erzeugung und Uberfiihrung der Pseudonyme bestimmt die Vertrauensstelle im
Einvernehmen mit dem Bundesamt fir Sicherheit in der Informationstechnik und der oder dem Bundesbeauftragten fur den Datenschutz und die Informationsfreiheit.

(521H) HREHESEEI03RFVAICEICGEERREBLVZINOIRE T 2EAMBERTIRZDERKICOWT, FSAMAT-Y3V(4, 202157 A 1B X TIC. £ EOHKRMRE (ZF—OHAMERT R
ZHBBEIEL EREEDAECKGFETICEVLTON, IRTOY-LATVTICE T3S HREEDT-INHRT - 5-THATEHRE HF?U’JKOTL‘F—J ECHBLEHERICTHHE
REFIBEZRETDEDET 2, REARAE BEFEETLILEEIINHENHD, REDERBIVEEIFEATZFIEL EFRFERCFIVTIRBELOT-IRELIFRDEARDEHOERE
BREEELUELET FSARAT-VIVNRETS

HFf: http://www.gesetze-im-internet.de/datrav_2020/
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1. ePA | EEE EEE%_:[JUL\
: o)ﬁﬂ,fgqa 198 M TR MHEREN AL

A

SEERS
TTVEEDLEWNEEE. U TOHETePAZFIAT S
© BERAEENPFID

2. 7TVERRTS HALaW J| - BFRERBIE eGK) & PIN EERL. DREFCESNPALTTEALEY, X

(P.64) EXEMULEYTRILENE CERGRITS
+ REL, MFBTEBMBERIERT, AALLSETERE (ERTHOTILAD

7%) BEFTERL
TEERS
TURADTEEESHR IS (P.65)
v
3. BIERALEFIETS | EFSPIREAZ 0770 AEEMT S (P.66)
(P.65~66) | XTI REHFALEVRYEEEFIRICESePARIERA]

A 4

EEGCHFEIERRICTS (P.66)

HF: https://gesund.bund.de/en/the-electronic-patient-record, https://www.audibkk.de/leistungen-services/leistungen-a-z/epa-die-elektronische-patientenakte
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Digital health
. . Kann ich die ePA jederzeit kiindigen?
The electronic patient record (ePA)
» Bookmark <) Read outloud p Ja, da es ein freiwilliges Angebot ist, haben Sie jederzeit das Recht zur Kiindigung. Sie kénnen

lhre Kiindigung auch widerrufen.

People covered by health insurance can use the electronic patient
record (ePA) - voluntarily and free of charge. This record can be used Ubrigens: Wenn Sie lhre Einwilligung in die Nutzungsbedingungen widerrufen, werden lhre
.. . . 5 Daten sofort geloscht. Hier entfallt die Kiindigungsfrist.

to digitally record information about a person’s health. You, as the

patient, decide how long someone is granted access to your record.

At a glance

o ePAZWDTEREFITEEIN ?
= Health insurance providers offer their insurance holders an electronic patient
rocore (eB) as & free 2op. FV EEORBRLETHEH, WOTERN T IENNHYXT, £\
. ;2::rlwe{:rltrdt;.‘;::a;:[?gremn;r?;o;c;i;zr:eb:l:;:d to store personal information about ﬁg?ﬁ’g é#ﬂ@ 3'5: t Eﬂ'ﬁgz\\?o ‘
HABRNANORBEMEILIIGE, T-FIESICHIBRINET, 20

+ This information includes test results and diagnoses, as well as medical treatment i?%é\\ %%D ,HH FEﬁ (j:i_ﬁjﬁﬁ én iﬁ/\}o

reports or information about recommended treatments.

+ The electronic patient record also offers digital versions of the certificate of
vaccination, maternity record, child examination booklet and dental bonus
booklet.

+ You alone decide which information is recorded in the electronic patient record
. and who can access this.

HPT: https://gesund.bund.de/en/the-electronic-patient-record, https://www.audibkk.de/leistungen-services/leistungen-a-z/epa-die-elektronische-patientenakte
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MR B ERRIRIRE CePAT TUERM T ZENEIENHD @ FIvIRYIATHBHRNICEEL, BHERT
(202151 B L&)
. N ZEAEE; EJ:OI:L uiEo)tyJa)l_.l U)EE '- J‘B*Zi*‘i’
@ Ay0-FUETFFVZEEIE. ” Los geht's (Let's go)"&#Fw L. [ & Fhld. AARERSLVRIEDEHIC, Audi B T OBAT-95R 1 BRDE E R
RTINS -V -ThoY b fERk ADBINE LIS B2 CRELET,
Audi BKK ePAD| ——8M RERBRES., WRREOTT, RRERORBERT. K4, AIAE0EEHH.

MR VIP - BRI F. I-Y-HBIT T ORHDIILAT YT ICCSN (eGKDFERIES). (ID
N-R/EEEF AT/ N AR - ORI E S )5

IRESNT-HE LTFICRIBESNEY,
FMAHEOFARESE, 1-Y-0REE. 1-Y-077T74R-3Y
O EEZOEANT- G'GDUE(J AR D BRIDEHICOHRTHONET,

FhlE, AERESTHY, BREWVOTERIBEMYHEI LN TEEIEEAMLTNET,
FhlE BRYBLOEEEUATOLICEFA-INEFEEICTAU BRKISEFTBIENTE

EEIR

oseente e @ BFA-NTRLARIEFT)I-ROBEETS
s | BEBLOSLUREES : RISV ARAES) PRIEETTS
Weitere Inf *'ﬂ\allo‘nen nd Hinweise : ° ,?E?)(_Jl/) |\ bx :
Anonynw‘r:ate;w m FPI\L\‘N(AH ‘ : d *&1%5%%%% :
. HEES !

: . /\07\'7_|\\ : @ zkj\ubn

L. eGKOERIE SO T6H ; RN R(eGK)Ic £ B3N, BER VB SEROEEULRT

® LI ERNEENMRRENSRETIN, PADRERT

HPT: https://www.audibkk.de/leistungen-services/leistungen-a-z/epa-die-elektronische-patientenakte
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3. REWEEENAIZ(TIEADTBEDSER)

[TO71CT11 T30 N5, B4 ESE-EERRESEENETLE — Audi BKKePADH]
INTDEENTIVAVERTRITBIENTES
¥ Audi BKK ePA7 FUCIZ B EF1EBOBEREN R RTINS o

< Ubersicht

Aktivitaten 7771E71

L

@ Léschen von Dokumenten oder...

1)

Hinzufligen eines Dokuments a...

1
1
R Loschen eines Dokuments aus...
L XEDEMER G Jdi
[
:_ _)_ ?;E_Z_—ié_é_?' ______ } O\ Suchanfragen aus der arztliche...

Abruf eines Dokuments aus der...
N Mu rfra ehlgeschlager

Hinzufligen eines Dokuments a... 2

________________________ Hinzufligen eines Dokuments a... 1
Klini . it

) Login des Versicherten/Vertret...

) L(‘)gln' aus ,d?r arzlichen Umgeb...

Hinzufligen eines Dokuments a...

Yj Loschen von Dokumenten, Ord...

.(D Abruf des signierten Zugriffspr...

HPT: https://www.audibkk.de/leistungen-services/leistungen-a-z/epa-die-elektronische-patientenakte
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3. BEEAEEEFBTZT7IEAFIRELVERLHFOIERT) —  AudiBKK ePAD
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gematik DA @

Dr. Franz Ferdinand

: N 1 Pflegehei
v | B 1- R D2 HRT : R
eue Berechtigung ) E;ﬁquﬁ{’*ﬁ?{g : .

S ([ ﬁ's 1‘102’24 ; Andern

___________________________________ ' HEBRDHEARR

ﬁ%ig?ﬂ’g"é,ﬁﬂfﬁ : Berechtigte dirfen Dokumente hochladen und freigegebene
(B.8. BEAL, ®K18HAXTHREA) i RS SR SRS RS AR
Einfach _ - Erweitert _
________________________________ . RE BB
XEILOBMEHT : o
EEEMRCLIYE ! 3 Alle Kate/%onfn‘frelgegeben
Dokumentenguellen * j-_-U‘—\_ (?&f%ﬁﬁ%) ‘:J:éi% : _:EjJTj U&(A\Eﬁ
)
Dokumente von Medizinern
Dokumente von mir D Einzelne Dokumente freigeben
ERIXEDLFH
T _E_ZE_V%%;E}%_%?— T _: @ Einzelne Dokumente sperren
{E3I 3 EOOYY
[\ vorschau
P =t

Anderungen speichern

KREBFICEFFARTEIIREEFETD

LB NRERI

HPT: https://www.gematik.de/newsroom/mediathek, https://www.audibkk.de/leistungen-services/leistungen-a-z/epa-die-elektronische-patientenakte
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GDPREBISE(4)ICEDVTFRIEEEH TS
IR EO; fA/\Q V

1. R, BRECHVTIESICHMEIER W GDPRE6S
ERURSBEDES T > BABSEERIIEA.
2. UTOFIT1INNATEEFIEREEWY 6DMERIRILD I BN TN
WIGEDED DN ETHS
3. FER(CEMLIBEREZEVIKOIBORIG
ZEEBEVRRGRRAEETEILICE
AN
JOED KRS 4RIEA KSR N
Special Category Data B GDPREEIS
> BEEBHREEOERNE
BANIERSEAFERAZEILE
O, oK) DEH %
EEFIER- EEER LIS ERERLTER
Genetic, biometric or health data n
B GDPREE9ZL(4)
> BRDREAMERDSS. EUSNEAE 27 0E D5 5167
FEERESS ETZ‘F’IEEEE(J)L\'C E (%) E R 5 E,
(& EUINBEEAEHR IR VD Y1nE LB ESE
BRAZHGEZEHDTERN, & EHTLNEL

BERMICIFIREEEND

MAFVT  TANZT ATVY FUVT AV1-T Y, AORZT,
TIN- 7 IVfJ /\/7]')— NIV¥—-. IV TIWHYT NI,
_ W-XZT NIy TINI,. SET
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

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-legitimate-interests/
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HFT: https://gdpr-info.eu/art-6-gdpr/
69

a. BRELRIEN %3

Explicit consent

b. H#. HRRERVHRIERN
Employment, social security and social
protection

o RADEABICEEDIF) I

vital interest
d. FEEFFAAROER B RV FERR
EHBEEDES
NPO
e. RALLBZRKFHDIERTHS
Made public by the data subject
f. RRVEE R RV RIEBIEDITR
Legal claims and judicial acts

g EEZLRNHKANTHS

Task carried out in the public interest

h. EEER

Health and social care

i NREE
Public health

j. HEZTIEED

Research
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%EI(DIE%IE'E#EU)_»’@F'JFHH-:L_EHEJ’é%H BECOVT FIABNPIET-7E(
HBIZE00, FHRBMPBERCEAIIABTILENSOEHARONE

7T~ N hEEEEA

AEETYIL-rOARIH AL TR EREEZASNS | Agmzascs | AEETZAS

TR ethikkommissionen)
RBET VI - OERES BHY” ZL 7L 7L 7L

ABETYTL-FOR A et s | BMEAEE AEE0H AEEOH AEE0H

S0 0 o O o o
ams 0 o 0 o o
75 0 o 0 o o
o HEADAUIE 0 o 0 - -
£U55URY 0 o 0 o o
AAREE 0 o 0 o o
GEGELD 0 : - - -
7SR E B - o 0 o O
il 0 o 0 o o
FIFTOtA _ - _ o 5
fot s O - o - - -
FIFEROAR 0 o - - o
1071 (HERE) - o 0 o o
F-oHA e RE 0 o 0 o o
T-IIIRRE 179 o o o o o
B O A O A A
AR g snoroeasE 0 o - A A
(L2 A - O A -
ROV AEBADT I RFFA] A - - A -
R 0 - - o o
it 0 o . .

*1,2: KEFRBEUR (HHS)DEEE T (LHBHIPAAK U Common RuleDALEREDEROARITA>T, HEEBEEENREZL2EMRLRINEESA

HFT: HIPAA. Common RulebLUEERIEZT Y SL-F
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KETIE. Common RuleBLUHIPAAICE D EZRFABICHFREHREFRICEETBE
BOEGHIEDSNTHY., INSHRIEZEFHICEEEHINTNS

& ZE): Johns Hopkins University ~——— RIEEHR
_afr'Jﬂﬁo)ﬂ%f%(;Ea LTlE. @Common Rule (45 CFR

§46.116-117)[CCI AR S INEMZ ] (CEATZRAN (A Y TA-LFIY
T MZDWT). @HIPAA Privacy Rule (45 CFR §164.508)ICC[ —
R BICBIZIBROEREFRICETZREICET R8N
EHONTHY, WEE (IR RINEARPERZIDOVTEHR%E
EHTWNS
. RESEARCH PARTICIPANT INFORMED CONSENT AND PRIVACY > Johns Hopkins Universityld £ &2 = DDiEH(CRE>Tz. ZRFIBD
AUTHORIZATION FORM A& - & ERZE (consent/authorization template)Z A LT3
PEIFEIIN-3

Inztructional Template <

Protocol Title:
Application No. -
Sponzor: Desiste line if not quplicable

Principal Investizator: Include nams, address, phons and fic informarion <

—] ==
— . B RAEFEE
. ‘What you should know about thiz ztady .
#  You are being asked to join 2 research study. This conzent form explains the research study and vour

. FEETZIET, UFORBEREHATEY, ZOIXTHRI

»  Youare a volmnteer. If vou join the study, you can change your mind later. There will be no penalty

1o f benafits if decide tt.hesrmt =
e st ot it s ety ST BEBAHDIEMEINDG

“with to continze to participate.
Ifwe think vour participation in this smdy may affect your clinical care, informatian aboat your
study participation will be included in your medical record, which i used throughout Johns Hoplins

Doctors outside of Tolns Hopkine may not have access to this information. You can ask the research =) 34 N ’j'b

te@m to send this information to any of your doctors. EEEEIE E (—nﬁﬂi;h_)
» TWhen Jabms Hopkine is used in this consent form, t inclndes The Tohms Hopking University, The -

Tohns Hoplkin: Hospital, Johms Hopldns Bayview hledical Center, Howard County General Hospital| E E

Tohns Hoplkine Comnmmiry Phyzicians, Suburban Hozpital, Sibley Memorial Hospital end All > J:l: j'l_, %

Children’s Hospital.

[ Zrctude this buiterif biospecimens will be collected in the study: | > 5;% jJI] (D U X 7

+ Biospecimens will be collectsd i this study. Bicspecimens may inchude eny of the following:
blood, tissue, saliva, urive, bons marrow, cells, s, Most biospecimens contain DRTA. which is the > == j]l] (D j:ﬁi IEI 71:@
enetic code for each person. =

Include thess bullets §f this study ill be ferials, - ja 1§ YN
|¢ -Xd.acn]:un:l;nhuch;:;mal‘:ﬂlbzix:;::l:‘n;hmmnnmChnlcs]l‘mlszm mmquu!dh\| > ‘LIRE lJtT 9 -U-y }I/O) %ﬁ@

LS. Law. This Web site will not include information that can identify you. At most, the Web site
“ilmduﬁeammman oft.herem]n.‘mucanswrhthLWEbmeatamm > 'I %ﬁ{% @%ﬁﬁj}

o e e b ' > tOEET-YOMEADEE
> BEMEREFOERRR

> IRBODEERE

> ARICHITIEMOMEES &

HPIT: https://www.hopkinsmedicine.org/institutional_review_board/forms/hipaaconsentform.docx
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EKETE, HRAFRIZEDHERET VT

SMERF/IRY-b (PIS) mEEZ

Tempiate released by HRA (version 2)

Participant Information Sheet (PIS) Template

Remember the aim of a PIS is to provide sufficient i
unds dable format to support pots
them: to take part in you

We would suggest that you the full quidance which provides more detail on
the content of a PIS, and importantly also discusses appropriate styles / formats
and covers some of the principles underpinning consent to take part in research.

Study title

nthe sbove study,

beazwLTWS
NN L
2NN
FRIEENE

> =R Zo %48 (Health Research Authority: HRA) (X, BRI %
EEI AR EMIFICSIEIEFR Y~ M(Participant Information
Sheet: PIS ERIEEZEDHERT YT L- e RFELTNS

> PISIEIFASRSINE L+ RIERERETEH DR EIZREL. [
RELHATS

> DEIFPIS: &23R-Y [FEE: 2IN-Y

AEFR (AEE)

> FABMICELT : EOL5BMEDEDN, RO EEITS
DHFSHEETREHITBZIENKRHLNTNS
> FBHICELT - ARRERSTEZFERDN. HNATCOWHEE
EBL. EZRELTVZON. HATOWERELEI-T20D
3 B R TOH) B (commercial exploitation) 1'% 2 DH\EF 5 1
EETHHEHITBIENKHOENTNS

> PISETH. NRICEETIERICEDESI HoT-

> SMIEETHY., EOSSHERTH>TE. =N REFEIRDIL
BLWDTERIBZRETEIENTIBI LA EREL TS

> MERHIAB P ICRESNEERT - HRERECIVEE-TIEX
SNBEJREUN BB EEBEEL TS

> IR TCNESNEERT Y 3 REOMECFERIN. EL1LSN
HIRRE TR E (LB HEBINBAIREMEN HBEEEEL TS

> MU DITECADABASILTVNR I EEBANT R EICRET B/dh
BIHLUT MUDTEEMEF-LNEREEEITEILIC

> EET-YEFRETHEBEN. OBBRIRECDVWTII-FNY %R
HIBAIREMNH B L EIEREL TN

> ARADSIICRET S

HFr: http://www.hra-decisiontools.org.uk/consent/
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FAYTIE., EENEICEDZAKEKIREE

gl
aly
I

durch die andigen Ethik- Vorlage fir die

[Brizfkopf des Studienzentrums]

Patienteninformation

1 des Studienoratokalls, gaf. witlich ins Deutsche Gbersetzt]

Tited der Studie fi

delnden Arzt audgeklirt worden sind. Zusitzlich,

ausschlieRlich D

N QAT

FEEME
> AKEK(Z. [ERM% (Professional Code for Physicians in Germany:
MBO)E 155(ICEIEMBBEEN L ELRDROARIITT B[R
BEEZAKRLTVS: B - AERNNT AZHEIA R, BAZE
ERBERIBREIFZOMER. EER- E%M% !;F‘s@?‘é PSR EBR
> DEIFEeNR-ITHD

B [FEEE

> ﬁHEE’Jl_F‘*ﬁLT MEOEEELEFEDOREEMEICDOVNTE
SHEETREIZILNKRHOHN TS

> %IJﬁH%LBéL‘C [ [MFREEB A (LR FSN, [FREEE]CSS
TEE-BEINS|ICDOVWTCEEETS

H,uxw%ﬁ@‘u%tu LX—F(LMJ:‘@_%)M\gﬁ‘@%)

> EAEREOHRBEGAL
BRISEDERN DT

> AR ER DB WOTERBRADSMER DS LN
TEBEZERLTNS

UTFIOWTREL ARICSITS
> FLCRATAEAIBRMNEZINEIL
> BECSLT WESNET -5 3 RZ1L -BES1t
(pseudonym|5|ert/verschu|usselt SNTIRRET, OARRENDER
SRS C L TRIZ M Z R TSN R, X EQREE
E%?ﬂ/x\i‘?@%@@luréné_f“b'liﬁ‘&ié
> RIRIFVWOTERYET LN TES

HPIT: https://www.akek.de/wp-content/uploads/Musterinformation_Einwilligung_koordinierteBearbeitung_StandJuni2019.docx
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JATIE, cPPARIEETYTL-

HPIT: https://solidarites-sante.gouv.fr/IMG/pdf/note-dinformation-riph1-dgs.pdf
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nNFTLTWS

iD

m [7] n%ﬂ BE

> CPPIEFEMELITOMEEDHICHAESINE (IR KT B[
BEDTVIL-FERARLTEY. AEZ(CIIARICRDEERD -
REEZEDERELODZAENHS

> HEIRE1IR-ITHD

B EEEE

> AEZE0EREEMRL. B BOEMICHLEYRREZESZ(T
BRI BT

> ARADSNEFRITRELREREZETS, WO TERED
SMEEEL. BEEZREITIENDNHEIEEERELTNS

> AEAOSINOF R AU REEOREIZZDEZ0OEEDEICE
AL

> MRSNMEBOT-FEHEENOI-FESICLOTGRAISN
HEAFERINEWN

> 1-FESNEDEZFIOMNIGUAMNEI. AEEODHANMRET S

> EERARIDEDLS (CUIRESN. FERIN, HBEINBZHNIDW
T%DBén‘CL\é
FENHNIEFVWDTEEFARIEEIETEIIENTE ZORE
rzmr_m%, BE(CRZELAL

> BRZHBNEMERX IEZ(CEET 2MBOMEDHICE
BEN3ZLICRETS

> COMEO—EBELT ROETIIFHERNBILICRET S




A-ZRUT T, RERES

gl

==
=&

20DTA-ITLDRE

PatientIaneninformation’ und Einwilligungserklirng
zor Teilnahme an der Llinischen Studie

e}

Ihre Teilnabme an dieser Kimischen Stodie erfolet freiwillig. Sie kinnen jederzeir ohne
Angabe von Gritnden sus der Studie suischeiden. Die Ablehwung der Teilushnse oder ein
verzeitize: Awrscheiden sus dieser Scodie kst lkeine mecheedipen Folgem fiir Thre

medizinizche Fecreaung.

Fu dieser kling n Snudie, sowie 2ur Patiesteninfoo
Vol I|I.' I l- hi Lh

L Wazis der Zweck der Eimizchen Srodie™
D Zwer dieser klimisehen Stodie 1.

