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2000 (IF1>N\3) H&-1RFRARNDER

“Medical research involving human subjects includes research on identifiable human material
or identifiable data.”

|0
]

2008 (Y)) ESHEHSHIERE, TAFEOvalidity \OERL

25. For medical research using identifiable human material or data, physicians must normally
seek consent for the collection, analysis, storage and/or reuse. There may be situations where
consent would be impossible or impractical to obtain for such research or would pose a threat
to the validity of the research. In such situations the research may be done only after
consideration and approval of a research ethics committee.

2013 (FANALY) EERSHE#RISS

32. For medical research using identifiable human material or data, such as research on
material or data contained in biobanks or similar repositories, physicians must seek informed
consent for its collection, storage and/or reuse. There may be exceptional situations where
consent would be impossible or impracticable to obtain for such research. In such situations
the research may be done only after consideration and approval of a research ethics
committee.
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“Although we acknowledge the value of self-determination, this is a
narrow interpretation of research ethics that can affect a wide range
of research activities using public health data and sample collections.”

Forsberg JS, Inoue Y. Beware side effects of research ethics revision. Science.
2013 Sep 20;341(6152):1341-2.

Beware Side Effects of

Research Ethics Revision

THE WORLD MEDICAL ASSOCIATION'S
Declaration of Helsinki is one of the most
important ethical guidelines pertaining
to biomedical research. It was originally
adopted in 1964 as a statement of ethi-
cal principles in research involving human
subjects, addressed primarily to physi-

is not legally binding, it has influenced leg-
islation in many countries and become a cor-
nerstone in research ethics. In October 2011,
the General Assembly of the World Medical
Association decided to initiate a new revi-
sion of the Declaration (2). In the current
version, the Declaration states that co
should be required for all research thatfuses
identifiable tissue samples and data. Itfgthen
adds, “There may be situations wherefon-

In medical research, the risks must always
be weighed against the benefits. When the
risks are significant, the interests of the indi-
vidual should obviously prevail over the
interests of society. It is uncontroversial that
one person should not be sacrificed for the

the declaration since 1975. But when the risks
are minimal, it is not clear that the individu-
al’ interest in having a say should automati-

cians. The Declaration’s roots are in the sent would be impossible or impractighl to  cally outweigh the good that can result from
Nuremberg code, which grew out of the obtain for such research or would pfise a  robust research. For example, many countries

o trials against Nazi doctors. Since the first threat to the validity of the research’§The  have cancer registries that collect data with-

g revision of the document in 1975, it has  proposed revision would strike the plrase  out consent, because universal inclusion is

g explicitly stated that the interests of the “orwould pose a threat to the validity @ the deemed more important than respecting the

& research subject should prevail over those of  research™ (3). We question this changand  preferences of each individual. The proposed

£ science and socisty.Ithas boen modified six _believe that further discussion on the ‘EESE F NS e e eieep st

g

o

times, most recently in 2008 (/). Although it

is needed.

and data is important enough to be conducted
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( :B%DJ b\%‘%) the Icelandic Supreme Court:

The Icelandic Health Sector Database Act stricken down
as unconstitutional

A’""' l'_gA 7 h A press release from Mannvernd, Icelanders for Ethics in Science and

. Medici

AT edicine. _ )

The verdict of the Icelandic Supreme Court from November 27, 2003, in the
—3 5:_'—'—' | \ case of Ragnhildur Gumundsdttir versus the State of Iceland, is a watershed in
. 'f ( ) _C R [t_ the ongoing debate over the Health Sector Database (HSD). Ms. Gudmundsdot-
tir objected to the transfer of data belonging to her deceased father to the HSD.
The Ieelandic Supreme Court sided with Ms. Gudmundsdottir and struck down the

HSD Act as unconstitutional. The verdict is a landmark decision of international
importance. I shows that the courts will set clear Limits as to h\xfzrcommer
cial il genomics and ‘hnology can intrude into the private lifes of
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Dame Fiona Caldicott (1941-2021)

« AVF4DYNRERI QL7 JyNREIED)

- 6 DDRAUEUTRER. TOE(TTHET
LI035 B FEZREND. SHD
[RANAT NI NTOTSLDBIENREE :

Report on the Review of
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HIVF 43y NRE (1997)

Principle 1 - Justify the purpose(s)
+ Every proposed use or transfer of patient-identifiable information within or from an organisation should be
clearly defined and scrutinised, with continuing uses regularly reviewed, by an appropriate guardian.

+ Patient-identifiable information items should not be included unless it is essential for the specified purpose(s) of
that flow. The need for patients to be identified should be considered at each stage of satisfying the purpose(s).

Principle 3 - Use the minimum necessary patient identifiable information
+  Where use of patient-identifiable information is considered to be essential, the inclusion of each individual item

of information should be considered and justified so that the minimum amount of identifiable information is
transferred or accessible as is necessary for a given function to be carried out.

Principle 4 - Access to patient-identifiable i
+ Only those individuals who need access to patie P
shol(lldl only hall'¥te acgefss to Ehe irﬁformatglonpitem IE%‘“:(%%E EI‘]\ HEE F'*EUJ _T‘f?\.'/fD‘TETE
controls or splitting information flows where on ¢ N = -
HEREFHTOFIA (absolutely necessary)

Principle 5 - Everyone with access to patien =1\
responsibilities H?J B% —
« Action shoyld be taken to ensure that those han M‘Ej&*h\) U’GZ

clinical staff - are made fully aware of their res — =3y =t
Y i - ITABRIEBOETEE

Principle 6 - Understand and comply with t :}EG)E'{"‘-

+ Every use of patient-identifiable information mu
information should be responsible for ensuring t

AT 4 ay MEANE, 25 LrkbTL,
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BT 143y NRRICEUEZEE (7. shvEm)

- ERROBROAIIE(L

+ Principle 7: The duty to share information for individual care is as
important as the duty to protect patient confidentiality (3593%%)
— 2 01 3485, “Health and social care professionals should have the

confidence to share confidential information in the best interests of ,
patients and service users within the framework set out by these principles.

They should be supported by the policies of their employers, regulators and
professional bodies.”

- Principle 8: Inform patients and service users about how their
confidential information is used (EFEEmOH#E. HBAEDPEL)

— 2 0 2 04cHE]. “A range of steps should be taken to ensure no surprises for
patients and service users, so they can have clear expectations about how
and why their confidential information is used, and what choices they have
about this. These steps will vary depending on the use: as a minimum, this
should include providing accessible, relevant and appropriate information - in
some cases, greater engagement will be required.”

ZD6JFRAID, Zotk, §JFEANICEHINT W T,

=l HHE VI DD, Lo HMICHO L GEHT 2D L v T L 3 s
ENTWZmIZ DWW T, Principle 7 28 2013 £ il - T, HEHEE I Azbodics
Wi, HMELE T 28BS H 2L 05 2 ERMbo =D IFIERICERE L L 2 AT
T, [HEH] 2L Tnlctid, 7urzyyavict o TOIFEFICEERERZ -

TWbDELEWH Z &TT,

T/, TR BEOEHEZELINELTHED T REZLLRBRRENTWE T,
TRAHEED T BEIICOWTIE, TROAFLAICHOEEEREZ L2V EFL T
WO TRV HARL LTHETHBE L, Z 9 o 2FHAIA 2020 FiThb > T E
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[RRAI 73600 (2013, “Information: To share or not to share?
The Information Governance Review”)

s NEHILT1 VM EE RZEOEIREZDIERICLD it
- BESTOBEECHZT, A%, AT - IN—3