= lmlesvernidndiich — Regiben, Bl A Zieds
Rangfolpe thrar Bdeutung fir die Sicissha Stalia subdfitiet

wiedeldr

fdint Studigerweck i dn Prifffian
solifen digss i der

o jgrbar

HFf: https://me001ned.edis.at/ethikkommission/
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BETYTL-FEARKRLTVS
[ ]
(e v
B EEENE
> A-ANTOBEEESDHPABY DY O-FRIfERRIEZDT Y
TU-bTHB

DEIFZER-IThHDB
B FAEEE

> COBERAEBADSIIEETH D, HETEEBERNBIEE
WD TEZORENSEHE T BIENTE, AABADSINES
PR, HEREOERICEFEER(FTIILEFREN
CORERAERICEELTHIBBLE:., HEECETERERYSZH
LWAI RICDWTIIER AR BRIE Y EEIDNES(CHRICHLE B,
ZOLET. BEEFZOERABRAOSIER G I EINEINEE
%?5;&73“’(35
T-A AR B RNOEDICOMMRMHIN, FINLGKELRIZS
KIBIEEFEWN, £ COBRKRABRDT-F(CRET I\ EEH
REICEHET-OZ BN EZIEFEN
CORRRAERICEAT2EMIE. BYELZOATYINEZT B,
I, CORRKRABROBESLUSINELLTOHET-DWEF) (CFF
IREMICERIZT B, £z, COBERRBRO—MRIERERLSH
KRB, FLIGU TS ERIENFTHETH D
> E% CIRT . oYY TR 200 (FARHESE) OELRS
TTOJIVMIERLEWEEZTHY., BRICHEEZES
7¥< PEBDIFECHD, YYTWIFREHBFATREIN., HET(L
L\D'CBﬁ/?)b@ﬁ&%i%k?&th\téé
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R A=ZARUT T4V 5V R CIRIMEREX T - RESRICELBI -V EOERYR
HZzEHE LT, EFEFFICHISAEREZERLTNS

1Y A-ARUT PRV VAN
53k BREFSLUOT-IRELRBICLS (B &ERl%
! =)V EDERY A (Research Organization Act) (Biobank Act)
EARM% 20204 20014 20124
EEMEAOFBTHY., ZHrPERE s A e £ FTEED TR (EEFHR) EFHESLUEGE
aJ
REI{EZEDOH AJ HKEBTENNBIZHE. EMHE A
NDEFENNE
o (IR MMANVIVCOBTOFA - HMEEEZSS0DAR * BiobankFZZ COF
([CBR3 REREZFDENCEETEEEAN RIEREE
. BEADIC DBAN
. ﬂﬂaﬁ%ﬂéé\ 0)7¥<_ « BYBRT-FEXIVTE
s T-ADEBIGFTDIETE
. _/)\5F|J}Eﬁ(t_|3§3_5:|/77477103
R
EEH o MABICBFZRYY-FDERAR

. HIRIOVIIMEROAF

- FEBEEOHERET-THIBRIC
RS VN

- RIEREZFOENICEATLIEEA
PERS

- EINAERROERE

° /f‘DL_J'
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FMYICE T3 LELRRICET 5 mE2018FEICTThN, RAEETYIL-FELU B
ERTOLANBEINT-2020FE N 5EREINTNS

FYICEI3LELRRICET 31EE

MIl (BRIBERAIZVT7F)) [CBLWTEREDKERICEDS
LELRENHETHIILEER

2018
2019
2020

PDSK

> FMYBEAROT -5 REICEES 2 LIAEMTHY . EFHEATE
MBUAF QI LT -YIREL R TR

>55!~%)\“|&U.W FINCHITBT-FREICET M —MBRILGE

HA

KM

> ERSTICHEIMREARMEEDLHCIERSN, BRRT-5D
e EFE R - R R ODRET R - E%I HFE
EHETIRFENDECRBLEEE

> #60ZBRIEANDFEINTOKRFHEHREN IR

DSK (FYEBHT-YRELR) [CBVWULEREREDL
EHERHDIRE

MIB LU MY ERHEREE (BMBF) [CKUIERRSNT
E%ﬁﬁﬁ]%ﬂ:é‘ib‘éﬁ%‘iwj'/jb rH'DSKICKYAER

BRZECHELGTOLALROHONZEIE —
[[LERREXZDERDOEHICERINSZSOTAR])

1. T-YEBRIRVO—EDIO-CEATEEADTY
2. T-9EZRMATIMRICIIGEEEEZE DDA
3. T-HIDEBBADIEE

4. ZRFAICEITZIVTIAT I ADHER

5. FRAICEIFZRY Y- EDERLH

SRR BFIBMIRTOIII b OEE (IS 2BANHIE

I
I
I
I
I
I
I
I
I
I
I
I
6. HZRIOYIIMERONF :
I
F— I
I
I
8. ERHMEIEDHERET-THIBRICETZERARH I
I
I
I
I
I
I

HFT: 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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DSKD;iRi&E%Z2(F. 2020 [CMII(Medical Informatics Initiative) ' BEEADIEIRIRA L

RAIEXED2N\-FTERSNBLELRE

HH ACHBIE

. EEWERENTEET-IERATIILNHEIL
I . AERRLCEETHEILBLVBEIEN B
= . AEEE UNELEF-IBEUERRERT-IR-ZELL
BRAMARYCRBRESNBL

BET-IOUE., LEBEIUORIZ M AICONT

- ERMTRENTHY, SEPEREHCEZEAVRNIE

- BN CHEECERVERMRRICEET-F=FIAISAIHE
HHHBIE

- EBENS30FEMFERFINEIL

o KPP, MEHEKRUVDENFBERIEETHBIL
1.2 FAAZE - FBROLARICHFOUIZLRICELILINBIL
1 . HBORFEDT-IR-AELHEEINZAREMENHITE

- EEEEEHAITESERATSLIN, TNSERETS
s gnpy T IEBILEREERELIBONSAMY ST
o E&nac o
G+ ABEEUNELIEC ST S REB LA THEE
oy HERENERICBVWTHAELESE S SR AOHBASNGIL
Al 8507 -9 ERALERRIFARINTEY, WOTEHRT
BETHAIL

1.1 EL:P)

1.3

(EHIRRIEZEZEIA-NYFORF)

BIBRDIA—VYERUF5|EZRRLE

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 htip-/iwww medizini
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/datennutzung for an e-mail distri-

1.2

the scientific analysis and use of my encoded patient data by third parfies, 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 pariners. 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 PR 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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DSKD;iRi&E%Z2(F. 2020 [CMII(Medical Informatics Initiative) ' BEEADIEIRIRA L
RIRXEZED2N\-F TR INBLELRREZSEOIANYIRUFS|ZE2RLE
f—

] = RCHBE

o BET-IOPE., REF. EOBRRLCEVT, 1VF-FRYPSNSBREDERERETEILICLY,

14 BET-IONAICLYE RESNBAIREMEN' HBTL

LBURIIEONT © RETVCABREICELBEROBMSHEIMEADEHICLST-FERDURTEFTE2(CHERT B LS
1 TEBWIL
= (- « BEOLHNEERFIILETERV EERREOAEENERIN, Z0@MERIEIENTE
15 BonsdflmiconT BN B2

1.6  BondEaFEIIONT REORAKRVDMCEY 2EMEER LS, FB- 77 BEROWEICRILTONDIL

,  BRREZIOBERUNT . wpmmcmETsT RERRALICHUTEMOT-SEERTBILNTERIL

EFHABOINE, RERUBZNFABLONT

31 AR [HHAH o DHTELKEERICERUTERRULEBIEA P REREL. AREPREDKR TRAELBLEDT

HBIE
o BET-HEEBEORE (1.1~1.6) MEREIN. FIOETERICEETBZVAIIIOVTEETS
3 S HEHROFBEAER HELHBIE
32  UBRFEACFVWITRREIC « BWEINMANYIVPHEEDT-N1TITIREL. B4 BEBEWRICHATERLSICTEIETHEIL
21T s BELESBA. Y YTINOREEICERIILELRESYEDINIZLOY Y TN EIRIT BN HS
&
13 HERBOFRBEEICDOL  » KREAZEICEY., FIBERINAANITELLLIREREZDOFTEBEE LI EZEHICEEINDIL
' T o YYTIWOERFEEEINGVA, YU TINOF BEICHEEFRTERIL

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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RIRXEZED2N\-F TR INBLELRREZSEOIANYIRUFS|ZE2RLE
f—

BEEIIOVT o EBIBERELEERAROERICHEY. L TOEMISA>THEERT LN HS
41  + RBEOIRT ART-NITALBIMIEREERT 20

42 o HIREREBIOVTEMNT S0 (BEEH1.5E8&)

43 o BEANCEELBGAIHERICOVT, BEEZITOCVWBEMEN L GRAZITIH

« BELEVWRY, REOEMBRESEEORHISSERTHEIE
5 FEEOBEZIRMECONT - HFBEATHNE, AHTRIBEBBIILEL FRIBAICKYEBMT-YEINETEEIL
o INELET-I0AEDFERICEATIEERLIDBY, SEERBLTEREMTHIIL

- FABENTRLEETHEIL

6 HEIEOARICDONT « BET-IORMICEAIIAEO—BELLILIEEBZMDT . i, WEEZ(FEIEHELNDT
EREITEIENTEBIL
7 EBINERXRUOHENICDNT s SERRIPT-YEEHE(ICETSIER
(REOEZNEAE EH) BRI s AR DB R] - F| AT 88
. E%:\ g(‘jj,ﬁﬂ FEﬁSE B > I8: o J—\E
Ty —— (SEEAE TET -5 DB OFI B A 8E)
B . IR
2BBEOT-YINE BALE)
i N Al
3SEIEOT-YINE (BXHHE)
4EIBOT-FINE (RIEES) r BERELE 305

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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A—=ARUTT(d. Research Organization Actic&Y B ZEDHARzBELELELRE

BEHLNTNS

RULEDBEE

Research Organization Act AR

. Research Organization Act
ILs N -
BRI RAEE : Forschungsorganisationsgesetz (FOG)

§2cLAT ORI BT (L, Hi[E B DE A FHR 725 (FE
Y, EBRIZEFNNDE (UT. EEDFOHRHE)
- NHYBEES
cRE (BERF REECEICKRES)
- BRI AT ST AT \
IERE * Health Austria GmbH (BENFTE I3 ARIFEZFE
FREESH - A-ANTEREEREY-C AR,
EHEELEMERRE)

% ESRLUA OB E] & i
CEs B A RS ST e AT 3oL Aok

RNEEEOT-N17 BRI E LRI EE’J
itlﬂlil)\ﬂ’]?&‘f*%’&ﬁE’Jtlﬂlb\h;ﬁrﬁE’J(DU’)L\ =
BEIUTOLSBEANERENEISZ LN TED

B&-#MO _ﬂxln_/\ﬁﬁén—cmégt
R%ER @

%bt_iﬁs
@ RABLCSNEBAT-ITHY, T-IEBENENIC

HRINBFERTT - 9£1¢®%E’E’F}E§“%«_t7ﬁ"€
ERVNEE

HFF: https://me001ned.edis.at/ethikkommission/index_dwnld.html

https://www.bmk.gv.at/service/amtssignatur.html
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ENRHELTEY, BERFSROMRITOVIIMIEHRAINBZILICRABELTNS

() RRE R
EENSOBIANSE (k) BERBOBEMCHEEE (R

v BIRETE®. Bord YT, 2098 FIRS v L COMEOLESHICINESNEILOBAEBR (K&, E
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WX (R&ALFEES1) ERT. T-9XELRE2LETE
v INSOERTIOVIVME, WShEERICREEE E) [CAEBESIMEEINBIEICRELEY
EDEBEBZDIFECT vV I T-IDERICHTEREEE, BREEBRANBIEEL F
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Ng<BEYEd
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J14VIVFRTR, EERR - ANVATT7ERBEAREOESICEFHAR-T-52ENTS
Biobank& WORERIA SRIIEIN T

BiobankMFT{E b

B Biobank
> J14VIV R TIE2014FE L&, EREAFT -NVAT T E REREOE
HIZBiobankMERIZENTL\D

= i
2R Biobank (Biopankki) 4
HILEN i%éﬁﬂ&(ﬁ‘ HEINETBIE T, [FRDEZFHF

HONI AT - B D B 1 COLR BRE RN -

LYF<TBED 23'3”""

MEBF L EAIC11#E8 Aunwl;"\ - } A BI:;:::
(SN AN 74 . 2 ENA AN 4B ,;5 . w./ ol

RELTY | [EHR] i Dk Sty il

3750 ‘Eﬂ% ]DNA\ £, mE. B8, K. BR. NEHEE m EA-FZE

e 7-5 > J1VIVRCIHMEAHRESHIEPINDEASNTEY
Effg(;_?ﬁ?xgggﬁ @ﬁ%ﬂ?; %lzg:#aﬁ N1 BiobankZ & (FELTOERBRIIPINICHITTEEINT

—-7]— s LVEs N / A N N L\é

s THL Biobank(E 5 Biobank) D& > Biobank®DEFH K- T MOEF LI AT TEEINTNS
> IR %’\JZOﬁk (E: 553_175A’2022$H§“£“) Eﬁf WEBEIEST AT EERIEETHD
> BMFO0YTY ML 1008 F > 2017$fu.\ FinnGen7OY 1Y M BRIREN T, R DR FBA.

GEREICATEREOREDOT-FEBEEREBIZLLT, 50
EA@.E?T'QEEW&ME’RHXL\ [E LA ZE 8RS, Biobank., 3
BOMEZOEEFHROKF TIOVIVMEERLTNS

HAT B AR F R T1VIVNCBIEBENFLIATET-FREOIRI . https://www.biopankki.fi/en/finnish-biobanks/
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BiobankMDiEFZ iR E 9 BBiobank ActClIZ T - iR DIRICIIR=EDENE 2RIIRICT S

ERELTVSH LELRE

B RHLE
> Biobank®T -4~ L8 - B A (CRE I BEXY R, Biobank Act
(Law 688/2012)(CHIEL TS

e

EEL Biobank Act
EREMKE | HaREAE

B= ANEOERARZNBIMFTEeIETSEVIER

CRILTUATORBMEESNTNS

HEAR

 BiobankMEXILEH. BB ESE

* Biobank COAMEIEIDUNE. IR, FH

o HEHABORELERS

. i‘iﬁént@)\@@ﬂ&0’%*&1%?%@73@@@‘)
R

* BiobankBAZE MBI CERIISNTLI RS

BiobankE&IZ LA, BEEEUREL WA K EIZHT

L<EXIZLENBBiobanklCEEMICHEETEELIICTH

EHICHIESNT

HAT: https://www.finlex.fi/en/laki/kaannokset/2012/en20120688.pdf

92

BHTEY., ERNHEADRIEFHELL TN

B [ #3732 [E 3 (Broad Consent) DEFE
> Biobank ActCl3. FFRDERA BIAERT VLIS TEBELICILE
DREIEZERHTNS
> BEERIICIE LTOREEESTLTWNEERAEADREL
DHEEETIC, Biobank ANDERFRL - T-FIREN AT REL 1D
> AERERICLSTEHEITILENHD

[FI& (Biobank Act Section 11)

11.1: BiobanklC &R AR BI QMR (L, MD;EZEICRIERDEHH
WERY, AEICEDIVTIThNh3
11.2: T-Y1REEE LTFOZEIODVWTRIBEERITIBILNTES
> BN, BLIIIRERT 3 F E DA A Rl & Biobank
[ZIRE L. BiobankBFZICFIFEITRIL
>BOOEANERERHETIIL
>Biobankfi X CHBELINZEHEATEDICETELIAIT-F L,
ZOMEFRRRRVERRBDNCEBRBEREYVITEIL
11.4: AEZRMIBZAL. BRIICUATOHBAERIZHLENHS
> Biobank®tZ2D4EE
> EIYIBRF%E
> EREBOINELREOBEN
> EREROMEE L EFRHRIZRTFT BBiobanklc DT
> EEOEEURITHRERZIEEERICHTENTS,
XEEEZRYEIEREETEIL




#-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-FEEDE BRI LN AIBERIE
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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—RMALZRAABOT-RICEWT, FEDORBUECEDERKEEANORENED
bNTWS

IC
_ CGa®)
Rx
A
3
(EE St
IC
(W)
5
A
3
(EEtrts

NIETRE

RIETE
[HIPAAS164.506¢(4)]

H(parents) BLLIEEE A
(guardians)DEIE
[common Rule 2018
§46.406,408]

#H(parent). BREA
(guardian)BLL 3 1REE
(person acting in loco
parentis) DAES
(authorization)
[HIPAAS164.502g (3)]

A ZEREHORMELY

96

s 16U B AABE
« 16FR A CHIMTEE A
HdHE: AARE
[Family Law Reform Act
1969 8% - ¥lfl]

BR/BRORIE
(explicit/implied
consent)
[Common Law Duty of
Confidentiality]

16/ R © #i(parental
responsibility) X [LiEEL
32 A (legal representative)

DRIE

[Clinical Trial Regulation

Part 1.2 & Schedule 1 Part
4.13]

13/ AR FHORE
(parental consent)
[children and the GDPR
p.3]

- FR(CHIBRLGL BEAK
ARE
s AETEREVEDIHE.
RIEDEFE2ET5E
(the party entitled to
give consent) DA &
[German Civil Code
§630d,81901a]

s 12K | BEEEL
[31REE (de ouders die
het gezag uitoefenen of

van zijn voogd) DR &

o 12mBAE. 165K A
ANEHEBELIRES
(de ouders die het gezag

uitoefenen of van zijn
voogd) DA &

s 16U EARARE
[Dutch Medical Treatment
Contracts Act(WGBO)
447,450,452,465% 5 LU
Medical Research Involving
Human Subjects Act(WMO)
63%1-a,b,d]

18 AL, FHIES
(I'autorité parentale) X713
%R A(le tuteur) DREIE
[Public Health Code L1111-
2.1]

FEZE (I'autorité
parentale)¥fzl3EERE
A(représentant légal)(D[F]

[Public Health Code L1122-
2.1]

1SERART | RACHIER
(I'autorité parentale)D[a]

=

[Data Protection Act 455%])

ETEAREE A (Vertreters
und erforderlichenfalls mit
Genehmigung des
Gerichtes durchgefiihrt
wird)DEE
BHECUTEHBIFT D&

[Patientencharta 175%(3)]

ATRT IR
ELGARTHE
[Gesundheitstelematikgese
22012 §15(2)]

EN:



KETIE. Common RuleBLUHIPAAICE DS, HIELKIIRBRAZFICLBRRB I TEDHS

ncns

—RH A

HIPAA§164.506.c.(4) (IEERIZMAL) A covered cniity may disclose (9 For a purpose listed i paragraph

protected health information to (1) or (2) of the definition of health
another covered entity for health care care operations; or

operations activities of the entity that

receives the information, if each (i1) For the purpose of health care
entity cither has or had a relationship fraud and abuse detection or
with the individual who 1s the subject compliance

of the protected health information

being requested, the protected health

information pertains to such

relationship, and the disclosure is:

—XFH

Common Rule 2018 §46.406.(d) (ICEZE)

(d) Adequate provisions are made for soliciting assent of the children and permission of their
parents or guardians, as set forth in § 46.408.

Common Rule 2018 §46.408.(b) (ICEFZE)

(b) In addition to the determinations required under other applicable sections of this subpart, the IRB
shall determine, in accordance with and to the extent that consent is required by § 46.116 of
Subpart A, that adequate provisions are made for soliciting the permission of each child's
parents or guardian. Where parental permission is to be obtained, the IRB may find that the
permission of one parent is sufficient for research to be conducted under § 46.404 or § 46.405.
Where research is covered by §§ 46.406 and 46.407 and permission is to be obtained from
parents, both parents must give their permission unless one parent is deceased, unknown,
incompetent, or not reasonably available, or when only one parent has legal responsibility for the
care and custody of the child.

INTOTMATON TEISVANL [0 SUCH Personal
representation, except that such
person may not be a personal
representative of an unemancipated
minor, and the minor has the
authority to act as an individual, with
respect to protected health
information pertaining to a health
care service, if:

HIPAA8164.502.2.(3)( i ) (1BRIEHE)

individual who is an unemancipated
minor in making decisions related to

(3)i) Implementation specification:
unemancipated minors. 1f under health care. a covered entity must
applicable law a parent, guardian, or  reqt such person as a personal

other person acting in loce parentis  representative under this subchapter,
has authority to act on behalf of an 541 respect to protected health

8164.506.c.(4)

v CEl. BIDCEDNIV AT PEFEEEBI DI, ZOCEICPHIZRIRT 2551 H 5, &
DORREBCENPHID EFEBRENHZISEICRON. FEUTOBHICEEKT
PRENHB
(1) E&(DQ)ITIFELVWBIEREF I OERICERIZENTHIIHE
¥ (1)=7AE. I, EEZEFS (health care operations)

X (2)=EERME (L& DA EE (treatment activities of a health care provider)
(i) BEFRERVEFOREX(TESETOBENTHIES

§46.406.(d)

v Subpart D (846.401-409): AR DI RELTEAES T3 FHEDEHOENMREEE

v’ 846.406 (d): §46.408IC M ESINTVBRLIIC, FHELORIELZOHENIIEREA
DA ERHZHOBEYNHARED R TSN TND

§46.408.(b)

v 846.408 (b): BMOF B RINGEESHENES. RBIZHZRA'846.404 X (F
§46.405IC% BT RHBEICBVTUL. FADBRDOHFAINHNEFT D THRLHIMTTE
%, 72 N'846.406 K 1}846.407DXF R EBYTBRA O AIZ S RIFNEESE
BAELBEVTUL AT OHZEZRVTEBRNOOFAINBETHS: FHDRNIE
T-FERR -BEHEEIRVNGA. RENICHFREEONEVGEE. FADRD
HNENEERURIEEEI25E

§164.502.8.(3)( i )

Vo). BBIENTWVEWRALE (unemancipated minors)[CDWTDEFTEER
BREDEET, R, B R AXIIRERE (loco parentis)', BRILSN TWEWRK
FORDYCERICEITIREZ TIEREZELVSIHE. CEFZOAZTEER
I A (personal representative)& L TIRHAEFNEHR5E

HFIT: https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/administrative/combined/hipaa-simplification-201303.pdf
g7 https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#subparta
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ly Law Reform Act 1969 55855 (ICEER)

0]

]

3

Com

Consent by persons over 16 to surgical, medical and dental treatment.

The consent of a minor who has aitained the age of sixieen years to any surgical, medical or dental treatment which, in the
absence of consent, would constitute a frespass to his person, shall be as effective as it would be if he were of full age; and
where a minor has by virtue of this section given an effective conzent to any freatment it shall not be necessary to obtain any
consent for it from his parent or guardian.

In this section “surgical, medical or dental treatment " includes any procedure undertaken for the purposes of diagnosis, and
this section applies to any procedure (including, in particular, the administration of an anaesthetic) which is ancillary fo any
freatment as it applies to that treatment.

Nothing in this section shall be construed as making ineffective any consent which would have been effective if this section
had not been enacted.

mon Law Duty of Confidentiality3¢1 (I5#RIE L)

H AT

98

1) De toestemming (“toestemming”) van de patiént Dit kan zijn:

+ Impliciet - bijv. wanneer we een eRS naar een ziekenhuisconsulent sturen
De impliciete toestemming is dat we alleen noodzakelijke en relevante informatie bekendmaken
informatie, in overeenstemming met de AVG- en GMC-richtlijnen

Hier kunnen wij alleen op vertrouwen voor directe medische zorg

Dat wil zeggen -- het is een redelijke verwachting, binnen de gezondheidszorg, dat relevante en

noodzakelijke informatie zal worden gedeeld tussen die een

relatie hebben met de patignt, voor directe medische

zorgdoeleinden

Maar- “het is belangrijk om te onderstrepen dat het verlenen van directe zorg op zichzelf geen allesomvattende
wvoorziening is om informatie te kunnen delen onder stilzwijgende toestemming. Het cruciale punt is dat het
delen van informatie in overeenstemming moet ziin met de redeljjke verwachtingen van de betrokken

persoon . * (NDG," Redelifke verwachtingen ")

Vertrouwelijke persoonlijke informatie kan over het algemeen worden gedeeld op basis van impliciete
toestemming voor directe zorg wanneer het:

+ Beslissingen over de gezondheid en zorg van een individu informeren en verbeteren

+ Door degenen die zorg verlenen aan die persoon of die persoon ondersteunen
zorg, en

* Het is redelijk om aan te nemen dat de betrokken personen de
het delen van informatie, hebben door hun handelen aangegeven dat ze inhoud hebben en
hebben gesn bezwaar gemaakt

https://www.legislation.gov.uk/ukpga/1969/46
$1 Common Law Duty of Confidentiality(£BAX AL &N TLVAEW 8, NHSHAR
32 PR ¢ http://jsme.umin.ac.jp/com/unesco/B2-CASEQ7.pdf

Section 8 (1)
vV 16RRIDGELEERKED, AEIMBNGECZENERTUESETBEAD
SE|EHBINZAE- ARX [FEED B COREICHTIRIEE. Z
DENTEER (AN THEIGELRKRICEDNTHEEDETS
16}7{%5!%/%0)% [3613%¢2]
FHNKBRETHERYE, 2TOBRERERICIIAZBELLTE
SNBIFNEERSEN

. =120, ¥' WrEE DA HELENHE. MBEOFAIPHMRZ2ERTICE
BALBEORIENTEETHD

Fact Sheet

vV RREBBBENIITIITYEOER., BEIREICEDSS, KFHE
BRSNS

v 1.)\ FREE = FICFHARITEZLETHI R ZORMEZEBEEDORIELT
3i5E. ZORIEILEIREI(implied) X (FRARAY (explicit) [CERISG T 2ED &
9%, AR BREBEREBEENBEENRAEZTIHEICHEVTOABTRS
n3

v RN ERBENRRINZERELT. ZOREICEETZEEDEA

BREMOEBRREFE(CHE TR LG, BBMICEFINTNSIE

(reasonable expectation) CHB=HTHS

YR LTWBI7I Y-S RICLE



% [E Tld. Family Law Reform Act& & U'Common LawlCEDE, FHVIEEREAICLS

KELEHONTNS

Clinical Trial Regulation

Consent for under 16s in Clinical Trials of Investigational Medicinal Products (CTIMPs) b

The Medicines for Human Use (Clinical Trials) Regulations prohibit children under the age of 16 from giving consent to take part in a Clinical Trial of an Investigational Medicinal Product
(CTIMP)

Those who are able to give consent on behalf of children / young people, to take part in a CTIMP, in the UK are

- Parent or someone with parental responsibility (agreement of only one parent is required).

+ Personal legal representative .. a person not connected with the conduct of the trial who s suitable to act as the legal representative by virtue of their relationship with the child / young
person, and is available and willing to do so.
Alegal representative should only ever be approached if someone with parental responsibility cannot be contacted prior to the proposed inclusion of the child / young person, by reason of
the urgent nature of the treatment provided as part of the trial. If a persenal legal representative is not available:

- P legal rep i.e. a doctor for the medical treatment of the child / young person if they are independent of the study, or a person nominated by the
healthcare provider.

You must ensure that parents or legal representatives:

« Understand that you are asking them to give consent on behalf of the child / young person.
+ Understand the objectives, risks and inconveniences of the trial and the conditions under which it is to be conducted
+ Have been informed of the right to withdraw the child / young person from the trial at any time.

« Have a contact point where further information about the trial can be obtained.

Children and yeung people should be involved in the decision-making process whenever possible. You should ensure that they receive information about your trial, which is understandable
to them (visit ‘Children's / young people’s wishes and assent' below).

ICO: Children and the GDPR p.3

O When offering ISS to UK children on the basis of consent, we make reasonable efforts (taking
into account the available technology and the risks inherent in the processing) to ensure that
anyone who provides their own consent is at least 13 years old.

O When offering ISS to UK children on the basis of consent, we obtain parental consent to the

processing for children who are under the age of 13, and make reasonable efforts (taking into
account the available technology and risks inherent in the processing) to verify that the person
providing consent holds parental responsibility for the child.

HFT: https://www.legislation.gov.uk/uksi/2004/1031/contents/made

Part 1-2
v RKBEE IR TDAY

Schedule 1 Part 4-13

v BREREERICSILTVWARBAEFCHLT HXIEEEREBAILELST
BEZoNTAYIA-LRIV Y ME REAEZDOHETE E B (presumed will)
ERIEDETS

« AECEIVWCEEEADRECIFHRESY-LR(1SS)ZRHT II5E.
BRAHOREIOOVWTUIHROREEZIEL,. AEDRMHENZDIRE
DIRELTOEEZBLTVNRILAHER T INENHS

https://ico.org.uk/media/for-organisations/guide-to-the-general-data-protection-regulation-gdpr/children-and-the-gdpr-1-0.pdf
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FMY T, German Civil Code [CEDE, FADRIEZBEELTWNS, ZADNRETER
WSS, RIETIERDOHZED (BIEEE) HoREZIGIZIHNENHS

German Civil Code Section 630d, 1901a

Section 630d
Consent

(1) Prior to implementing medical treatment, in particular a procedure affecting the body or health, the treating
party is obliged to acquire the consent of the patient. If the patient is unable to consent, the consent of a party
entitled to do so is to be acquired unless a living will in accordance with section 1901a (1) sentence 1 permits or
prohibits the measure. Further requirements with regard to consent ensuing from other provisions remain
unaffected. If consent to @ measure which cannot be delayed cannot be acquired in good time, it may be
implemented without consent if this is in line with the implicit will of the patiant.

(2) The effectiveness of the consent is contingent on the patient, or in the case of subsection (1) sentence 2 the
party entitled to give consent, having been informad in accordance with section 630e (1) to (4) prior to giving
consent.

(3) Consent may be revoked at any time, without complying with a specific format, and without stating reasons.

Section 1901a
Living will

(1) If a person of full age who is able to consent has determined in writing, for the event of his becoming unable
to consent, whether he consents to or prohibits specific tests of his state of health, treatment or medical
interventions not yet directly immanent at the time of determination (living will), the custodian must examine
whether these determinations correspond to the current living and treatment situation. If this is the case, the
custodian must see to it that the will of the person under custedianship is done. A living will may be revoked at
any time without a specific form.

(2) If there is no living will. or if the determinations of a living will do not correspond to the current life and
treatment situation, the custodian must determine the wishas with regard to treatment or the presumed will of the
person under custodianship, and decide on this basis whether he consents to or prohibits a medical freatment
pursuant to subsection (1). The presumed will must be ascertainad on the basis of concrete indications
Consideration must be given, in particular, to previous oral or written statements, ethical or religious convictions
and other personal values of the person under custodianship.

(3) Subsections (1) and (2) apply regardless of the nature and stage of any illness of the person under
custodianship.

(4) No one may be obliged to establish a living will. The conclusion of a contract may not be made contingent on
the establishment or submission of a living will.

(5) Subsections (1) to (3) apply to authorised representatives with the necessary modifications.

HPT: https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html#p2656
100

Section 630d

vV BRE. BICBERVYRECEEZSZANEEZERT BRIIC. JABEDHENN

HIBHEOREZEBILENHD

v BEINRETEHRVB AL, Section 1901a(1)[C&kYYUT12T 1) (living

vv||| NEBEE EE‘F_JX(?I@JJ:LEL\BEUI&K RIEIIERDHZEND
RBEZREIZLENHS

Section 1901a

v BETEZRmEBOAN, REDNTRAIRELBDF(IHR T BERIREE(C
55?5%@@@*@%5@7 IR CELIE>TWADIITIEAN
BEVEERN J\L’DL\—C(D%EB_JTEE@'@}E’%ELK A (Living will).
*ETE% custodmn)(i...ﬂb@ﬂ%i% ,ﬁ*ﬁ?‘@ié’@‘é%@ﬁﬁl:iﬂﬁ
lfCL%E@’C‘aﬁéh‘c‘ﬁb‘ETﬁETLHUn(i‘HBHl,\
DHE. BEEQIUZAYVOEEN MINZLSCLERFNERSEL
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Dutch Medical Treatment Contracts Act{WGBO) 447,450,452,4655&

NVAN == ;:E#El 'f
(ICEE - EMREML)
Artikel 447 1/ ¢ 8 & 9 %
1 Een minderjarige die de leeftijd van zestien jaren heeft bereikt, is bekwaam tot het aangaan van een behandelingsovereenkomst

ten behoeve van zichzelf, alsmede tot het verrichten van rechtshandelingen die met de overeenkomst onmiddellijk verband
houden.

Artikel 450 238 £ B O 8 4
1 Voor verrichtingen ter uitvoering van een behandelingsovereenkomst is de toestemming van de patiént vereist.
2 Indien de pati&nt minderjarig is en de leeftijd van twaalf maar nog niet die van zestien jaren heeft bereike, is tevens de

toestemming van de ouders die het gezag over hem uitoefenen of van zijn voogd vereist. De verrichting k
toestemming van de ouders of de voogd worden uitgevoerd, indien zij kennelijk nodig is teneinde ernstig nadeel voor de patiént

venwel zonder de

tevoorkomen, alsmede indien de patiént ook na de weigering van de toestemming, de verrichting weloverwogen blijft wensen
Artikel 465 5o & B @G T X%
1 De verplichtingen die voor de hulpverlener uit deze afdeling jegens de patiéntvoortulosien worden, indien de patiént de leeftijd

van twaalf jaren nog niet heeft bereikt, door de hulpverlener nagekomen jegens de ouders die het gezag over de patiént
uitoefenen dan wel jegens zijn voogd.

= RH A

Medical Research Involving Human Subjects Act(WMO) 65&1-a,b,d

(CBE - EHREAt)
Artikel 6 LS B 4
1 Het is verboden wetenschappelijk onderzoek te verrichten:
a. indien de proefpersoon de leeftijd van zestien jaar heeft bereikt, en onderdeel ¢ niet van toepassing is: zander de schriftelijke

toestemming van de betrokkene;

b. indien de proefpersoon de leeftijd van twaalf maar nog niet die van zestien jaar heeft bereikt en onderdeel ¢ niet van
toepassing is: zonder schriftelijke toestemming van de betrokkene alsmede die van de ouders die het gezag uitoefenen of van
zijn voogd;

[ indien de proefpersoon twaalf jaar of ouder is en niet in staat is tot een redelijke waardering van zijn belangen ter zake: zonder

de schriftelijke toesternming van de ouders die het gezag uitoefenen of van de voogd dan wel indien hij de leeftijd van zestien
jaar heeft bereikt, van de wettelijke vertegenwoordiger van de betrokkene of, indien deze ontbreekt, van de persoon die
daartoe door de betrokkene schriftelijk is gemachtigd of, bij het ontbreken van zodanig persoon, van de echtgenoot,
geregistreerde partner of andere levensgezel van de betrokkene of, indien deze ontbreekt, de ouders van de betrokkene of,
indien ook dezen ontbreken, de redelijkerwijs bereikbare meerderjarige kinderen dan wel, indien dezen eveneens ontbreken,

de redelijkerwijs bereikbare meerderjarige broers en zussen van de betrokkene;

d. indien de proefpersoon de leeftijd van twaalf jaar nog niet heeft bereikt: zonder de schriftelijke toesternming van de ouders
die het gezag uitoefenen of van zijn voogd

HF: https://wetten.overheid.nl/BWBR0005290/2019-11-15/#Boek7_Titeldeel7_Afdeling5

101 https://wetten.overheid.nl/BWBR0009408/2022-03-15
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Public Health Code L1111-2. T (IC;E¥E)

> Article L1111-2 Version en vigueur depuis le 01 octobre 2020

Modifié par Ordonnance n®2020-232 du 11 mars 2020 - art. 1
1. - Toute personne a le droit d'étre informée sur son état de santé. Cette information porte sur les différentes investigations, traitements ou actions de prévention qui
sont proposés, leur utilité, leur urgence éventuelle, leurs conséquences, les risques fréquents ou graves normalement prévisibles qu'ils comportent ainsi que sur les
autres solutions possibles et sur les conséquences prévisibles en cas de refus. Elle est également informée de la possibilité de recevoir, lorsque son état de santé le
permet, notamment lorsqu'elle reléve de soins palliatifs au sens de l'article L. 1110-10, les soins sous forme ambulatoire ou & domicile. Il est tenu compte de la volonté
dela personne de bénéficier de ['une de ces formes de prise en charge. Lorsque, postérieurement & I'exécution des investigations, traitements ou actions de |_ 1 1 1 1 - 2 . ]I
prévention, des risques nouveaux sont identifiés, la personne concernée doit en étre informée, sauf en cas d'impossibilité de la retrouver.

R rEry— N R -

ormston e et i , , sttt i et ot v RBEEDERMNEL, 1111-56KUL 1111- 5-1OFREICREV, HEFE
Cette information incombe & tout professionnel de santé dans le cadre de ses compétences et dans le respect des régles professionnelles qui lui sont applicables. _ _
Seules 'urgence ou l'impossibilité d'informer peuvent I'en dispenser. ‘i{% E% —jé (: (; D) z ?T{E é né

Cette information est délivrée au cours d'un entretien individuel.

La volonté d'une personne d'étre tenue dans l'ignorance d'un diagnostic ou d'un pronestic doit étre respectée, sauf lorsque des tiers sont exposés & un risque de
transmission.

1. - Les droits des mineurs mentionnés au présent article sont exercés par les personnes titulaires de 'autorité parentale ou par le tuteur, qui regoivent l'information

prévue par le présent article, sous réserve des articles L. 1111-5 et L. 1111-5-1. Les mineurs ont le droit de recevoir eux-mémes une information et de participer & la
prise de décision les concernant, d'une maniére adaptée 4 leur degré de maturité.

HFf: https://www.legifrance.gouv.fr/codes/id/LEGISCTAO00006185255/
102



XFIAICDWTIZ Public Health CodelCH1Z Data Protection Act TESH TS

Public Health Code L1122-2. I (ICHFZT)

> Article L1122-2

Version en vigueur depuis le 01 octobre 2020

tla persor

la aine est effectuée sur un mineur non
le. Toutefois, ce

ncipé, le consentement, lorsqu'il est requis, est donné par les titulaires
peut étre donné par le seul titulaire de I'exercice de I'autorité parentale présent, sous réserve du

la recherche ne comporte que des risques et des contraintes minimes ;

e pas 4 la recherche A ttre de volontaire sain ;

des délai ibles avec les exigences.

ins le cours de sa participation, la confirmation de son consentement est requise aprés

Data Protection Act 455 (1E3RIEH)

Article 45

Pursuant to Article 8 (1) of Regulation (EU) 2016/679 of 27 April 2016, if a
child is 15 years or over, that child himself may consent to the processing of

personal data in relation to the offer of information society services directly to
him.

If the child is under 15 years of age, the processing will be lawful only if

consent is given jointly by the child and the holder(s) of parental responsibility
over that child.

The controller will ensure that all information and communication relating to

the data subject is in such a clear and plain language that the child can easily
understand.

ih

11122-2. II

v AENBEES IR ENERSNTOVEVNERMLESE (hon-emancipated
minor) ([CXFLTITHhNZI5A. BIEDITTHEOREHELLH>TREN SR
Y%

v ANENBEESTRHENARKEE (minor) [CRHLTITONREE. 5]
FRDEEREBALLLOTEZONS

5 ﬂl

v IsmARmDS S, FHEZOFEEXR TRBLICSEICOHM BIEIC
3%

N

HF: https://www.legifrance.gouv.fr/codes/section_|c/LEGITEXTO00006072665/LEGISCTA000006154978/#LEGISCTA000025457387
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PatientenchartaZ8 1755 (3)(IC;A &)

Artikel 17
(1) patienten und Patientinnen dirfen nur mit ihrer Zustimmung behandelt werden.

(2) Ohne Zustimmung darf eine Behandlung nur vorgenommen werden, wenn eine Willensbildungsféhigkeit der Patienten oder Patientinnen
nicht gegeben ist und durch den Aufschub der Behandlung das Leben oder die Gesundheit der Patienten oder der Patientinnen ernstlich gefdhrdet
wirde.

(3) Fur Patienten und Patientinnen, die den Grund und die Bedeutung einer Behandlung nicht einsehen oder ihren Willen nach dieser Einsicht
bestimmen kénnen, ist sicherzustellen, dass eine Behandlung nur mit Zustimmung eines nach MaBgabe der Gesetze zu bestimmenden Vertreters
und erforderlichenfalls mit Genehmigung des Gerichtes durchgefiihrt wird.

(4) Ohne Zustimmung des Vertreters und allenfalls erforderlicher Genehmigung des Gerichtes darf eine Behandlung nur bei Gefahr in Verzug
vorgenommen werden, wenn der mit der Einholung der Zustimmung oder der Genehmigung verbundene Zeitaufwand fur den Patienten oder die
Patientin eine Lebensgefahr oder die Gefahr einer schweren gesundheitlichen Schadigung bedeuten wirde.

(5) MaBnahmen, die mit einer Beschrankung der persénlichen Freiheit oder sonstigen Eingriffen in die Persénlichkeitsrechte der Patienten und
Patientinnen verbunden sind und ohne deren giiltige Zustimmung vorgenommen werden, sind - sofern nicht der mit der Einholung der
Zustimmung verbundene Aufschub mit Lebensgefahr eder mit der Gefahr einer schweren gesundheitlichen Schadigung fur den Patienten oder die
Patientin verbunden wére - nur nach entsprechender Befassung des gesetzlichen Vertreters, erforderlichenfalls des Gerichtes, zuldssig.

Gesundheitstelematikgesetz 2012 (BRI )

Grundsdtze der ELGA-Teilnahme
§ 15. (1) ELGA-Teilnehmer/innen sind alle natdrlichen Personen, die
1.im Patientenindex gema&B § 18 erfasst sind und somit jedenfalls jene Personen, die in den Datenverarbeitungen des Dachverbandes gemaB
§ 30c Abs. 1 Z 2 Iit. a ASVG oder dem Ergénzungsregister gema6 § 6 Abs. 4 E-GovG erfasst sind und

2. einer ELGA-Teilnahme nicht widersprochen haben (Abs. 2).

(2) Der Tellnahme an ELGA kann jederzeit generell widersprochen werden (Opt-out). Dabei Ist anzugeben, cb sich dieser Widerspruch auf alle
oder einzelne Arten von ELGA-Gesundheitsdaten (§ 2 Z 9) beziehen soll. Dieser generelle Widerspruch kann

1. schriftlich gegentber gemaB § 28 Abs. 2 Z 7 festzulegenden Widerspruchstellen abgegeben werden oder

2. elektronisch Uber das Zugangsportal (§ 23) erfolgen,
jedenfalls aber so, dass sowchl die eindeutige Identitdt der Person, die nicht an ELGA teilnehmen mochte, als auch die Authentizitit der
Mittellung gepruft werden kénnen. Der Widerspruch ist zu bestatigen. Der fUr das Gesundheitswesen zustdndige Bundesminister hat durch
Verordnung (§ 28 Abs. 2 Z 7) Widerspruchstellen einzurichten. Dabei sind insbesondere ndhere Regelungen fiir die Wahrnehmung ihrer Aufgaben
und fir die Sicherstellung der Teilnehmer/innen/rechte zu treffen.

(3) Alle bis zum Zeitpunkt des Widerspruchs gem&B Abs. 2 in den ELGA-Verweisregistern vorhandenen und vom Widerspruch erfassten
Verweise und ELGA-Gesundheitsdaten einschlieBlich Medikationsdaten sind zu l6schen; falls das Loschen aufgrund anderer gesetzlicher
Dokumentationsverpflichtungen oder § 22 Abs. 5 Z 1 ausgeschlossen ist, sind die Verweise fur ELGA unzug&nglich zu machen.

(4) Generelle Widerspriiche (Opt-out) gem&B Abs. 2 kénnen jederzeit widerrufen werden. Solange ein gultiger Widerspruch besteht, durfen
keine fur ELGA zugéanglichen Verweise auf ELGA-Gesundheitsdaten gemé&B § 20 Abs. 2 erster Satz gespeichert werden. Fur Zeiten eines glltigen

Widerspruchs gemaB Abs. 2 bzw. § 16 Abs. 2 Z 2 besteht kein Rechtsanspruch auf eine nachtragliche Aufnahme von Verweisen auf ELGA-
Gesundheitsdaten.

1'E$EA(CJ:U|::UU)'91’L'CL\5 it\ M‘glt—,;.l:‘

rtic|e17(3)
EEOEARVEERZEMTCERVEE L. FERBAOREZSS
/E.\G)é’#;"ﬁ%?ﬁ EHETZRLSCTEIRENHZ, 2. HEIIIGLUT, #FHH
FrDAERES CRENERINS

Principles of ELGA participation § 15.(2)
v ELGAADSIMIFVDTERZEEEBRBIUNTES (ATRTIN)  BEIC
DWTE IRTOELGANIVAT - CEEES 2EDN B4 DT 1 TDELGA
NIVAT-HICBET Z2DONEREL I 2 ENHS

HPIT: https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20004633
https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20008120
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E&E
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BRI

Ic
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EESS e

BRAELLIZMIL LI R AL

(adult or emancipated minor)

MIETRE

FEERE
[HIPAAS164.506¢(4)]

SEEREEA (Legally authorized
representative) D[E &
[Common Rule2018  §46.102
@ 1]

# B A (personal
representative) DAES
(authorization)
[HIPAA§164.502g (2)]

A ZEREHORMELY

106

F1Y

RIETER L\ (unableto
consent)iHE

BRREENERLENE

(persons who lack capacity)

Lasting Power of Attorney (LPA)
HRIE
[Mental Capacity Act 2005 9
%]

o FERICHIRRE BEAERA
A&
° |_,| %"C%EL\ 7JJ—EI\ [—]%':\0)%
F)EH S 5% (the party

1B (personal
entitled to give consent)D[F]

consultee/nominated
consultee) AR ADE R %L
HHN%
[NHS : Mental Capacity Act
2005])

[German Civil Code
§630d,§1901a)

Lasting Power of Attorney (LPA)
HER
[Mental Capacity Act 2005 :
Code of Practice]

RAAEZRAAOT-RICEVWT, ZFEOIRKLEICEDSHIBTE

16U L TEN B BOMIEE
EEMNICHETERNEEDN
3EH

HIRFEE DD B oD BEDE
BrEEMECEZREA
curator {RE&E (mentor). B
BFE. N=rr-. RAfEE
(echtgenoot, geregistreerde
partner, levensgezel), 8
(ouders). BRALTF
(meerderjarige kinderen). 5%
AD 5Bk (meerderjarige
broers en zussen) W' FE1 &
[Dutch Medical Treatment
Contracts Act(WGBO) 4505%
3,4525%,4655%2,3]

o SEERE A (wettelijke
vertegenwoordiger)

o EEAVRINIEEE T
EENT=7 (persoon die
daartoe door de betrokkene
schriftelijk) >ECB&. /\-k
F—. R (echtgenoot,
geregistreerde partner,
levensgezel)>#i(ouders)—>
A LT F i (meerderjarige
kinderen)-> % A O 5 25 itk
(meerderjarige broers en
zussen)DIBTHEFH'H B
[Medical Research Involving
Human Subjects Act(WMO) 6
2k1-c,6)

S4B TE5 AW (personne de
confiance)D[EI &
[Public Health Code L1111-4,6]

S TES A (personne de
confiance) DEE.

[Public Health Code L1122-2.1I,

11111-6)

BRA RIEXGZEE
(personne chargée d'une
mission de représentation dans
le cadre d'une tutelle, d'une
habilitation familiale ou d'un
mandat de protection future)®
R
[Data Protection Act 705&]

ENDIBEVEAAD

TETECEE A (Vertreters und
erforderlichenfalls mit
Genehmigung des Gerichtes
durchgefiihrt wird) D[] &
DE(TIGUTEHIFT AR
[Patientencharta 175%(3)]

ATRTIR
ELGARTIZ
[Gesundheitstelematikgesetz
2012 §15(2)]

R



KETIE. Common RuleBLUHIPAAICEDZE, B RAVEEREBAZFCLBZINAEBIE

HonTWS

— XA

== +E e (4) A covered entity may disclose (i) For a purpese listed in paragraph
HIPAA§164.506.c.(4) (18 #E?E'ﬁi\) protected health information to (1) or (2) of the definition of health

another covered entity for health care care operations; or

operations activities of the entity that
receives the information, if each
entity either has or had a relationship
with the individual who is the subject
of the protected health information
being requested, the protected health
information pertains to such
relationship, and the disclosure is:

(ii) For the purpose of health carc
fraud and abuse detection or
compliance.

—R#H

Common Rule 2018 §46.102.(i) (ICFF %,

(iy Legally autherized representative means an individual or judicial or other body authorized under
applicable law to consent on behalf of a prospective subject to the subject's participation in the
procedure(s) involved in the research. If there is no applicable law addressing this issue, legally
authorized representative means an individual recognized by institutional policy as acceptable for
providing consent in the nonresearch context on behalf of the prospective subject to the subject’s
participation in the procedure(s) involved in the research.

HIPAAS164.502.0.(2) (IEERIZH) (2) Implementation specification:
adults and emancipated minors. 1If
under applicable law a person has
authority to act on behalf of an
individual who 1s an adult or an
emancipated minor in making
decisions related to health care, a
covered entity must treat such person
as a personal representative under
this subchapter, with respect to
protected health information relevant
to such personal representation.

§164.506.c.(4)
v’ CElE. BUDCEDANIVAT 7T EEN D=2, ZDCEICPHIZFIRT 3356

BH3. COFREECENPHID R EBERMENHBIHECRLN, itu
TOB E’\J l:éﬁz@“%a‘é%h“%é

/\X % S E/NAR E%%?% health care operatlons)

2)2@%%@'&%(:i%fﬁ?ﬁfﬁ@](treatment activities of a health care
provider)
) EEEMRRVEFOREXEIVTIMT7IADESFOEHTHB

Be

846.102.(i)
v ERIICERAI AN 2K ERE (legally authorized representative) & (3, EA &

DEET, EFFEOREBLLT TAENMARICEITZFRFICSMTS
CEICRIBY 3R EF T3, EAAX B EREX 20O FDIE
=ikl

§164.502.8.(2)
v BREOEDT, BRICEIIREEITIRIC, HBAN AR FREKE

NEXRBEICKRD>TCRET BHERZF>TVNRIHE. CEXZOAYEXT
KEDEENRIEEA (personal representative) & L THRDAFNIEHESA L

HAT: https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/administrative/combined/hipaa-simplification-201303.pdf
107  https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#subparta



H[E T3, Mental Capacity Act [CEDE, HHREBODT7 NI AEZE BT RIHEND 37)5

—RH A

Mental Capacity Act 2005 Section9

Lasting powers of attorney
(1) A lasting power of attorney is a power of attorney under which the donor (*P") confers on the donee (or donees) authority to
make decizions about all or any of the following—
(a) P's perzonal welfare or specified matters concerning F's personal welfare, and
(b} P's property and affairs or specified matters concerning P's property and affairs,

and which includes authority to make such decisions in circumstances where P no longer has capacity.

— XA

NHS: Mental Capacity Act 2005

Mental Capacity Act 2005: Code of Practice

Personal welfare LPAs

LPAs can be used to appoint attorneys to make decisions about
personal welfare, which can include healthcare and medical treatment
decisions. Personal welfare LPAs might include decisions about:

where the donor should live and who they should live with

HFT: https://www.legislation.gov.uk/ukpga/2005/9/contents

\ /
/N

Section9
(1) Lasting Power of Attorney& (3. FF—(donor)/'FZ—(donee)lCATFOIA

TXEBVWSNNDOWTREE T IIERES X2 NDIETHD

a. FH—-OEABHEXEZNICBET R45ERIE

b. FF—M84E KU HFZE (property and affalrs)Xli%n(CB@?éq‘virE(D
N1
NI R -PEECRE N EFERWRR T LR OL SR EEITIE
BREEENS

NHS: Mental Capacity Act 2005

v IRER. REEDDOEVWAOHESINERETEZIZXT. LTOVTN
DOIVYINIYNIABRLT FI\A A& E BT EZLENHD
o EAIVYILIY M personal consultee): SHINEDHEFEZLTHY. S0
EOBALICEA LA HY, IVPINIVRELTOEBHITETNBZAY)
o E&IYYILIY Mnominated consultee): BFZ SOIJTY bHGIEIEIZL
e  REBEBOAMI VAL UESEINEIVYILI Y

Mental Capacity Act 2005: Code of Practice
v’ Lasting Power of Attorney(&. A T ICDWCREHEZRFD
o FF-OREANEBAOTILAICEATBHEF

https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/mental-capacity-act/
108 https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/921428/Mental-capacity-act-code-of-practice.pdf
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30 (HEEE) PoRBZEISIZVENHS

German Civil Code Section 630d, 1901a

Section 630d
Consent

(1) Prior to implementing medical treatment, in particular a procedure affecting the body or health, the treating
party is obliged to acquire the consent of the patient. If the patient is unable to consent, the consent of a party
entitled to do so is to be acquired unless a living will in accordance with section 1901a (1) sentence 1 permits or
prohibits the measure. Further requirements with regard to consent ensuing from other provisions remain
unaffected. If consent to @ measure which cannot be delayed cannot be acquired in good time, it may be
implemented without consent if this is in line with the implicit will of the patiant.

(2) The effectiveness of the consent is contingent on the patient, or in the case of subsection (1) sentence 2 the
party entitled to give consent, having been informad in accordance with section 630e (1) to (4) prior to giving
consent.

(3) Consent may be revoked at any time, without complying with a specific format, and without stating reasons.

Section 1901a
Living will

(1) If a person of full age who is able to consent has determined in writing, for the event of his becoming unable
to consent, whether he consents to or prohibits specific tests of his state of health, treatment or medical
interventions not yet directly immanent at the time of determination (living will), the custodian must examine
whether these determinations correspond to the current living and treatment situation. If this is the case, the
custodian must see to it that the will of the person under custedianship is done. A living will may be revoked at
any time without a specific form.

(2) If there is no living will. or if the determinations of a living will do not correspond to the current life and
treatment situation, the custodian must determine the wishas with regard to treatment or the presumed will of the
person under custodianship, and decide on this basis whether he consents to or prohibits a medical freatment
pursuant to subsection (1). The presumed will must be ascertainad on the basis of concrete indications
Consideration must be given, in particular, to previous oral or written statements, ethical or religious convictions
and other personal values of the person under custodianship.

(3) Subsections (1) and (2) apply regardless of the nature and stage of any illness of the person under
custodianship.

(4) No one may be obliged to establish a living will. The conclusion of a contract may not be made contingent on
the establishment or submission of a living will.

(5) Subsections (1) to (3) apply to authorised representatives with the necessary modifications.

HPT: https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html#p2656
109

Section 630d

vV BRE. BICBERVYRECEEZSZANEEZERT BRIIC. JABEDHENN

HIBHEOREZEBILENHD

v BEINRETEHRVB AL, Section 1901a(1)[C&kYYUT12T 1) (living

vv||| NEBEE EEE‘F_JX(?IMJJ:LEL\BEU@\ RIEIIERDHZEND
RBEZREIZLENHS

Section 1901a

v BETEZRmEBOAN, REDNTRAIRELBDF(IHR T BERIREE(C
55?5%@@@*@%5@7 IR CELIE>TWADIITIEAN
BEVEERN J\L’DL\—C(D%EB_JTEE@'@}E’%ELK A (Living will).
*ETE% custodmn)(i...ﬂb@ﬂ%i% ,ﬁ*ﬁ?‘@ié’@‘é%@ﬁﬁl:iﬂﬁ
lfCL%E@’C‘aﬁéh‘c‘ﬁb‘ETﬁEﬂLLHUn(i‘HBHl,\
DHE. BEEQIUZAYVOEEN MINZLSCLERFNERSEL
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Wb

Dutch Medical Treatment Contracts Act(WGBOQ) 4505&3,4655%2,3

(ICEHE - [EHRIEM)
Artikel 450 1234 & B @ 8§ %
1 Voor verrichtingen ter uitvoering van een behandelingsovereenkomst is de toestemming van de patint vereist,
2 Indien de patiént minderjarig is en de leeftijd van twaalf maar nog niet die van zestien jaren heeft bereikt, is tevens de

toestemming van de ouders die het gezag over hem uitoefenen of van zijn voogd vereist. De verrichting kan evenwel zonder de
toesternming van de ouders of de voogd worden uitgevoerd, indien zij kennelijk nodig is teneinde ernstig nadeel voor de patiént
te voorkomen, alsmede indien de patiént ook na de weigering van de toestemming, de verrichting weloverwogen blijft wensen.

3 In het geval waarin een patiént van zestien jaren of ouder niet in staat kan worden geacht tot een redelijke waardering van zijn
belangen ter zake, worden door de hulpverlener en een persoon als bedoeld in de |eden 2 of 3 van artikel 465, de kennelijke
opvattingen van de patiént, geuit in schriftelijke verm toen deze tot bedoelde redelijke waardering nog in staat was en
inhoudende een weigering van toestemming als bedoeld in lid 1, opgevolgd. De hulpverlener kan hiervan afwijken indien hij
daartoe gegronde redenen aanwezig acht.

Artikel 465 9 & B @ & %

1 De verplichtingen die voor de hulpverlener uit deze afdeling jegens de pati&nt voortvioeien worden, indien de patiént de leeftijd
van twaalf jaren nog niet heeft bereikt, door de hulpverlener nagekomen jegens de ouders die het gezag over de patiént
uitoefenen dan wel jegens zijn voogd.

2 Hetzelfde geldt indien de patignt de leeftijd van twaalf jaren heeft bereikt, maar niet in staat kan worden geacht tot een redelijke
waardering van zijn belangen ter zake, tenzij zodanige patiént meerderjarig is en onder curatele staat of ten behosve van hem
het mentorschap is ingesteld, in welke gevallen nakoming jegens de curator of de mentor geschiedt.

3 Indien een meerderjarige patiént die niet in staat kan worden geacht tot een redelijke waardering van zijn belangen ter zake, niet
onder curatele stagt of ten behoeve van hem niet het mentorschap is ingesteld, worden de verplichtingen die voor de
hulpverlener vit deze afdeling jegens de patiént voortvioeien, door de hulpverlener nagekomen jegens de persoen die daartoe
door de patiént schriftelijk is gemachtigd in zijn plaats op te treden. Ontbreekt zodanige persoen, of treedt deze niet op, dan
worden de verplichtingen nagekomen jegens de echigenoot, de geregistreerde partner of andere levensgezel van de patiént,
tenzij deze persoen dat niet wenst, dan wel, indien ook zodanige persoon ontbreekt, jegens een ouder, kind, broer of zus van de
patiént, tenzij deze persoon dat niet wenst.

HFT: https://wetten.overheid.nl/BWBR0005290/2019-11-15/#Boek7_Titeldeel7_Afdeling5
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Public Health Code L1111-4,6(IC;EE)

> Article L1111-4 Version en vigueur depuis le 01 octobre 2020

Modifié par Ore e n® 2020 u 11 mars 2020 - art. 2

Lorsque la personne est hors d'état d'exprimer sa volonté, aucune intervention ou investigation ne peut étre réalisée, sauf urgence ou impossibilité, sans que la
personne de confiance prévue a 'article -6, ou la famille, ou & défaut, un de ses proches ait été consulté,

Lorsque la personne est hors d'état d'exprimer sa volonté, la limitation ou |'arrét de traitement susceptible d'entrainer son décés ne peut &tre réalisé sans avoir

respecté la procédure collégiale mentionnée 3 'article L. 1110-5-1 et les directives anticipées ou, & défaut, sans que la personne de confiance prévue 3 l'article L. 1111
6 0u, adéfaut la famille ou les proches, aient été consultés. La décision motivée de limitation ou d'arrét de traitement est inscrite dans le dossier médical

* Article L1111-6 Version en vigueur depuis le 01 octobre 2020

Modifié par Ordonnance n® 2020-232 du 11 mars 2020- art. 3

Toute personne majeure peut désigner une personne de confiance qui peut étre un parent, un proche ou le médecin traitant et qui sera consultée au cas ol elle-méme
serait hors d'état d'exprimer sa volonté et de recevoir 'information nécessaire 3 cette fin. Elle rend compte de la volonté de | personne. Son témoignage prévaut sur
tout autre témoignage. Cette désignation est faite par écrit et cosignée par la personne désignée. Elle est révisable et révocable & tout moment.

Si le patient le souhaite, la personne de confiance |'accompagne dans ses démarches et assiste aux entretiens médicaux afin de I'aider dans ses décisions.

Lors de toute hospitalisation dans un établissement de santé, ou dans un hopital des armées ou & 'Institution nationale des invalides, il est proposé au patient de
désigner une personne de confiance dans les conditions prévues au présent article. Cette désignation est valable pour la durée de I'hospitalisation, 3 moins que le
patient n'en dispose autrement.

Dans le cadre du suivi de son patient, le médecin traitant s'assure que celui-ci est informé de la possibilité de désigner une personne de confiance et, le cas échéant,
l'invite & procéder 4 une telle désignation.

Lorsqu'une persanne fait 'objet d'une mesure protection juridique avee représentation relative 4 la personne, elle peut désigner une personne de confiance avec
l'autorisation du juge ou du conseil de famille s'il a été constitué. Dans I'hypothése oli la personne de confiance a été désignée antérieurement & la mesure de tutelle,
le conseil de famille, le cas échéant, ou le juge peut confirmer la désignation de cette personne ou la révoquer.

EWTEIAYRERTEILN

L1111-4

vV BERANDNBBERBPTEIRVNGEE. BERBEEEIRATELISEEKR
EL1111-6[CRBESNTVBEBETEAAYDNVEWRY, IR EITIZE
[FTEREL

L1111-6

vV RABSHTE, EETEIZAYEEGITIUNTE BEERANEZEE
RATEY MERBFREZITEBIENTERWGE. (EFETEEAYIC
HxRSIND, ZOADERFMMOEDERSIVEELIND

HF: https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXTO00006072665/LEGISCTA000006185255/#LEGISCTAO00006185255
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Public Health Code 11122-2.1 (HF38)

Version en vigueur depuis le 01 octobre 2020

> Article L1122-2
Modifié par Ordonnance n® 2020-232 du 11 mars 2020 - art. 12

I.-Les mineurs non émancipés, les majeurs protégés ou les majeurs hors d'état d'exprimer leur consentement et qui ne font pas l'objet d'une mesure de
protection juridique regoivent, lorsque leur participation 3 une recherche impliquant la personne humaine est envisagée, l'information prévue a l'article L.
123-1 adaptée 2 leur capacité de compréhension, tant de la part de l'investigateur que des personnes, organes ou autorités chargés de les assister, de les

représenter ou d'autoriser la recherche, eux-mémes informés par l'investigateur.

Ils sont consultés dans la mesure ol leur &tat le permet. Leur adhésion personnelle en vue de leur participation 2 la recherche impliquant la personne
humaine est recherchée. En toute hypothése, il ne peut &tre passé outre 3 leur refus ou 3 la révocation de leur acceptation.

Data Protection Act Article 70 ({5312 {E)

I.he - 810C s1dmenab CF wb 28 E-8108°n sonennobi0 16q SitiboM 0V sloif1A ¢

stiotus'l sb soinsxs'] sb esnisludit 2] insmstien sl 16g s5mi3onos snnoz1sq sl sb efiotb sl insmsxs 15 noisermotni'l sb estistsnitzsh sno2
vo sleilimet noitesilided snu'b sllsfut anu'b s1bea sl zneb noifeinsed1gst sb noizzim snw'b s3z18r) snnoz1sq &l ue 2wsnim 23l 1wog 8leinsTeg
s&1isl23 sllsnnoeisg noizizsb snu eluse s1bnsig sb 2eq 13mmisg sl sn 38331 Inob 23g3t01q 21wsism 23] Wog 510Ut noifastolq sb fsbnem nu'b

iD

Article 11122-2.3
. }\F'Eﬁ’&ﬁ%at LA RIEERATEIENTELRVKAZEET
235 E. ZOFFAIIEL1111-6[CB ESNEFB TCIEEICSIHOTERL

ns

Article 11111-6
© BRARBHETE BDBEDFLEERATEY, INICHELIERE
RITERBIENTERWNBRCIBAREZ(TBERTCEBANEEDTD

ZENTES

Article 70
o [BEHROIUIE(C Beﬁ@?‘é*ﬁﬂ’éﬁﬁ?éi%é\ BoREETIEN
TEHRVRADGE, BRA REXBZEZORENDETH

%

HFf: https://www.legifrance.gouv.fr/codes/article_|c/LEGIARTIO00041721117. https://www.legifrance.gouv.fr/codes/article_|c/LEGIARTI000041721063/,.

https://www.legifrance.gouv.fr/loda/id/LEGITEXTO00006068624/
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PatientenchartaZ8 1755 (3)(IC;A &)

Artikel 17
(1) patienten und Patientinnen dirfen nur mit ihrer Zustimmung behandelt werden.

(2) Ohne Zustimmung darf eine Behandlung nur vorgenommen werden, wenn eine Willensbildungsféhigkeit der Patienten oder Patientinnen
nicht gegeben ist und durch den Aufschub der Behandlung das Leben oder die Gesundheit der Patienten oder der Patientinnen ernstlich gefdhrdet
wirde.

(3) Fur Patienten und Patientinnen, die den Grund und die Bedeutung einer Behandlung nicht einsehen oder ihren Willen nach dieser Einsicht
bestimmen kénnen, ist sicherzustellen, dass eine Behandlung nur mit Zustimmung eines nach MaBgabe der Gesetze zu bestimmenden Vertreters
und erforderlichenfalls mit Genehmigung des Gerichtes durchgefiihrt wird.

(4) Ohne Zustimmung des Vertreters und allenfalls erforderlicher Genehmigung des Gerichtes darf eine Behandlung nur bei Gefahr in Verzug
vorgenommen werden, wenn der mit der Einholung der Zustimmung oder der Genehmigung verbundene Zeitaufwand fur den Patienten oder die
Patientin eine Lebensgefahr oder die Gefahr einer schweren gesundheitlichen Schadigung bedeuten wirde.

(5) MaBnahmen, die mit einer Beschrankung der persénlichen Freiheit oder sonstigen Eingriffen in die Persénlichkeitsrechte der Patienten und
Patientinnen verbunden sind und ohne deren giiltige Zustimmung vorgenommen werden, sind - sofern nicht der mit der Einholung der
Zustimmung verbundene Aufschub mit Lebensgefahr eder mit der Gefahr einer schweren gesundheitlichen Schadigung fur den Patienten oder die
Patientin verbunden wére - nur nach entsprechender Befassung des gesetzlichen Vertreters, erforderlichenfalls des Gerichtes, zuldssig.

Gesundheitstelematikgesetz 2012 (BRI )

Grundsdtze der ELGA-Teilnahme
§ 15. (1) ELGA-Teilnehmer/innen sind alle natdrlichen Personen, die
1.im Patientenindex gema&B § 18 erfasst sind und somit jedenfalls jene Personen, die in den Datenverarbeitungen des Dachverbandes gemaB
§ 30c Abs. 1 Z 2 Iit. a ASVG oder dem Ergénzungsregister gema6 § 6 Abs. 4 E-GovG erfasst sind und

2. einer ELGA-Teilnahme nicht widersprochen haben (Abs. 2).

(2) Der Tellnahme an ELGA kann jederzeit generell widersprochen werden (Opt-out). Dabei Ist anzugeben, cb sich dieser Widerspruch auf alle
oder einzelne Arten von ELGA-Gesundheitsdaten (§ 2 Z 9) beziehen soll. Dieser generelle Widerspruch kann

1. schriftlich gegentber gemaB § 28 Abs. 2 Z 7 festzulegenden Widerspruchstellen abgegeben werden oder

2. elektronisch Uber das Zugangsportal (§ 23) erfolgen,
jedenfalls aber so, dass sowchl die eindeutige Identitdt der Person, die nicht an ELGA teilnehmen mochte, als auch die Authentizitit der
Mittellung gepruft werden kénnen. Der Widerspruch ist zu bestatigen. Der fUr das Gesundheitswesen zustdndige Bundesminister hat durch
Verordnung (§ 28 Abs. 2 Z 7) Widerspruchstellen einzurichten. Dabei sind insbesondere ndhere Regelungen fiir die Wahrnehmung ihrer Aufgaben
und fir die Sicherstellung der Teilnehmer/innen/rechte zu treffen.

(3) Alle bis zum Zeitpunkt des Widerspruchs gem&B Abs. 2 in den ELGA-Verweisregistern vorhandenen und vom Widerspruch erfassten
Verweise und ELGA-Gesundheitsdaten einschlieBlich Medikationsdaten sind zu l6schen; falls das Loschen aufgrund anderer gesetzlicher
Dokumentationsverpflichtungen oder § 22 Abs. 5 Z 1 ausgeschlossen ist, sind die Verweise fur ELGA unzug&nglich zu machen.

(4) Generelle Widerspriiche (Opt-out) gem&B Abs. 2 kénnen jederzeit widerrufen werden. Solange ein gultiger Widerspruch besteht, durfen
keine fir ELGA zugénglichen Verweise auf ELGA-Gesundheitsdaten gemaB § 20 Abs, 2 erster Satz gespeichert werden. Fir Zeiten eines gliltigen

Widerspruchs gemaB Abs. 2 bzw. § 16 Abs. 2 Z 2 besteht kein Rechtsanspruch auf eine nachtragliche Aufnahme von Verweisen auf ELGA-
Gesundheitsdaten.

Article17(3)
EEOEARVEERZEMTCERVEE L. FERBAOREZSS
BEOHEENERETCZTRLSCTEILENHSZ, 2. HEIIIGUT, #FHH
FrDEREE CRENEEINS,

Principles of ELGA participation § 15.(2)
v ELGAADZSMIFWDOTEEELZBRBIENTES (ATRTPUN) , BEIC
DWTE IRTOELGANIVAT - CEEES 2EDN B4 DT 1 TDELGA
NIVAT-H I BHET DN %R I 2N ENH B,

HPIT: https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20004633
https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20008120
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file:///D:/Users/yuokubo/Downloads/Jaarverslag+METC+azM+UM+2021%20.pdf
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A=ARYU7T: http://ethikkommission.meduniwien.ac.at/sitzungstermine/studienjahr-20222023/
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https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.123
[EF: https://s3.eu-west-
2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1_August_2021_Final_
Accessible_07IVkXt.pdfhttps://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/
ATV https://wetten.overheid.nl/BWBR0009408/2022-03-15
J2YA: https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXTO00006072665/LEGISCTAO00006154978/#LEGISCTA000025457387
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2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1_August_2021_Final_Accessible_07IVkXt.pdf

IV [CSP L1127-5, R1123-42~43]https://www.legifrance.gouv.fr/codes/section_|c/LEGITEXT000006072665/LEGISCTA000006132378/#LEGISCTA000006132378
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NHSOFERVCEE . EENEICEDIHARCOVWTIE, RECOLE1I-ZRTEHENHSB,
FERIBERTICRERREEAIT B SECAGDETELETHD -

Z 1IN
MEEEESROHE

B UKQEEER - N EIBRICRIFRDAREFBIIRECPCAGILITINENHS
B CNB5OE T The Integrated Research Application System (IRAS) ZBLTAYII Y TITIZEN AIBETH B
W RECECAGEEL T, FMH6,00040DHBFEELE1-L., 40-60BUARICEREZEEITS

Health Research Authority (HRA)

MRGEEERER FREBETFINMFV-I)-T
Research Ethics Committees (REC) Confidentiality Advisory Group (CAG)
o NHSOFE# P 2B &, Health and Social Care(HSC)ICBAN S  « H#BIFIBELREEIERE. AADRBLERIT 35S
HRICDOVWTL, RECOLE1-5Z (2 ENHS (CIZCAGICERFEEL T, A&ARBE= (TS
It EBONE o RECHT-HRELARGRRANCEIZLGANS EE  « CAGADHFBIIHARDHE CEMRTIRBRWEE TEL
AR AR BHROFERCOVWTEARE(CXFLTBIEZTTY ZETHY, AR TEBENEEEForm251 (NHSTEEE 251
o AR TERAINBZEAIBERICONTDPA2018ADESTE DA ERHETS
A I o AROUEFERFENS0HLUUAICITTHNS
RECOMBRKIEEMIR (EEEMR., BRABRRKIFE.  CAGOBRREIEMR(ER-EESH. ME-HNFTVAK
A N\- ZOMOMEEMR) & EBEMAEMBEICE ORI KOBFEF)E. —M A(layperson)DEE 25 DGR
TATAYN-DRE (18U T)N'BES
HEA%L 85 1
EBEHK #92,80014 (20184F) #1100 4 (20204F)

HPT: https://www.hra.nhs.uk/approvals-amendments/. https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/
https://www.ukdataservice.ac.uk/manage-data/legal-ethical/obligations/research-ethics-review.aspx
https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-advisory-group/cag-group-meetings-and-minutes/
https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-advisory-group/cag-members/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-committee-members-area/research-ethics-committee-chair-and-vice-chairs-
hra-policy-and-information/, http://www.eurecnet.org/information/uk.html
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
123



R [ETIIHRAN' RECECAGEEEIEL THY ., B

RECECAGICHI T REEEFEZERLTIS

HIERECHREFEREROXRERNS CGRE)

FEAERS: HRA

REEEBEICLLPEEDEE x
ANRE
DEN{E
Y | | 5L
REC CAG
:‘t 7“~ o [+ 52 A Lk l
o AEOLELEEBEREERL
FRROBEEEN
S 18 LRECHY/
O L] %E S +ORECK®
R T AR S ERAR 5/85
FEEREADBVRAZETHR 31/85
RAEZETHR 9/85

*2019F 4B =

ERIZIENHSH RIS LA, LU T ORECEIFETES

MOoREC (BFf&I&REC) | HEI REC (KEFEXEDREC)

-
I
BL
=

RIEIERE (HRA)

FYATLAOEBEPEERROBHRAR.

a
N

\V/

REBEEEEZESR
(REC & CAG)

B YATLDEE
(IRAS)

SOP(IZE(EEFIEE)

H’FEJZ 2 TONHS RECERT

CAGIISOPDFRANCHED
REC & CAGDE R (HIkriE
R)2Z (T, RIEBITHRAD
25 % 7GR

REC & CAGDE RHFKIAS
NIZFARIIEEIERNIRAS
(CH&fMEINS
IRASICAE SN B EHER
NoIEREH L, HP
(Research Summaries) C&&

ERERENH

RECICXLTHEFEIL—ED
EEEE
AMRL-ZYJ DIt

- BEEERBL. HITREREL
TOERERH

s HRAN'GODEEEZZ(IT1-HE
R, BEEZHELTWENES
EFTEEEN kHENS
BEEHD
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NHS RECORTE. $5RI BRI T B3 EEEITSFlagged RECHTFTEL TS

\ /
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mHE
> Flagged RECE(E, EFIRIFHZB LTWA DR EDEIBDMIEEEZEMINTRECDIETHD
> Flagged RECIZ. E@TTF?%RECKUJTME%% - & B0 LT, Head of Approvals Support (HRA)IC&2 TEH &M, UK Research Ethics Development
Group (UKREDG)[C &> THEERENS
> Flagged RECIIE12FEFEFELTHY(TERS ), B Flagged RECOFRIMARMLIERDES THREINTVS(—ELRAES )
mEHEH
> Health Research Authority (HRAIADE T UV I DFER . RECH Flagged RECICEH SN B 0D EFMI B EH - X —RARAIN TR
N Flagp,ed RECERHIZRICHESAEBTOCADFEETZE VS EZEBONE, FEUTOERIZEEONE
EH(E, FTTHSZORECICTEFELTWBAAYN-DFHFIEICS>TRESND
* Flagged RECDEREE . #HEHI ICXA Y N-AQOEFFEED L -V I IREITDONS

Establlshlng Research Databases Phase 1 Studies in Patients
(ART-HIN-ADEKII) (BFEEITR ET BFirst-in-HumanF5R)
Establishing Research Tissue Banks 73 Qualitative Research 20
W AR\ I DER L) (XAEH)
Gene Therapy or Stem Cell Clinical Trials 5 Research Involving Adults Lacking Capacity 31
(B F BN 3Rl EE) (BERENEBIBRVRAZNRET ZHAR)
IRB Registered 19 Research Involving Children 43
(XFAEH) (FHENRETIHR)
Medical Device Study 17 Research Involving Prisoners or Prisons 9
(EEEEIRDHIR) (RFEENRETHHR)
Phase 1 Studies in Healthy Volunteers 2 Social Care Research 3
(XAEH) (BULE I -ICHIIHR)

HL P https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1_August_2021_Final_Accessible_07IVkXt.pdf,

https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/search-research-ethics-committees/
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EtL’CMEEL’CEU ESHEELTWBEFT-TRIFTWBEFIAES
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> RELFHEELEEEMRL. IRASETHIRERBEERTS
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BEEEHIT S

> RECIZKBBEE(BER)EZ (T, HRADNHF R ZAZEL. IRAS EICIEHRN
REINS
IRAS_ED1EHZE(Z, HRADHP(Research Summaries) CE & &R
MAEKRIND

HL P https://www.myresearchproject.org.uk/Signin.aspx
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Anncuncements:

Clinical Trials of Investigational Medicinal Products (CTIMPs) and Combined trials of an investigational
medicinal product and an investigational medical device (IMP/Device trials):

It is no longer possible for a new CTIMP or IMP/Device frial application to be made using this part of IRAS. If
you have an existing CTIMP or IMP/Device trial project that has not yet been submitted, you will no longer be
able to do so here.

All CTIMPs and IMP/Device trials now need to apply using the combined review service, which can be
accessed using the new part of IRAS. Please refer to the guidance on the HRA website for jnstructions on how
t wy. If you have any gueries related to applying for combined review please contact
c i@hra nhs uk If your combined review application involves ionising radiation and/or an investigational
medical device, please refer to |RAS Help guidance.

lonising radiation form for combined review:The ionising radiation form for combined review has been
simplified. Refer to the IRAS Help guidance for more information.

Expiration of the Control of Patient Information (COPI) Notice: The general COPI notfice expired on 30
June 2022 From 01 July 2022 if you are planning new COVID-19 related research or non-research a:llwtlas
where confidential patient information is being processed without consent you should submit an to

ERS!

\ /
/N

Please Login
First time and new users please click here,

Your ful

| Submit || Reset |

Forgotten Password? C here

*Passwards ar

Quick Links
Updates

Getling started

CAG

Coronavirus | COVID-19 - key guidance for sponsors, sites and researchers:

The Health Research Authority (HRA) website provides guidance about Research Etnics Committees (REC)
and NHS/HSC arrangements and information about fast track review of COVID-19 research. For guidance
relaiing to clinical trials of investigational medicinal products (CTIMPs) and medical devices please refer fo the
Medicines and Healthcare products Regulatory Agency (MHRA) website.

Updates:

30 June 2022: IRAS updated to v6.3: This version implements updates to the lonising Radiation for Combined
Review form and ARSAC form. Please refer to the Updates page for more information.

28 February 2022: IRAS updated to v6.2 This version implements further updates to Clinical Trials of
Investigational Medicinal Products (CTIMPS) and Combined trials of an investigational medicinal product and an
investigational medical device (IMP/Device trials) projects that were created before IRAS v6.0 (13 December
2021). Flease refer to the Updates page for more information.

04 January 2022: IRAS updated to v6.1 This version implements updates to Clinical Trials of Investigational
Medicinal Products (CTIMPs) and Combined trials of an investigational medicinal product and an investigational
medical device (IMP/Device trials) projects that were created before IRAS v6.0 (13 December 2021). Please refer
1o the Updaies page for more information.

The Integrated Research Application System (IRAS)

« Is asingle system for applying for the permissions and approvals for health and social care / community
care research in the UK

« Generates the IRAS ID, which has been adopted by stakeholders across the UK as the common study
identifier

« Enables you fo enter the information about your project once instead of duplicating information in
separate application forms

- lgas filtars tn enairs fhat the data callartad and collated is annrnnriate tn fne tvna of stidy_and

E-Leamning

The Integrated Ressarch Appli
to print. You n

tion System uses pdf files

Gt
Ao apaer

If you have difficulty installing this software please contact

computer administrator.
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B Standard Operating Procedures for Research Ethics Committees (12
HEEFKFEE, SOP)
> SOP for RECL [, REEBEEZERDEE A ECDVTOHWY
RHELLEEDTHY, ERIATOBEEEZEREID
SOPICAY GEE TR ENEHETITONTNS
> HEOREC CAGIREBEEEEIIDOVTEIARLTOEWA,
SOPIZ&- TEEAEME—INTVWR L TREEEZES
CEDFIKTOMREEERE . BULHIKZIERLTNSEEX
Y ()

HFT: https://s3.eu-west-

2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1_August_2021_Final_Accessible_07IVkXt.pdf
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> 2007, ENOBEEEZ S SEHIET 2B TNRESH R BEINS

> 20085, EFHIZRDER LI ITIEED—EHREL T NRESOHP L TR EEEEZESDEBF R AR T B"Research
Summaries” & AR SN T=

B EEAT TS (HRA)
> 20115, EFMRICHEIZBE LRI ROF HZRE RETSL0 D BRI THRAN R B SN
> 20155 FF = C. NRESOHP_E CAFEN TL\zResearch SummariesZHRADHP(CHE AL TS
> ZOTh. IRFEHRADHP L T2008F N oNREEEZ S SNRF LM AORENHAERIEEL BTN
MHRATDResearch Summaries® IEHE L2 FR B IAFFRRIC DWW TIZANER

BT
i NRESOHP LT i HRADHPC
NRESEQE—L Research Summaries&{b\\sﬁ HRAEQE—L Research SummarieSQ{b\\Eﬁ
2007 2008 2011 2015

HPT: https://www.pharmatimes.com/news/nhs_research_summaries_to_go_public_this_month_987851
https://www.gov.uk/government/news/creation-of-the-health-research-authority
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/hra-latest-vol-13-march-2015.pdf
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HRAMDResearch summaries Cld. RECOVEI-UIEHAEDBIEZIRFRITREN TES

NHS HRA Research summariesD1LE

NHS HRA : Research summaries by FR—-3

Research summaries

Filter results

Research type

All studies

REC opinion

Al opinions

Date from

Dateto

Last updated: 2 Jun 2022

Qur research summaries pages have infarmation about every research study
that is reviewed by a Research Ethics Committee (REC) in the UK. The
information in these research summaries is extracted from the IRAS
application form. Further information about the research can be obtained
from the contact details listed in the research summary

Sponsars may request the deferral of the publication of the research
summary where there are concerns of commercial confidentiality. The
sponsorfresearcher/applicant can also reguest updates to the information
published in the research summary.

COVID-19 research
*You can search for approved COVID-19 research by typing "COVID-19” into
the search function an the left.

New research will be marked as [COVID-19] in the title Existing research
that has added on a COVID-19 element will be marked as [COVID-19] with
the amendment date in the ‘research summary” field.

Some of the approved research studies access confidential patient data

without consent through the general notice under the Health Service
Control of Patient Information Regulations 2002 - They are marked as
[Study relying on COPI notice].

51685 records

Staff Approaches to Dementia in the ED

21 RmswmSugy  REC riermem U2

There are an estimated 850,000 people living with dementia in the UK. and 1 in 3 people wil
develop dementiz ...

Speech and Language Therapists' delivery of
psychosocial therapy
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Z 1IN

NHS Research summaries

o AT EBTEIYAT L(Integrated Research Application System :
IRAS)Z B U THEESN. NHS RECH LE1-UE RO EAFHE T
EBNHS HRADDI T YA

o RS ¥E(Research type) L AFZRICXT T BRECDE R (REC opinion,
B : I ER/FEFER)FTIRRTES

51,6851F (23t)
¥2022F6 H2H RS
XIBFIER IR HRIICE B 2008 FEEETH->TAR

NHS HRADRY = (policy : 202157 28E]) TdhdGovernance
arrangements for research ethics committees A (C 50 &
+ [5.6.1]RECEBEELEARDAESL. RECOBR RZHL TR
g NZ(should publish)

HLFT: https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
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HRAIZRECICX U CEEAR G EIEZERL THY ., FRECDE ZZ3ER[E T MI 5

N LA
2N
m o 1. REC audits and accreditat ded
- — . audits and accreaitation status awarde
> 20074F LARE, HRAISRECICX L CRETOT I LEEREL THY,
SO P&U“GAfR ECU);EL_I"E l: E\U lJ_C RECh{‘EﬁHE?_Y_D‘CL\éh\E%- Name of REC Audit period Accreditation status awarded
ELTL\% Yorkshire & The Humber - sheffield Jun 2020 - May 2021 Full accreditation
> %E&%it?ﬁ\ %REC‘i@%fE\E}S‘E\ @%{#{qggﬁi\ @ East of Scotland REC 2 Jul 2020 - Jun 2021 Accreditation with conditions

HEMREOVISNIDREEZ(TS

> %E‘iﬁ'ﬁﬂz ‘:_Jg %ﬁ/‘[ﬁén\ I/I_ﬁ_ I\h\‘ﬁﬂsﬁéné London - South East Jul 2020 - Jun 2021 Full accreditation
° 202 135 10 H _2022 ﬂz?) H 0) I/Tﬁ,— I\f‘{i\ k'fél:&‘;%t—_ lJ Yorkshire & The Humber - Leeds East Jul 2020 - Jun 2021 Provisional accreditation
t L\Ei)\')t—_ R ECG)I ‘:‘ﬁ\;%& t %0) [jq ER\ E%% ﬁo) II'I:EI Eﬁ*ﬁ Lenden - Riverside Jul 2020 - Jun 2021 Accreditation with conditions
%hi‘ga%kgnt L\é East Midlands - Leicester South Aug 2020 - Jul 2021 Provisional accreditation
. A*j- I\ l/_: / 7‘ South Central - Hampshire A Aug 2020 - Jul 2021 Accreditation with conditions
> RECU)X)/\_‘IFEEGD I\l/_:jgé%(jébz\ghiﬁﬁ South Central - Oxford C Aug 2020 - Jul 2021 Full accreditation
> HRAIGLUFORL-ZVJ%RELTVS '
. _ North West - GM Central Sep 2020 - Aug 2021 Full accreditation
F—-Z9 BILL]
~ . RECXV/\‘:(C{Eﬁ_EE;nTC%?'QE\ RECOBEE(C Graph showing the number of RECs granted provisional
ARE ')L\(W\Jj’fyﬁ‘ﬁﬁﬂ%’&ﬁ5§¢ - accreditation/accreditation with conditions and the number
- fEdten ARG, WERXOMHATEEZZHE of unmet standards
s . 4 g o (EaR120A A, FEF- SR AEIDD
LY ZARA 24 T . Y ——\—
FEERLAME (or-svrEEm 2 1
HE%®  e-learningPREAXDIL-ZVT : : BOCt 20 Mar 21
= N ] -7 -E ! Apr 21-Sep 21
« NHS Athensld# 4 BEFIv—FINVEICT 71 5> [ ]
0 Oct 21 - Mar 22

ATEBVYATLTHY ., RECAIN-IEAE VAT L

NHS Athens 1to3 4t06 7+
&ﬁﬂf’fﬁﬁﬁ Number of unmet standards
AJBE

HLPT: https://www.hra.nhs.uk/about-us/governance/quality-assurance/hra-and-devolved-administrations-accreditation-scheme-report/

https://www.hra.nhs.uk/planning-and-improving-research/learning/rec-member-learning-resources/
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HFf: https://www.health-data-hub.fr/starter-ki
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REZ0TYIL-tONE
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B Medicinal Product Act (Arzneimittelgesetz (AMG) ), Division 6 Protection of human subjects in clinical trials

40 BREREER(ICRI T 2RI BREREER (XBE I DB B(competent) IR B E E B2 DAEZDHIH (favorable opinion) & B & Y BD AR ST
HECHABEE RS

41a(1) TREBEEZESDERX M (Lander)DINTVw I 945— 0)1%@%5?5%@597)%f*U)ﬁuuﬁlﬁ;iﬁﬁo);l:ﬁfﬁhﬁg?%,aﬁﬁﬁb LUFD(2)-(5)C4E

FhE WML TEHFFEREETS, (CMNBEEEROBEKRGERICBITBEUREI(No. 536/2014) R U845(2001/20/EC (0J L
158 of 27.5.2014, p. 1)Ic& D)
41a(2) MNOLFIBEEEE R S S DEFH % Federal Institute for Drugs and Medical Deviceslc  (BfArM)IEHI T3
41a(3) Paul Ehrlich Institute (PEI) ¢DEEDEL. BAMIIGIEEEEZESDEIFHFEEAIRTS

REBEEER0EH NEESNTWEWNSE LR j’é.“- $.;.,§0)*EE'J1§}§7’J‘ 2HSNIZE . BIArMIE

Paul Ehrlich Istltutet(D BB, EHOEIEPEYELERU

41b BEFHRIICEHIZRA  EPEEEARAROEEFHRICHIS, 8FERLB/LERAGEETEZEOEEAS BEEEROET
RUEBIE HARR, BECRIAMEBEICISU SR FEROEBREZFEEDD

42 REEEZESDFHRE AN Y-(LEMRGEEEZERCEBTOHRBET), ENGEEEZESCORE. ZEEM. BHEZERIMIC
RUBEEBLUROFR JUEHONG, NOBEEEZBEBLEEZ. 2FEAUROBEEEXIT5, & &L U FHCHEEEI0H UAICHD

41a(5)

g "F  EAHBINEERSINE RESNS, mEFERL /I OOERMEZ (TR U LLHFBRABEZEENSNEN
Bld. BFERHATINLEOLREENS
42b FRIRSBREROAK EE‘?EE:@?—’T?{‘/??K MO RICEI T 3 AR ER L RELEQHRARARDBEREREEIOOVWTEREFY

ROT-IR-ALADLEFNIEESE

67(1), @ T-AN-ADBERIATL | EHRRCMERBIE BIAMEBHO L, EERICEBT 2R RIERIATLADZEICRITEETEZES, BIAMIEA YT
a(2) 1IR=FNEBLT, T-IR-AND— IR T I AE AT HEL T B, FI=ZDIR—F )T MMIERI = 2L ik RS
(European Medicines Agency)E BN H TS

HFT: https://www.gesetze-im-internet.de/englisch_amg/index.html#gl_p1770
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B Law on the implementation of EU regulations relating to medical devices (Medical Devices Law Implementation Act - MPDG)

Title2 MEEEZESAOFHRSE

REBEZESADER | MRICEHNL, ARRONST 572 - 4a0&E w1 UEANGEEEZ S 2DHNEUE2017/7450D625-4TESH
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HEEEZESNOE R (Opinion)[FAR Y Y—h German medical device information and database systemMSEXS 9
%

32

33 REEEZESANDHE

AN g A = _A.[— =
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Title 3 MFEIH LR/ TOFHES

38 REEEDRHE ARVY-EEEBLROEERFENVEIFZEETIT

H AT http://www.gesetze-im-internet.de/mpdg/BINRO96010020.htmI#BJNR096010020BING003400377
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B Law establishing an ethics committee for the state of Berlin (Ethics Committee Act Berlin - EKG Berlin) of September 7, 2005

1 EUEL. BB ERCX I 3ERERDERIIESERIEAMG) | EUiE2017/745, EU;EDE A TiE(MPDG)ICHED

2 REEELZESDERK FBFIDBLEBLI0ZDOKD. ZE INIVU VIR S EHUEA T 1A (State office for health and social affairs)DE
EZF AEDOENEZSNS
SEZDEEFEAYN-, ZOMDEFEFIR, AEBEFIRNOK D, 15X THRRONTZIEER. MPDGTESHONTBER/HEBER
B2, EUETHRABNTLWRZDMDRERZNZNICDVWTEED, EXET, A ETZOBREDEETEH TS

3 rRoER EESELEYTILRIGEREEECDELT. 2EL0HEFR. BROBE. BENELRTITSIERE
593
4 EADF AESENIYOES RUEBIOBAFABARITINEZ B CEDT
B NV VINBERASEUA T ADBEZESICEATZVI Y MEEIER (ki) B AMGOE & A 3FE
. AMGEICETICEROGEBERICEAT MR, FTELOFIVIUAL e [senun] A | R
 MPDGEICEDGREE/MREREBEDREERE(CEAT M. BHEROFIVIVAL
- BREBEOAVIAVERESE
o BERICIRDIRIE
s EHWREE
o BEEES
NIV IINGEEEZREDFENEFEOTRATHAEEMITICDWTIE, Charité Ethics
Committee (?V'Jff—'fﬁiigﬁéé/ﬁ\) [:E%Egé - MPDGO)%EEEE?(iBfArM%E%O)DX?_‘DMIDS
Y aee)

HFT: https://www.berlin.de/lageso/gesundheit/ethik-kommission/aufgaben-und-arbeit/, https://ethik-lageso.berlin/app/
https://gesetze.berlin.de/bsbe/document/jlr-EthikKkomErGBErahmen
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MIREBEEEEZEERE. KEDORBOFIEZZERLLTASICRILEINT, LAL. 28, FARERDY.
REEEZERDEDSINKRHSN TV EDD. KEDFOADS I BEBEEEN RN LN RETHOk

1983 Association of Medical Ethics Committee (AKEK)E%3Z
19864 EESIBEEEREZRELED. ZLOMEEPARNIT-ERMEDHIM N GEBREEZESNLOYIVEZ(C

HIBRITHY, MEBEEEREK > TOENRERN TS LNk

19884 R YEFREEN S [Iprofessional orderZIEL. B DEENL MM AT EIAREZITIHEEMEMES LR
ERK REEFPHRENGEEZEEZECDETEXIIIILLEDE

199448 B EEE(AMG)RIE, ARV Y- RUMEEFEMIN AT IR CIGEZESDEAENNETHIIEEEDHT
19954E8 A WIEAMGHEIT, NMiEICE IEHZBINT-IMIZLEREBZEE SN R EAT

HFT: https://jme.bmj.com/content/medethics/21/4/229.full.pdf
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o MNONKIGEEEZ B R (IFederal Institute for Drugs and Medical DevicesIZ (BfArM)ICE k3N 3

S | ARDLE, BERAAEEITIR, RERSEONE AT TERLLT - SEEALE
MBS MRETIBIE, ENRFEAMECESNTRBN L BRBE SN 08 SEEEINEESAL
RHIEKDEL* 35 16 3
BFArMADEFRKEK 49
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* EKDEBYARENTY MU (https://www.akek.de/en/ethik-kommissionen/#/cats_mitglieder/all/3/)
* Ethics Committee of the Medical Association of Westphalia-Lippe and the Westphalian Wilhelms University[dXZDEKTHY EETESDEKTEH BN, E
EEDEKINTY bELE
« NIVWIMETV=AV M DERRDEKFAKEKDE B TREVAMNDERI DA TEKDATY MIEM

HPT: https://www.bundesaerztekammer.de/fileadmin/user_upload/_old-files/downloads/pdf-Ordner/MBO/MBO-AE_EN_2018.pdf
https://www.dimdi.de/dynamic/de/medizinprodukte/institutionen/ethikkommissionen/. https://www.akek.de/en/ethik-kommissionen/
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B BAAMICE SRR Z T OMEBEEEZE SR UTICRATINEZIRE TS
HER(AMG) 415k HEZES0ZEFTOVA(BIAMADE FREM)

1. MBEEOXHERRHMORFHFPIAH. BLUABOEFIROFFIFIH

2. MEBEEESDERK EZ0HEOH B TR ENIEEFINGRERZIF OHE 1%
(REROMAEN) s %
% an-l-t%Ln-l-(D \E%(%:t%ﬁ&;ﬁg_é% 1’1/%
BEREFZOMBEEIIELE (1ZORAREREZI-IREBZFELIVOEYVZOEMAREZED) 3%
— A 1%
3. MEBEZESRBLMEBEOAYN-TEHRIN, FELESMEBNELT AYN-EAIBOEPIRMEENZEE L L BN FEIC
ZRINTWVS
4. BEBEEROEEAERICETZIMERADHZ[IORE FIE, INICE, FFC RERE, ZR. AEDOEfHE, AED
BRI B0 (LR BB LUABOEMIRODEEFHNSLUOTRHERBEICETIEHIEENS
5. MERERICREONEEREZEBIIHDICHELRERDHIAELTBA-EEEE
6. FRHARIOREFHE2EEL, HIRAICFBETHMREEEZIERTAILEAREICTIEERYY-A
7. SHIAYN-BLUNIBOEFIRISD, DNFEICHEESZZAEMEOH B FNEEEEANBMBINENEERIMIEDES

H T https://www.gesetze-im-internet.de/englisch_amg/englisch_amg.html#p1003
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[FEEIPARY Y-, CROFAEIET IARDEEEEEITOTNS

Nordrhein-WestfalenN D K22 B U EE BT & DEK (1) ] i . i
Nordrhein-WestfalenN [C [N EEI S EZEDEKHN' 1D, KFEREEKN'9DHS

e MYUYYEI X KREEZEED o= &

REBEF 1978 <EH 1983
AKEKE B O O @)
BFArMZ £%(Competent EK) O O O
FEESDEE BIZ1[E] AlZ1[E E(Z1[E]
EEIR(AMG) [CEDHIE O O O
= B8R E (MPG)ICE DT R O O O
MEEFIROREICEDIHE O ~HR O
— TRETRRAEE (StrischG) (CEEDERR - 8 O
B 5
W ZC I A (TFG) (CEE D<KHZR - <BH O
L. B FEA, &
- FHEMMEZ EMERB NI -
0t s AT B, LM BT B s
FETLEAEED)
REFLFARFIVIY  EEPE.EEXORFERE. B o) BEITEIRE155% .
T JOIUTTINIALT  ER. SBAZER. BLEREOFE EEIRCFAEIZEED
ERINTWS, XF b) AMG / MPG / StrISchG
DAYN-, BLUZFE /TFG @ AR Y—/ZDM0

RiEE (CROALY)

HFT: https://www.akek.de/ethik-kommissionen/#/cats_mitglieder/kommissionen-an-universitaeten/1/.
https://www.medizin.hhu.de/die-fakultaet/gremien-und-beauftragte-der-medizinischen-fakultaet/kommissionen/ethikkommission/gesetzliche-grundlagen-zur-
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ERHRRE. RERICEADIAR(L. HIEFHRBELNEREINTEY, FEPBECEVTRE

HEEZER

REFEORN

W REEE
DIRHLE HHRIE(S1ZG) S HH(AMG) E S = A (MPDG)

Ethikpool (A 31Y)

< ethikPool

ZESDATAAICA=)b
THEE

LKOBRRPERORNIEHON TS

BAMEBEED Y AT n
DMIDS

l l

—

Ethikpool (A 31Y)

+- ethikPool

ROBERT KOCH INSTITUT

X

Robert Koch Institut® \
- o \ H I 2N RYEK
CHEHRMERES BFArMIC B SR QUL HIEK BEAEE
N ([FFAKEKEETF)
B2 (ZES)
BAliEEES 7R
A 4
B Robert Koch Institute H BfArM B Paul-Ehrlich-Institut (PEI)
(RK1) Federal Institute for Drugs ~ Federal Institute for
EZ - £ Y2 BB OBUT and Medical Devices Vaccines and Biomedicines
D RALFHEES

* Bundesinstitut
4 & fir Arzneimittel

und Medizinprodukte

Paul-Ehrlich-Insti é’
aul- rlc-nstltut,@

H P https://www.rki.de/DE/Content/Gesund/Stammzellen/Antragsteller/Hinweise_Antragstellung_pdf.pdf?__blob=publicationFile
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OAJV R IYRFRERR(RK)ZEMEZ O FICE [T 2BATOP R ZEEATHY, R
—

AR Central Ethics Committee for Stem Cell Research (ZES)

EERAMHER B EOLHOFRGEEERZES
=L Federal Ministry of Health (BMG)

RH#LE EHAEE  Stem Cell Act — StZG (2002l TE)
BAyR-S 20024

FOBFEERO—DICHMRMREPECFRENDEEHEZRELTWS

9% + 9ZMBIA Y N-(EFRE AT MEAR)

%8
[(RERIEDZ(2). EF(3). ME(2). #F(2)

®E b RS (hESC) DB A L ERICEET 2B EZERL. ARIERZRKIICIRE TS
« REREEICS - 70K, 2020 FDAGREEIL1115F

ZDMBOIER « Stem Cell ActiCED WA DA (S B 1624

. R8s I -TOS3tEDIH RN ETH
RKIDBIFEE (LRI EE - B FHEE R, IR R., MRV EBRICEATIZES. REEFZESEFEREINTND

HPAT: https://www.rki.de/EN/Content/Institute/Committees/StemCell/StemCell_node_en.html;jsessionid=16FAA166D07F9105B5076803FD55B18E.internet122
https://www.rki.de/EN/Content/Institute/Committees/GEKO/GEKO_node_en.html;jsessionid=6A467CE0885AB2AC262B5B6B85B328E7.internet091
https://www.gesetze-im-internet.de/gendg/BJNR252900009.htmI#BJNR252900009BJNG000200000
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RKIZStZGIEICEDE, HICT VL ATELEFEDO TR L LT, RIDEAFRE (T
MR EESHEOMEIOVIIND—ERUVEMERNRTOFMAZ LTV
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HAEREE ARSNERRDT—

180.7KER

202246 521 o I A 1|~ ke it o i | o - _
AR TRy NESHIRRICEI 3L MERETEPULOTEITRT 49T RBEDHH
179.7%E8
2022445 27H NYIRTTY Y5 FBIRZHGRA, AU LS et RE LR BRI VA A REERBL T, L OB REE
PRI AR E
1787458
WR2FAFVE ALY YT -217AGmbi MBS0 R DTS S 1 20 AT MBI /(-
AV OEA ERE
ISVI I T I RAVOINS - IANTHYY - L
20RFANER K FE BT R TTCE s R EDY 2B ET O
#o1
{4+ Christian Schachtrup, 754777 1767458
REIRBE T Rk 1B 5 OB BADB A O TONESHIIC 3k 3 3103
B R RO H 1T
175 7K

202110427H NYIARTIV ) FEBZHRA. FIVEAYE  NOABLUE MRS ICH T2 L RO FHLUHAH]
HOANZALOFAE

Bt ZaYAYDOI-RI1eNTIIUT I RS, 17454
David Keays ABIDRDFIEE FIEBZE(CHIFTAMASTI Y N B DIEBEDHT L

1

2021410827H

HF: https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/register _node.html
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https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20220621-180-Charite.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20220427-179-MPIMolGen.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20220427-178-Helmholtz.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20220406-177-Goethe-Uni_Frankfurt.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20220125-176-Schachtrup_Uni_Freiburg.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20211027-175-MPI_Dortmund.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898
https://www.rki.de/DE/Content/Gesund/Stammzellen/Register/reg-20211027-174-Keays_LMU_Muenchen.html;jsessionid=FD0DC74A0DCC71C6296397CBCE7CDD55.internet121?nn=2377898

MOBEEZESDEXE(L. Health Care Professions ActlcE D=, BE B YU RODKER
o (ER ﬁéﬂfb\é
—

§7 MEEREZER §1 MEBEZERORE

1) EMERHREEEEEAEREL. EFIMCEAIZESOMRIBICAETS (1) TV Y KZFDOfmEEEZE & = [INordrhein-WestfalenH DHealth Care
B ERITIZUNTES, &1z, EIBELINETEDSNIAEREE R T=T, Professions Act73EICE D&, EINS

(4) FEFB, METEHSNTWETINE, INOEESNUTZEDHEIENTE 2)REBEEERDEMZTIN Y KRZEEFZHMEZERLTS
& (3) HEE BRI APOELBIHAEE

1. 75 % ' & {Ethe tasks and responsibilities, §13

2. the requirements for the activity, (1) AR EB Y RORREE (RT3

3. HRK

4. EPIRADEREBIE, ZEOMIIERMEHS

5. Fhs

6. BERODET,

7. =38

8. FiE(CRDER,

9. ZEADHE

INCOREREBELHROEEEZET D,

HTES, ( @Wﬁ’&ahtﬁt%%ﬁﬁlﬂi /\)bZ'J'T(D?E'é'l%L.ZIJ*)‘}bT—

yayo)J: KEEEEIZHAOEDEEINENHD

HPT: https://recht.nrw.de/Imi/owa/br_text_anzeigen?v_id=10000000000000000065
https://medfak.uni-koeln.de/en/research/funding-programmes/clinical-research/ethics-commission
https://portal.uni-koeln.de/sites/uni/PDF/Mitteilungen/2009/46_ethik-satzung_medizin.pdf
https://medfak.uni-koeln.de/sites/pflegewissenschaft/user_upload/AM_2021-21 Satzung_Ethikkommission_ger.pdf
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DHFEARDEERZHRTELTHEY., CCMOPMRECIEBEARICK
Y, BEREHRFENSKESEHMINT S

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

W EERE - XA N-E - BEH

HEEZAR
THAA A&

CCMO

« EEBUHRENZOD
EEICETEES

. EXRBEEIERRKR
HEBRE, FHF-EBE
F-L, EZEED3
D2DF-LHBE

0O EIZHE L, MRECODTEENCXT IS5 Xt

-

MREC
o CCMONEBNEELE

ZEREN
(£8)

EESE. mE-EE
S8 VY-FAERD
FOHEFZR, 328URN

/\Ei E%% Jr/\ﬁd)
HFZRK30%4

BEHH

HET1,549%4(2020%F)
o EELT: 586t

. EIRMIIR: 556t
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4071

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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CCMODVIT L TRIEEEICHIF I 5ATOMVEZHEMETRINTSGY., K- T 41
FOSDAYTAVBEEERIEETHS

REEEZESOBE

mEEAR

CCMO*MRECH 5B/ H > CCMODVIJ YA MIUREBEERBOLDICHERESE
Y (Standard research file) '8 E SN TS
CCIMQO}  corercommits anResearo ming uman st > REBRICE, UTOEOMEESN TS FARARICL TR
Z2H(IELD)

: - AN-LI-%
Home > Investigators > n EEEEEE
° ==

- BtRIJORIL

Standard research file .« HmiEH
. RREER

Your research file must include a number of basic documents before s TIUT- I"é'kf
you submit it for a primary review to an accredited MREC or CCMO. D
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
medic.al research. Some of the documents only have to be . SEMEE
submitted when applicable. . %ééﬂﬁﬂ'%i&

Please note! Seperate standard research files are o %ﬁﬂ‘%%ﬁ

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)%\gg’;ﬁ%?ﬁ{ﬁ lJ\ /-ﬁ_ng/ﬂ-’r hit‘i@?ﬁ%’fﬁiggﬁ§
> B. Forms > |. Participating centres é%‘:?&ﬂjjé
» C. Protocol > |. Financial compensation > 1ﬁ}¥$§§§/ﬁ\(l$5ﬁiE’Uﬁﬂ‘iulﬂéﬁﬁ?%gnti%é\ Eﬁ%%%ﬁﬁ
> D. Product information > K. Other documents jé:tfﬁ?‘gé
» E. Information research subjects » L. Safety information
> F. Questionnaires etc. > M. Progress and results

> G. Insurances

HFT: https://english.ccmo.nl/investigators/standard-research-file, https://wetten.overheid.nl/BWBR0009408/2021-07-01/#Paragraaf6_Artikel14
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ToetsingOnlineE LWOR—F I UM MMIT, HEBEEDHH -BEEFHROLRETS

B ToetsingOnline
> NHEWRELVEEZAERDERE. LE1-, Bk, BEEERLEOEHOR-T) YA+
> 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

HFf: https://www.toetsingonline.nl/, https://english.ccmo.nl/about-ccmo/toetsingonline/ccmo-register/disclosure-of-study-results
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The Committee Finder tool
This convenient, free tool can help you find a suitable committee or other organization

to review your clinical trial application in the Netherlands.

The Committee Finder tool is part of our free online course Clinical Research
Regulation in the Netherlands. Interested in learning more about our entire catalog of

online and on-campus courses? Visit our website today.

We also offer a wide range of free tools and other recourses; to learn more, visit the

Resources page of our website,

Start to find your committee

V AT IRZXTAHINEII-RICHY. &

YEZ -RZCETZFEIOVILERTE
LTWBR=JL- VY- J1-Fv-3ik- 51

TUDRERY-IVERHELTNS
v BEY-)VIECCMODHPH BT I ATES

& RREHE (FIWIVITIREFRICEHEEETE)
Use these the drop-down menus below to find a suitable committee to review your clinical trial application

Adults
Medicinal product
EU Clinical Trial Regulation (CTR) 536/2014

Interventional research

[Srowresits P
& IRFRAER
ERARELREFERE MK L

B MREC Academisch Medisch Centrum

MREC AMC

HFIT: https://pauljanssenfuturelab.eu/tools/clinical_research_in_the_netherlands/committee_finder/?user%5Fid=08&token=

159

-

X BB RRELEMRECOR=IL T KL AL



MR REFIRLERICEH MO REZEIRT 3, MG EEFAHRRICE T 2K
DREEEIIE£TCccmoiBY T3

REEEM (1/3)
(Dstudy population @product type (legal framework
(XTI ER) (RmOFEE) GERH)

Adult (BCA) Medicinal product EU Clinical Trial Regulation (CTR) 536/2014
| (EER) S
Incapacitated adults EU Clinical Trial Directive 2001/20/EC
(FIBTBE D DR LELA) ATMP
. (S ERELR)
Minors (up to 16 years)
CGRRE (16RTF) ) Non-ATMP cellular product
. (R ERERRTIBLEREER)
Pregnant or lactating women, for
research with fetuses, select Fetuses in Genetically modified micro-organism or virus (GMO), for gene
utero therapy select ATMP, for GMO-vaccine select Vaccine
(IR FEERIL PO, BRIED CEFHEMEAMEMEEEVMIVA (6MO) | BEFARE
ROMEDH AT FEROIE DIBAIFATMP. GMOTTFYDIBAETIFY)
Fetuses in utero Non-genetically modified micro-organism or virus (non-GMO)
[ (FEROBR) GEEETRMERBENILEIA (FEGMO) )
Surplus embryos i Nucleotide, for mRNA vaccine select Vaccine
(BRAEHE) ! (RIVAFE, mRNATIF Y DB ERTIFY)
1
Gametocytes . Vaccine (77FY)
(GEER SR ]
e — I Live animal cells, tissue or organs (i.e., xenogenic cell therapy)
(EZTV\2E DA, ff‘ﬂ%ijifsliﬁﬁ%ﬁ (ShbbEEMRE

v CCMODH N ER A] BE
Medical device (FEEEHESS)

All other interventions

(ZOMBIRTONATIES)
None of the above (EEELLHL)

HFT: https://pauljanssenfuturelab.eu/tools/clinical_research_in_the_netherlands/committee_finder/?user%5Fid=0&token=
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ZERICESIET AHFRIEMREC AVLDFH ., A5V T ERNDIESH AR IEccmODH B

REBEEEEIELHTIILNTES

2 .
RIS (2/3) —>»v CCMODHNEE I8
@Research type ®Fine-tune your product type
(FRRORZARE (HRERERICEDELRAZ)

Interventional research Gene therapy product with GMO
(N AHR) (GMOZRAWEEFAEER)

Observational research Gene therapy product without GMO
(BRHR) (GMOZEAWEWEETFAEE M)

National non-interventional research on
behalf of the registration authority

Licensed prophylactic vaccine with GMO

(GMOZRWERRIENFBRIIFY)

1
1 1
| |
| (BEEEICRDO TR A5V | . S
3 N 7o
: N TOIES ARFZE) . Licensed prophylactic vaccine without GMO
L= i (GMOZRWSRAISNEFBADIFY)
. Multinational non-int tional .
. uitinationa’ non-interventiona ] Unlicensed prophylactic vaccine with GMO (e.g., viral vector-based)
i research on behalf of the registration | i
) Juthority . (GMOZRWERAI SN TWEWFEEIIFY)
1 1
i (%ﬁd‘%%ﬁ(:ﬁ?f%é’g?é%?ﬁ(: | Unlicensed prophylactic vaccine without GMO (e.g., mRNA-based, peptide-based, etc.)
i_ EBIENAR) E (GMOZEFAWT RATSN TWEWFEEIIFY)

Invasivenobservational rgiearch Licensed vaccine with GMO (GMOZRWEERIESN=DIFY)
(BEOHZERMR)

Non-invasive observational research

Licensed vaccine without GMO (GMOZFWS ZRAISN;=DIFY)

(REOLVERRHIT) Medical device with a CE mark (CEV—7D&H3ERIER)
] Medical device without a CE mark (CEN—-7DH\EEHEES)
v' MREC Netherlands Cancer Institute - Somatic cell therapy product with GMO (e.g., CAR-T)
The Antoni van Leeuwenhoek Hospital (GmoERMW LAl f AR () CARTAEE) )
(MREC AVL) DHNEE T HE Somatic cell therapy product without GMO

(GMOZERLWVARWRZE R M)
None of the above (EZBAA)

H P https://pauljanssenfuturelab.eu/tools/clinical_research_in_the_netherlands/committee_finder/?user%5Fid=0&token=
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®Vector type
(RY5-DRzRE
AAV
(FT/REHEIMIVA)

all other vector types

(202 TONTI-FRE

¥ GMO* - * Genetically modified
micro-organism or virus GE{E 7

HBZENIIEVAIVR)



EFEESRICOVTIISAR D ENTEY, RROFEBLGEICETIMEIEINICEL
VEETIHREFTEZRERNRELS

REREMH (3/3)
(DRelation product type and clinical research ®Class medical device (9Research type-2
(BERROEE LERKRAR) (EEEBROI5251) (FRFEDRZRE2)

Therapeutic vs non-Therapeutic
research

REICETBHARNESD)

Clinical research for obtaining a CE mark Class | or non-invasive class lla, lib Interventional research
(CEN-7 B3 B I DERRA3T) (AW Therapeutic research
Class Il or invasive class lla, lib (RE(CBEY 28 %)

Clinical research for expanding a CE mark Observational research
(CEN-VER D= DERKAE) (BRI Non-Therapeutic research
CREICEMRBWEZR)

Clinical research not for obtaining a CE mark

(CEN-VES BRI CHV\ER PRI FT)

Clinical research not for expanding a CE mark

(CEN-VIER BHITHRVERRITZR)

Clinical research with invasive or burdensome
procedures, as part of post-marketing clinical
follow-up (PMCF)
(MER®ERKIAD-T7YT (PMCF) O—ERELT
BB ELITEDLVFIBZ S ERRAAF)

Clinical research on preventing or treatment of
COVID-19
(COVID-19DF BA KT (3765 (CBI T BERARAF ZT)

All other studies
(ZOMESRTOHIE)

H P https://pauljanssenfuturelab.eu/tools/clinical_research_in_the_netherlands/committee_finder/?user%5Fid=0&token=
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REEME INDAERE (TR B INXLKZF-FAILKF
o BAEEREIRRSLURINGE g i
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(National Institutes of Health)
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interventional studies)

«  #EZHER (observational studies)
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[k E )https://clinicaltrials.gov/, https://clinicaltrials.gov/ct2/about-studies/learn, https://www.niph.go.jp/journal/data/64-4/201564040003.pdf
https://clinicaltrials.gov/ct2/manage-recs/how-register, https://clinicaltrials.gov/ct2/about-site/background
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I u.S. National Library of Medicine

ClinicalTrials.gov

Find Studies « About Studies v Submit Studies v Resources v About Site v PRS Login

Home Seanch Results Study Record Detail Save this study
Trial record 3 of 224137 for.  Completed Studies

4 Previous Study | Refumntolist | Mext Study®

Study of Ingaron's Effect on Efficacy and Resistance to Antibiotics in Community-acquired Pneumonia

ClinicalTrials.gov |dentifier: NCT05205702

The ssfety and scientfic validity of this study is the respansibility of the study
A sponsor and investigators. Listing a study does not mean it has bean evaluated
by the U.5. Federal Gavernment. Read our disclaimer for details.

- @ Completed
= @ - May 27, 2022
iate Posted @ - May 27, 2022

Spansor:
SFF Phammasian Lid.

Information provided by (Responsible Party)
SPP Pharmacion Lid

Study Details = Tabular View | No Results Posted Disclaimer How to Read a Study Recard

Study Description Goto [ = |

Brisf Summary:
The primary purpose of this study is to effect of Ingaron®, 3 lyophilisate for the pragaration of a solution for intramuscular and subcutansous administration of 100,000 1U (LLC NPP Farmakion, Russia) on the
effctivensss of antiviotic therapy in pabents with community-acquired preumonia who fell il during the epidemiological rise of ARV

Condition or disease & Inferventionfireatment & Phase @

Community-acquired Prieumonia Drug: Interferon-Gamma Not Applicable

Detailed Deseription:
Pilot, open, single-centre, randomizad controlied trial. Patients will be preseribed basic combination antibictic therapy. In additien to antibietic therapy, haif of the patients will receive Ingaron®, a lyophilisats for the
preparation of a solution for intramuscular and subeutanecus administration of 100,000 U (LLC NPP Farmaklon, Russia). The study drug solution Ingaron® will be administered intrsmuseularly at 100,000 IU onee daily f
5days

Study Design Goto [ =]

Study Type @ :  Interventional (Clinical Trial)
Actusl Enrollment @ 114 participsnts

Allocation:  Randomized
Intarvention Model: - Parallel Assignment
Masking: None (Open Label)

Primary Purpose:  Treatment
Official Tille:  Pilot Single-center Open Study of the Efiect of Ingaron on the Efficacy and Resistance to Antibiotics in Antibacterial Therapy in Patients With Community-soquired
Preumania

y: May 12, 2017

y: July 27,2018

: May 30, 2018

H A
https://www.clinicaltrials.gov/ct2/show/study/NCT05395702 ?recrs=e&draw=2&rank=3
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T OMEFR
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(More
information)
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HERDBE /Y
WREBREE
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AERFE

WERE
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IWNOESE:S

BARRRBERER
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FEIREE (inclusion criteria)
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REEKE

HERDE TR (responsible party)
SHBRID (study ID)
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view all studies Why register? Register your study Update your record Report your results

Result 2 of 22133 results found for < P

SRCTN10393098  https://doi.org/10.1186/ISRCTN10393098
Comparing the effectiveness of post-burn itchy skin treatment with cetirizine or

gabapentin

Overall trial status

21/05/2022 Completed
Date assigned Recruitment status

Last edited

Plain English Summary
Backeround and study a

H A
https://www.isrctn.com/ISRCTN10953598?q=&filters=&sort=&offset=1&totalResults
=22133&page=1&pageSize=10&searchType=basic-search
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EEOERAKRMZICE S 2EHE L. EREBEIC L TRERITIEROARER. T-57
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AHARICEIZBERMIOBERAR (FH)

__

ERLTWS National Institutes of Health Medical Research Council

4 (NIH) (MRC) NHS Digital Health Data Hub
N N N . .
o5t * Twitter, YouTube, * Twitter, Linkedin, YouTube, | ;I_\\Nlég: F;cebook Linkedin R=LR-J
7F Instagram. Facebook. Flickr, Instagram. Facebook. Youtub:e A Y« Twitter, LinkedIn
Snapchat Medium
RIALE 18874 20184 (UKRIDEXIL) 20134 20194
_ - MAZEER FAER.
o BEI1-A, 1R ot b
— ® Eﬁﬁ"‘iﬁk% /EE}JW%\ /HH én%ﬁk%\ N =
. EBREMROEEE o o | = s y 2 . o ARVEL (£31-%)
JNEE = \ = . A=l CEEST HAE IR Z g
. BRRE = s B

. T-IY-LADEE

HAT: KE  NIH: https://www.nih.gov/about-nih
T[E MRC: https://www.ukri.org/about-us/how-we-are-doing/research-outcomes-and-impact/mrc/
NHS Digital: https://digital.nhs.uk/services/data-access-request-service-dars
https://digital.nhs.uk/about-nhs-digital/corporate-information-and-documents/nhs-digital-s-annual-reports-and-accounts
77> A HDH: https://www.health-data-hub.fr/
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NIHR—LR—- NIH RePORT
:\ II I .. Research Organizations Workforce Funding Reports Links and Data About Contact FAQ Q

Turning Discovery Into Health H o

RePORTER

Search
OUR HEALTH The RePORT Expenditures and Results (RePORTER) module allows users to search a repository of NiH-funded research
projects and access publications and patents resulting from NIH funding. Enter just about anything in the RePORTER Quick
Discoveries emerging from NIH-funded research have led to new ways to treat, diagnose, and prevent ‘Search box above (text, PI names, project numbers, fiscal year, agency) or launch the Advanced Search to precisely configure
iliness, ultimately effecting the health of the nation and the world searches using separate search fields.

. L . . ‘Advanced Search
Americans are Living Longer, Healthier Lives

from 70.8 to 78.6.

* Between 1969 and 2015, the death rate in the U.S. for all causes has decreased by 43%, from 1279
jper 100,000 pecple to 733.*

* In the 1960s, almost 50% of people had lost all their teeth by age 75. By 2012, that rate was down to

* Between 1870 and 2016, the life expectancy of the average American increased by eight years, . P
° @ o &8

Awards by Location Categorical Spending NIH Data Book

13%, thanks in large part to NIH-funded dental research.? Welcome to Spotlight
Research Portfolio Online Reporting Tools skl
Babies are Being Born Healthier (RePORT) N Dt e e

0-18 research, including furding, cinical wrals,
ission, the NIH exemplifies and promotes the highest level of public and more.

rting Tools provides access to reports, data.
on NIH expenditures and the results of NIH

* In 1960, 26 of every 1,000 babies born in the United States died before their first birthday. By
2016that rate had fallen to under 6 per 1,000 babies.® This is thanks in part to NIH research on
reducing preterm births, neonatal mortality, and other complications.

* Since the mid-1990s, NIH research has informed implementation of HIV testing and preventive
interventions that resulted in a more than 90% decrease in the number of children perinatally
infected with HIV in the United States, according to CDC.*

*  NiH-funded research has found that women with lupus can expect a safe pregnancy if their disease
is inactive®, and has helped to identify which lupus patients are at risk for the most severe
pregnancy complications.®

and analyses of NI
supported research,

RePORT Statistics
Heart Disease, Stroke, ond Diabetes Are Less Deadly

= Deaths from heart disease fell 67.6% from 1969 to 2015, through research advances supported in Projects by Institute/Center Projects by State Trends in Major Fields of Study of
part by NIH.™2* NIH-Supported Ph.D. Recipients

= The Framingham Heart Study and other NIH-supported research have identified risk factors for i Bl i
heart disease, such as cholesterol, smoking, and high blood pressure. This work has led to new - - a u
strategies for preventing heart disease. 3
* In 1995, an NIH-funded clinical trial established the first FDA-approved treatment for the most IC. \ l O o—o— A\o/“’
common type of stroke, *® the drug tissue plasminogen activator (tPA). NIMH NiG. B
*  Since 1969, the stroke mortality rate has decreased by 71%," due in part to NIH-funded research ook @ - S — e
on treatments and prevention. NiA NINDS

* Despite the increasing prevalence of diabetes in the U.S., from 1969 to 2016 the death rate for
adults with diabetes declined by 17%.'>> Between 1990 and 2010, the rates of major diabetes

e s e CEEE NIHASEEL TR IO T M OF—IR-AER T 5
NIHOBFE SR &Y A < ORBOR LH RN EES Y- THY. BEILET 75, Lif—k. #REEHLT

SBOFEOIRELRE]£BIL TS ¥

HPT: https://www.nih.gov/about-nih/what-we-do/impact-nih-research/our-health. https://report.nih.gov/
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MRC research outcomes and impact

Find out how the people and projects we invest in can make an impact on our lives and
the world we live in.

Ultra low
emission

COVID-19
vaccination

centre

-

15 October 2021 19 July 2021 1 June 2021

Air pollution research makin Sponge-based cancer test MRC researchers at the

UK cities healthier rolled out in Scottish hospitals  forefront of COVID-19
response

Antibiotic
250mg

12 March 2021 18 January 2021 1 November 2018
Air pollution: research tackles UK research key in fight Transforming diagnostics and
a silent killer against antibiotic resistance virus tracking with nanopore

spread sequencing

[FFROEHECHRR | BLPTHEERNIA L [CERLT R
2 \zBF LTS

HFf: https://www.ukri.org/about-us/how-we-are-doing/research-outcomes-and-impact/mrc/

N LA
Z 1IN

BEETOIIIYA b

Investing for Impact

Outputs, outcomes and impact of MRC research

The MRC funds medical research and training from fundamental lab-based science to clinical trials, and in all disease areas.
We work internationally in partnership with public and charity funders, with industry, regulators, policy makers and the public
to deliver its mission. In deciding which research to support, the MRC places priority on discovery science that is likely to

make a difference to clinical practice and improve human health.

The Investing for Impact report highlights the benefits derived from MRC-funded research and reflects the focus of the MRC
Delivery Plan (PDF, 523KB) and the MRC's strategic objectives as outlined in the strategic delivery plan. We have selected
case studies of reported research impact realised during 2015/2016 and that highlight MRC-led strategic initiatives. For

quantitative analysis, we have analysed the MRC'’s investments and reported outputs over the last five years placed in the
context of 10 years of MRC funding.

Featured discovery science case study
Nanopore sequencing is a tiumphant example of how discovery science funded by the MRC was translated into a novel
technology poised to deliver widespread societal impact. Read the full story.

Discovery without boundaries

Partnering with industry
Interdisciplinary science

= Antimicrobial resistance

" Neurodegeneration, dementia,and mental heaith

= Prevention research

® Regenerative medicine

MRcmb\bF‘aél_ﬁ’é‘r“'DIjﬁ4l~§%muL'CBU [ MRCODHF
BOLOTINTYNPIESR., BRAROXKRE S48
LTW3
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NHS Digital Data Uses Register

Select an Applicant Organisation from
the list on the right, and then click the
button in the bottom left corner to view
the Data Sharing Agreement(s) (DSA)
associated with it.

Applicant Organisation

Click on an APPLICANT ORGANISATION and
then click HERE to view the DSA(s)

NHS Digital's Data Uses Register (Applicant Organisations) @

Applicant Organisation

2020 DELIVERY LTD

3M UNITED KINGDOM PLC

ADDENBROOKE'S HOSPITAL

ASTRAZENECAAB

ASTRAZENECA UK LIMITED

BANGOR UNIVERSITY

BARNSLEY METROPOLITAN BOROUGH COUNCIL

BARTS AND THE LONDON SCHOOL OF MEDICINE AND DENTISTRY
BARTS HEALTH NHS TRUST

BATH AND NORTH EAST SOMERSET COUNCIL

BIRMINGHAM CITY COUNCIL

BIRMINGHAM WOMEN'S AND CHILDREN'S NHS FOUNDATION TRUST
BLACKBURN WITH DARWEN BOROUGH COUNCIL

BLACKPOOL BOROUGH COUNCIL

BOLTON METROPOLITAN BOROUGH COUNCIL

BRACKNELL FOREST COUNCIL

BRIGHTON AND HOVE CITY COUNCIL

Digital

> MARERR
> MARER

EEIAR

YVVVY

7 -5F A B
T-SF BT H

BTSN BR R

NHS Digital Data Uses Register Cl&. T-7DFB&BERE—E 1L L.
UTORNBZBHLTNS

HPIT: https://digital.nhs.uk/services/data-access-request-service-dars
https://digital.nhs.uk/about-nhs-digital/corporate-information-and-documents/nhs-digital-s-annual-reports-and-accounts
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Enabling research through data

collected 10 new datasets to support the pandemic response. Public-facing data dashboards provide vital
information on the pandemic, in addition to private dashboards for health and policy professionals

new Trusted Research Environments improved our service for researchers looking at COVID-19's impact on
cardiovascular patients and at cancer treatments

NHS DigiTrials service supported vital COVID-19 research, including the RECOVERY and PRINCIPLE COVID-19
treatment trials

the COVID-19 Vaccine Registry allowed more than 800,000 volunteers to sign up to take part in COVID-19
vaccine trials

NHS DigitalDAnnual Report Tld, T-FH-EARED LS (SERSN
EOEBEELANITEEHLTWS
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JJ2Y A : HDH

HDH R—ANR-Y

Filtrer Rechercher un intitulé Q

10 par page Vv ‘ ‘ Les +récents W
Type d'actualité ~
25/05/2022
O Alaune (7)) . =
O cioyen (g Les plateformes nationales des données de
O Appel 2 projet 15) santé, entre opportunités et défis -
O Evénement (27)
O Institutionnel (19) ALAUNE  EVENEMENT
O Partenaires (33)
19/05/2022
O OCTOPIZE Collaboration Octopize x HDH sur la génération
de données synthétiques en santé —_
I_[‘ HEALTH N
|-| DATA HUB ALAUNE  PARTENAIRES
18/05/2022
Cléture de la e-consultation citoyenne du projet
européen TEHDAS -

ALAUNE CITOYEN

[mRMAER (BET-IHBICEITZINYEI1-K

N BET-IOFBAESE) | [JOVIIMEE].

[MRV L (BREEYPT-9TI9bIA-LICEATS) | [—5B
DA EDOEGE] Z18E LTS

HDH Annual Report (3k#)

Bien avancés en 2021, ces projets sont actuellement en train de réaliser leur étude ou
sur le point d'arriver sur la plateforme

b &a Centre Léon Etudier limpact des traitements du sarcome sur des données de vie
L Berard reelle afin d'identifier les meilleurs schemas thérapeutiques
- Evaluer lapport de lintelligence artificielle dans le dépistage organisé
CRCDC Occitanie PRt g piEt=gs e
du cancer du sein
Université Décrire le lien entre précarité sociale et risque dinfection par la
Toulouse Il COVID-19 et son évolution en France

Identifier la prévalence des formes sévéres de COVID-12 chez les
Université patients porteurs d'un syndrome d'apnées obstructives du sommei
‘Grenoble - Alpes [SAOS), et les combinaisons de comorbidités associées au SADS

corrélées & un taux supérieur de s&jour en réanimation ou de deces.

Anticiper et prioriser les prises en charge des patientes atteintes de
pathologie mammaire non prises en charge pendant la crise sanitaire

ICANS et analyser le changement des prises en charge de ces patientes, leurs
éventuelles pertes de chance ainsi que l'effet de certains changements
de pratiques.

CoData Cancer
du Sein

Etudier les interactions médicamenteuses susceptibles de provoquer
Réseau HUGO des effets indésirables, a partir des prescriptions médicamenteuses
hospitaligres

Développer un outil de description morphologigue d'images
APRIORICS ‘CHU Toulouse microscopigues de cancers du sein pour miews appréhender la
wariabilité de ces cancers.

Alpho de Développer des algorithmes afin de créer un service d'aide a la
décision et a linterprétation pour les orthoptistes et ophtalmologistes.
Rothschild " <
Construire un ensemble dindicateurs permettant de suivre la
CHU COVID-12 et de détecter les probabies clusters et réaliser une étude
épidémioclogique rétrospective des données de régulation pour mieux
Amiens-Picardie S o= requiation pou;
décrire la population appelant le SAMU sans &tre toujours vue a
'hépital en début de crise.
. Analyserles dépenses de santé en France et les restes & charge finaux
Malakoff Humanis - o P B
des assurés
Développer un algorithme gui permettra d'obtenir un compte rendu
AP-HP veloppe! g p

d'IRM standardisé avec une prédiction de I'agressivité tumorale.

IBIEDANnual Report TlE, T-IR-AZAWNTOVII R
EDEBDHEBE LTS

HFT: https://www.health-data-hub.fr/actualites?search_api_fulltext=&sort_by=field_date&sort_order=DESC&items_per_page=10&page=1
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KEEBMEEMRB (FDA) H'FDAAA Regulation (EU) No 536/2014 (67) ICT . "
= .. Section 801CEYRS. EICHHSA42CFR | EUT-FR-Z (022428 SYESSE  RCTN r‘e_g'Sthf{%j_ﬁb‘ HRAZJ\'RASML%
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* Regulation (EU) No 536/2014 (29.6) [T ADYUPTVWEETER LR ENNEU
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1]~
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GSK Study Register

h Results

Find a GSK Clinical Study

‘Saarch by kaywords and/or location
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Efficacy Comparison of Cobolimab + Dostarlimab + E‘:"’E%H ,|‘E$E
Docetaxel to Dostarlimab + Docetaxel to Docetaxel Alone in o+l =]
Participants with Advanced Non-Small Cell Lung Cancer
Who Have Progressed on Prior Anti- programmed death-

ligand 1 (PD-[L11) Therapy and Chemotherapy
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Summaries of Clinical Trial Results for

Laypersons

Recommendations of the expert group on clinical trials for the implementation of Regulation
(EU) Mo 536/2014 on clinical trials on medicinal products for human use

Version 2

Documeni history:

Date of discussion of the revised version by the expert group on
Clinical Trials

5 Febmary 2018

Date of publication

22 Febmary 2018

Date of enfry into force:

On application of the Clinical
Trials Regunlation (EUT) No
356/2014.

Supersedes:

Version 1 of 26 January 2017

Changes compared to superseded version 1.0

Update to Annex 1 Section 7
regarding secondary endpoints

This document does not necessarily reflect the views of the European Commission and should not

be interpreted as a commitment by the Commission to any official initiative in this area

(B8]

* EU Clinical Trials Regulation 536/2014(Z T, lay personh"ERfiR C=3H2
A CRBREROUVI-DIREZ RO TNRIEZHE LR, ARKES
BREEEMICEROYYI-ZERTBEHDAMI1 Y RUTY
TL-b&R#T3
(EINDED)
« YYU-DEEH -HEHIOWT
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%, EICHNERZESONETEAEN

v BUESHEN YR PHERFTELRL K-V FMEOMO T ETHIE
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SERS
vV XEQEMRERHILHIC, B FRANEHEADEERERMET
%

v IRBRENBETEEEEZETIERTS
- TYTL-bORBAN

HPIT: https://ec.europa.eu/health/system/files/2020-02/2017_01_26_summaries_of_ct_results_for_laypersons_0.pdf
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EIELES
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Good Clinical Practice (GCP) [ZH€S
2 [E ClLThe Medicines for Human Use (Clinical
Trials) Regulations 2004¢ L GEEICHE- TS

MHRA

TREREMMEL (L. ERGERN DB E
Ikiibé
BRBERDMBREINISE, BREROER
ZEMTS
BRR Rz F1ET /a8 (XL T, EICUR
JEHMICEDIKEREITD
ENBERTTARERFE T IR,
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Be Part of Research
WHO International Clinical Trials

EREFE

HEER ICXS
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Be Part of Research) I 2=

gﬁ! BE

PART OF INHS)|
&ESEARCH

I'm looking for rese:

‘e here to help you find out about health and social care research taking place in England, Northern Ireland, Scotland and Wales.

Latest vaccine news Vaccine research FAQs | | othercovip-19research

What's new?

Join the [
TrialBlazers
>

Join the TrialBlazers ©

BEREL . 4319 ¥2022f%F7HSHIRE

BERT—%  « ISRCTN Registry
5| AT - ClinicalTrials.gov

o - IR, ARICSITEERICDOVTOEA
- BEZEINTVSREOREAN

RERAD s

HFf: https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/good-clinical-practice/.

https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials#toverview
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HPR: https://www.pubpoli-imsut.jp/files/files/21/0000021.pdf
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Research summaries Cld. AR EVCHIR. ARV Y-, RECOBRFDIFEHRILHIN

Wb

CREVIES A
> BRROFEAR-ITAARFEENRFHINTND

HRA HP:Research summaries W22 Bl EE MR-

Hoalth Researc h COVID-18 reszarch Fianning & improving research Apgrovals & amendment
Authority —_—

Identifying predictors and consequences of homelessness in NI

HPT: https://www.hra.nhs.uk/planning-and-improving-research/application-

summaries/research-summaries/
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B Research summaries -

Ft 2 5 $H (Research type)

FFZR % (Full title)

IRAS ID

A ST K% (Contact name)
E & X—Jl(Contact email)
AR Y-

(Sponsor organisation)
I T YA S TOFEBF

Wt HA
(Duration of study in the UK)

B Z2 L 2E (Research summary)
REC# (REC name)
RECS BB # 3 (REC reference)

RECERAZ%H
(Date of REC Opinion)

RECOE B (REC Opinion)

A e

REEE

YEEIAER

LUFOWTNMNCH4E

* Research Database

* Research Tissue Bank
* Research Study

IRAS ER 5 BF(C & B s B33 5! 7

Clinicaltrials.gov. EudraCT. ISRCTNZE

MEEN. ARBE. ARFE
EEEEMELIERECE
RECICEERFZLEZRICBIVHTONGES

J«X"F@L@‘M“C%ﬁ

Unfavourable Opinion

Favourable Opninion

Further Information Unfavourable Opinion
Further Information Favourable Opinion



2%) HEROBELRED (HRA Research summaries)

HPIT: https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
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Research summaries : i, FHEE &4

Understanding patient disease and treatment burden in

cytomegalovirus

REC nama

REC refarance
Data of REC Opinion

REC opinion

MR

e

IRAS ID
ek P ave
g A=)
ARVY-
el

W=

RECH
RECSHBHS

RECERAFE
H

RECDER

REEE

HEVIR

YARXAOVIVACHEITZBEDHEREBEOEIBER
BRDIBAE : BABROY A AAOVANABENDE R
1V5E1-

302042
(EERICEARIN TN ARER TIHAE)
(EERICEARIN TV ARER TIHAE)
AR

11n A E15H

PARAAOVAIA (cMV) FFICHITIE., EEAME. BRE
FEDCMVICELATWBRABE(C LT, CMVEREEA
EDEIB(CRETEELDREERICDOVNT, 600D VY
Pi1-#=melLEd

YOREYRIN-N-0Vv-HRGHEEEER
21/SC/0413

2021/12/3
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%) I7MY-EEOBEEKEREZEH (HRA Research summaries)

Research summaries : J71Y-%kRX &
Unmet need in rheumatoid arthritis

Research type
Research Study

Full title
Patient survey of unmet need and burden of illness in rheumatoid arthritis

IRAS ID

Contact name
Rob Arbuckle

Contact email
arbuckle@adelphivalues.com

MEDE
WMR%

IRAS ID
EiEEK 4
BHESA-I
ARV Y=

91T AR T
5T

WHrFE A

WEREE

REC#
RECEHRES
RECERANZ*KH
RECDER

PO <

\
/

AEHZR
BEIUINFICEIIBT AV P - ALHFROEIBICET 2B ER/E
179147

(EBHEABENTIBH A B ClAER)
(EBHEABEN T BH A B ClAER)

TPt R

Clinicaltrials.govigk 5! %
15/SC/ 0393, YUAEY L3IV

61 A

BEUINTFBEDIS, A+ ABRIGELE—REEICH T S M EERLE
BEICBIZEBHLIV_-AERHEI BHDREEDIENARRK T, IO
MRET7AY-D&RIEL. BERTIMILIVYINIY I THBTTIN T4\ 11
EELTVET, EEDEE (h=10) [SHLTEMNIVIEI-NEREENK
9. BELRKRERL. ARBEEDEHCSINTZRIIC, FEICLZ1VTA-LE
VTV MERHELET, BEORBEF T BEICETZVONORKERS
FUANOREHERENESNET,
EE’Z_EP(L\ BEGBEUINTORR, ZNN S HEECERNBRLCEDLS
(CEY 2N, ZL R BERORERIIOVTESNRIT,, FHRIC, BRAREIE
iR DBEDRIBEMOOBRKRERICET 54 RARDBIMEIOVTSEA
Y, ZNMRED S Frkae s BIBHIRETR. ZL CBEE R BROBRICEDL
SCRET BN RIS, BRRELBEEHADBEDEIBLKSORKRERCS
(3384 RRBROBIEIONTENRET, BEE HRILCSMIBIEITTHLT
BN ZIDNET,

LB Z3-NYAN &RV YA AR BEEE R
15/NE /0233

2015/6/30

FRNBER

HPIT: https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
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Flagh' B #3I TONTVBRECICIIZZ L I BREMIRNEFEE T B, — A C. Flagh'—DEILT
BN TVWEVRECICEWTE. ABBRICEVLWTKELGZE(IAL

REEE

N/
/AN

* Phase 1in CTIMPs involving Healthy

Volunt (KNS ERFAEH) . FHENRETIMARE 174 (Expert: 9, Lay: 4, Lay Plus: 4)
e 3 T (ST R N X Lay TR U A B HO— R Lay Plusld BB~ AIHEBLEZE ALY
«  Type 3 CTIMPs (XXt ERFFAZE ) . B pm Loy
o BRIFBEHRETIHAE t 7t

BT T

+ Principal Statistician +Principal Teacher

Dr. David Cairns Expert Mrs. Fan Hutchi L
TG EE p rs. Fan Hutchison et ay
. «Library assistant and archivist - Medical Director
Ms. Linda Chadd oo Lay Plus
REEFERVDSEEA Yy Mr. Anthony Lockett EE Expert
Ms. Steve Chandler +Retired Consultant Medical Physicist EXpert Mrs. Biserka R +Retired Research Advisor L
(Vice Chair) SEHEB VPNV ERYEPEH re. Blseria Toss SRBEF TR T R/ - VY
Professor Chris Colbourn - Clinical Psychology e -Retired Honorary Professor of Cancer

- BRPR/OVE Dr. John Toy Medicine Expert

SERESS R B B () 42,
+Coaching & Mentoring Consultant BELEH NAEFOBELI

Dr. Mary C SR \ Lay PI
r. Miary -onnor J=-FIIRUAIFIITIAITINT V- ay Fius . -Head of Technology Enhanced Learning
Mr. Chris Turnock .
-Retired Personnel Manager (Chair) -Technology Enhanced Learning (TEL: ICTH;  Expert
Mr. Michael Davidson o e . Lay Plus fERBLEHB) DR
SEREEH N EBE v j i
Lav Memb +Clinical Trials Data and Information Systems
Mrs. Janet Hattle ’ ay}/ﬂﬁje\m er Lay Mr. John Warden Manager Lay
BRRABRT - IRVEHRY AT AR~ -
+Lecturer in Physiology & Scientific Director of . . )
) ) +Associate Principal (retired
Dr. James Hobkirk Cardio-thoracic Surgery Expert Mr. Clive Wilson ‘E]H‘fﬁ(igﬁgﬁ:ﬁsﬂ | ) Lay Plus
o . = N~ - o o] paz =W H /
-EBRNER. RO OEBBARIORZET 1
Lo5— ) ) -Senior Research Nurse
Ms. Lorraine Wright .~ — s — Expert
- General Practitioner ¢ itial el i
Dr. Jocelyn Hudson Expert

-—RFAEE

HUFIT: https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/North_East_-_York_Annual_Report_2017-18_final.pdf
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Flagh' B #3I TONTVBRECICIIZZ L I BREMIRNEFEE T B, — A C. Flagh'—DEILT
BN TWERWRECICBWTE. ABBRICEVWTKELEEN

/
/AN

N
tHhEBES e

\

RECO AN E#&BX: London — Surrey REC (2017)

&L 164 (Expert: 7, Lay: 4, Lay Plus: 5)

T L

Dr. Mark Atkins - Consultant Virologist +Consultant Physician
Expert i

(Chair) 'U{)b]—?—%]/ﬂ)b@/l\ p Dr. Charles Li EREE Expert
+Retired (ex medical scientific liaison) ) . +Managing Director (retired)

Dr. John Morton Broughall = .~ .. — = N " La . L2 S

g CBREEHFEATANAFAIVAYTYY) Yy Miss. Deborah Malins 3R AR R EEA) Lay

+Medical advisor to 2 programmes (skilled . ) +Managing Partner of Law Firm

Dr. Cynthia Ruth Butlin volunteer) Expert Mr. Michael Morris SERERFOERIBYHE Lay Plus
2207075 LDIEEE, (BURINTYT4T)

+Vice President Business Intelligence

. ; . Ms. Rosemary Murphy ssy =115 o Lay
Miss. Elizabeth Cheshire C‘onsult‘ant |\n Emer%ency Medicine Expert EVRRMYTVITY AR R
HEERIVYIIVE Retired Soecialist N
-Retired Specialist Nurse
; - Ms. Janet Oakeshott o - La
Dr. Benedict Creagh- -Eonsultant Physician B BB A B PY B T Y
Brown ‘EEMIE 1
. . +Senior Lecturer in Pharmacy Practice
Mr. Michael Pettit - - Expert
) +Psychology student B==DE =il
Miss. Hayley-Jo Grafton < N Lay Plus & =
! ey DEFOFE v : : :
+Retired volunteer in advice agency and
+Retired Support Worker town councilor
Ms. Wendy Jo 5 o o Lay Plus Mr. Richard Robi R — b — N Lay Pl
vy SRBEHPIR- D -H-(KBE ) / r- fichard Robinson SREEH. BSEEORSYT(T, ROBT
Asx =
Mrs. Chrissie Lawson +Nurse Specialist Expert SHE
(Vice Chair) -EFIEER . -Retired Professor of Physical Chemistry

Mr. Robin Walsh Lay Plus

SRBUE AL OHIR

HFT: https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/London_-_Surrey_Annual_Report_2016-2017.pdf
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NHS England Cld, 1&ZFEHIYVFITT44F DB EEETZERRLTEY, HisfE - RECFH
CTHEICKEGZE AL

N L7

SEEE
L vl

AR DFIIFEEE: NHS England RECs

m =
> ZRECIE. ERIRIEL0EDESZEZFEL. BRI TL4-6ENBEEEEMIT A ENHERINTLB(SOP 2.3, 2.11)
> 2017-2018FEMNHS EnglandDRECs TlE, FIILTIRECTERE 41 DBEEEEZEEL, IRECTIEELHEVIAFDBEEEZEML
W
> 1. England NDZ IR CIBEGHEBIEXR(CRIRELFRoNGH

KETERTOHE

East Midlands

East of England 5 9.8 213 42.6 4.3 110
London 23 9.7 1,082 47.0 4.8 421
North East 8 9.3 169 21.1 2.3 94
North West 8 9.3 362 453 4.9 169
South Central 7 9.6 328 46.9 4.9 137
South West 4 - 121 30.3 - 80
West Midlands 5 9.2 214 42.8 4.7 124
Yorkshire & Humber 5 10.0 247 49 4 4.9 94
&it (F19) 70 (9.5) 2,935 (41.9) (4.4) 1,364

HL P https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/research-ethics-committee-review/applying-research-ethics-committee/attending-rec-
meeting/#:~:text=The%20length%200f%20time%20you,between%20five%20and%2020%20minutes, https://s3.eu-west-
216 2.amazonaws.com/www.hra.nhs.uk/media/documents/RES_Standard_Operating_Procedures_Version_7.5.1 August_2021_Final_Accessible_07IVkXt.pdf.
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hEEE e
53]

Z 1IN
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AEDFHFEEE: North East — York REC (2017-2018)

T

> North East Yorkl3#8 2 DFlagh'3Z TGN TWBRECTH S Phase 1 in CTIMPs involvin
e e . g Healthy . - o
> BEEAEEMULASHEDOIS, BHIRHROBE G246 Volunteers (REHCYT (PENRE | | SHEEISCIBHR
ZOfDBERROEEN 214 THoL SR UMD g | BETAEXERERLE
> Flagh B3I TONTVWBRECTH O TEBEMRNEELE i e |+ EEREBORR

M9 BREDRBEHY. ORECICLNTEEQEIBNKE
WeWSZE gL

EF&%E#?&&&E%‘%EO)W%

Clinical Trial of Investigational Medicinal Product

BEEH

1
BHEE o ] (AREOBARHR
(Full applications) I.____JI
Phase 1 11
AEES 10 21 2.1 (RBERGRITVTATENRETZE | HHERARAR)
Gene Therapy 5
E{K?/nﬁﬂliﬁﬁﬂiﬂ@/ﬁ%‘
Others
(Z0ft) 2
&t 45

HUFIT: https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/North_East_-_York_Annual_Report_2017-18_final.pdf
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AEDFHEEE: London - Surrey REC (2017-2018)

m =
> London Surreyl3Flagh*3iZ TGN TLVELRECTH S
> EnglandFF9¥North East YorkICEEART, $FICBEH N %
W-dgheWsZeldan

EF‘aﬂ%E#?&&Zﬁiﬁﬁ%ﬁo)WﬁR

1 I

BEEE Lo,

(Full applications) I.____JI
AEES 11 25 2.3
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Others
(ZD1th)

&t 54

HUFIT: https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/London_-_Surrey Annual_Report_2017-18_TL2.pdf
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| N
HEI RECHLEE IS

m iR
> ENDIEFEALDKF(EEANICI63KZ) EAEANT VADERY EHO—IRELT. FRHBEZERETHREL LY. CIOBEZERR
Higher Education Institution REC (HEI REC)&FE[EN
> HEIRECIFEARZFORVY-F(LEIVWTEZINTVSED, KB BEEAHEZFRIERFIELICELRS
> HEIRECAD I EE(LIRASICIRH T ADTIEHL, B ARFEHBICIRETS

B fl: Imperial College LondonlCHIFAREEEDRAJO-Fr—H
> HEDKFTHBImperial College London[F RKFAHNIMBEDREEERESEREL (B IEARNRCGLUREZEEORFRAN
ERDHILELLTOIO-Fr-reAVWTHPICTRLTWS

mEEE
. NHOBMEEECHE I
o ANFEOEMB(tissue) X IFT - Yes Té%%\g%(ﬂﬁﬁ)mj— 7% Yes
NeFRTBHE = 7u
No
NHS& (3 EEBIRD Ves
No s ABOSIEEZEOHE
o ABOT-9%ERITIME
. BYESOWR Yes

*REDHE ., ERAH OE LNHSENSBVWEZAREI DBV EHERIND

HFf: https://www.medrxiv.org/content/10.1101/2020.09.02.20186676v2, https://www.imperial.ac.uk/research-ethics-committee/ethics-approval-overview/
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IHH A
TR Ministry of Defence Research Ethics Committee
o) BhATA R A RET S A0S INE

% 2 OTROHIERET M iniStry
RiE JhSqu5a35n6;)§ch>[\i/cei;r;anr;;:e of research involving Of Defence

B EEAG
> BHEEANTITI. ABDSMEZECEFZMRZERET M. ARORFEHNREICITT2EE [IScientific Assessment Committee (SAC).
DEMEL. HEERYEIEICEIL TIEMinistry of Defence Research Ethics Committee (MoDREC)W'EHET B
> MoDRECOXV/N\-(F, BFE & & (FEBBROEFIR - — A THEKRIND

m iE]
> MoDREC(F, BAETENENE - ExiRt. XARETIAMOSMENBEESI 22 TOMEN . ERNRUEBRNCROoNGEELEEE
TELTWBIEERAET B1DICTFTET D

m REE
> BHfETE (3. NHS RECDIE =5 £ & 1 BGovernance Arrangements for Research Ethics Committees (GAfREC)DARTE &M sz LAY, ISP 536
(Governance of research involving human participants)& WWIMoDRECDE E 158t ¢ BBHA TV AE AR LTS
> MoDRECON R EBBARDMIBEREIL. £ TSP 536[CHE->TEMRBIND

HU P https://www.gov.uk/government/groups/ministry-of-defence-research-ethics-committees#who-to-contact%20
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BiECE CEERIROEE - EEDNINTHY., 2000 FELIEFIZONRALEIERES

HDTEREREFIEZERLTNS

EEHEOBE

EEFRE  -HEEOBEICICEERBHIENTEEL. Z0H
BRRTEICEE - EENINTNS
BIBREOEAEIESEVFEEVPAEANFGE
it @ B = R AR BR (Couverture Maladie Universelle:
CMU)ICIAAT B LB BT, 2010FRFRTITVR
E R D% EEREITRELHEOTND

EEE - EARBCII AN K 70%( B C EE30%). ABT:80%(H
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I
TR
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B3
1_ HBN
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ES5

HAT: NRIHMER - EEFBEROPIRICEAITIBENAEEF—ARESE
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5333332/#r21-2500202,

- ERRUERREOSRESR | SRR

> EUE
v General Data Protection Regulation (GDPR)
BAT-9PZOBERICDOVWTES . EUVIBNEEISERINS
> ENE(FRRERE)
v’ Post-GDPR French Data Protection Law
GDPRDI TV ANDERICDWTHRTE
v’ Electronic and Liberty Law
GDPRE AL BINOFEL TV BN IERREE
> EINE(EERE)
v’ Public Health Code
IS5V ADEEKREICHITEERE - BEDENFCOVWTRE
B EHR/PHROEFE A
> 2004 ICEEOE M EEEEEYIREEGL U DMPERA
335, JIAMPRBAEDATIFEFICIVTOIILNEEELRTS
> LN, 2013 (CEBEDYIR- I~‘/ WELTHE®REITS
> 2014 FENSREBEVEHEFIRICERHONBLIICHY, T X LIEDS

19784 (BN B IR IREEDElectronic and Liberty Lawh I E

20004 - BIERRETEOEETCEREREHELLES

20044 IDDFESIENFA
-EEREQEEFREEF VAT LTHBDossier
Médical Partagé (DMP)h\E FHBR A

Y0184 -2ERIFDMPTEADERLFREERAIEEE RS

*GDPRI" ISV ATEH

1, https://www.mhlw.go.jp/wp/hakusyo/kaigai/11/pdf/teirei/t309~319.pdf,

https://www.researchgate.net/publication/254460592_Comparative_analysis_of delivery_of primary_eye care_in_three_European_countries#pf6e
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CNILOEE CNILDTRE

The CNIL's Missions
—

Information & Rights protection Compliance support & Guidance

CNIL (Commission Nationale de I'Informatique et

nals  In order

2R des Libertés = 15HRALB RV BRHICBEITIEREZE
=)
B AV 19784
EWRNE - ER IRV ERICETS
R#LE 1978 &£ 1 B 6 BiEEE 78-172
X 2004 R IE
=
EBRR BE/ER
* E_
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Skl B A2,0005€X FEffFE EED4% R U5 HEULT
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> BET-IDVAVIAYTHETZ IV CARIEELRISEE, ANRETEFHE 111118 FICEHDE REBRAICIOTEBEINEY-NTKA RSN, CNILOFR
AlZZFEINEESHWL

> CNILOFRACHTH TS BET -IWFA BN LTRED. T-IOREFHENMF B ERNEEASLTVNSD. TF1UT1RUT -5 DEEZRERD
KRNI ECEETEIND

H P https://www.legifrance.gouv.fr/codes/section_|c/LEGITEXT000006072665/LEGISCTAO00006140603/#LEGISCTA000006140603
573 https://archinfo24.hypotheses.org/3669
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224 HFR: https://www.cnil.fr/professionnel



CNILT(Z, 2018 F LU R HFOMRDIREZHIEL T L BERIEFHRTZERA
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CNILDR=LNR=

MEDUTHEQUE | GLOSSAIRE | BESOINDWDE | PRESSE | - EN | GESTION DES COOHIES

CNIL.

: 0

Recherches dans le domaine de la santé : la CNIL adopte de
nouvelles mesures de simplification

EHEEx “

[##&]

v 2018F7H16HCNILIZ, BRI B OMETCEESNST -7 501 (CEE
IRFmEERSTLEHIC, FLWEFELFiHREZIRA

vV BESFICEIIAMEARBEOERDEHOL B HAZIREETSE5 D
OFLWSBAEH (MR-001. MR-003. MR-004, MR-005, MR-006)
“1xF

[#] =]

\/CNIL7J‘ nbwﬁlﬂﬁ‘ %Hxﬂ%?“éﬁﬂ’]li Eﬁm 1)R=93Y. %P0
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EIBARE EK (CPP) DERZEIRLEINEERSEN
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HF: https://www.cnil.fr/fr/recherches-dans-le-domaine-de-la-sante-la-cnil-adopte-de-nouvelles-mesures-de-simplification
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IS5VATIE., ET-YOFBICEITBZ1IN-V3VERETEZEZBEHEL. CSPOIE
EZTVWEREBRT-IVATLZINE., FIARBEICLTWS

CSP (INREBAEERH) L1462-1

> Article L1462-1 Version en vigueur depuis le 02 juin 2019
Modifié par LOI n® 2019-774 du 24 juillet 2019 - art. 41 (V)

Un groupement d'intérét public, dénommé “ Plateforme des données de santé 7, est constitué entre |'Etat, des organismes assurant une
représentation des malades et des usagers du systéme de santé, des producteurs de données de santé et des utilisateurs publics et privés
de données de santé, y compris des organismes de recherche en santé.

Il est notamment chargé :

1° De réunir, organiser et mettre a disposition les données du systéme national des données de sant€ mentionné 3 l'article L. 1461-1 et de
promouvair l'innovation dans ['utilisation des données de santé ;

2° D'informer les patients, de promouvoir et de faciliter leurs droits, en particulier concernant les droits d'opposition dans le cadre du 1°
duldel'article L. 1461-3 ;

3° D'assurer le secrétariat unigue mentionné & |'article 76 de |3 loin® 78-17 du & janvier 1978 relative & |'infermatique, aux fichiers et aux
libertés ;

4° D'assurer le secrétariat du comité éthique et scientifique pour les recherches, les études et les évaluations dans le domaine de la santé

5° De contribuer & |'élaboration, par la Commission nationale de l'informatique et des libertés, de référentiels et de méthodologies de
référence au sens du b du 2° du | de I'article 8 de |3 loi n° 78-17 du 6 janvier 1978 précitée. Il facilite la mise 3 disposition de jeux de
données de santé présentant un faible risque d'impact sur a vie privée, dans les conditions prévues au |l de l'article 56 de la méme loi ;

6° De procéder, pour le compte d'un tiers et 3 la demande de ce dernier, 3 des opérations nécessaires 3 |a réalisation d'un traitement de
deonnées issues du systéme national des données de santé pour lequel ce tiers a obtenu une auterisation dans les conditions définies 3
l'article L. 1461-3 du présent code ;

7° De contribuer & diffuser les normes de standardisation pour |'échange et I'exploitation des données de santé, en tenant compte des
standards européens etinternationaux;

8 D'accompagner, notamment financiérement, les porteurs de projets sélectionnés dans le cadre d'appels 3 projets lancés a son
initiative et les producteurs de données associés aux projets retenus.

Il publie chague annés un rapport transmis au Parlemant.

H P :https://www.legifrance.gouv.fr/codes/article_|c/LEGIARTIO00038886833/
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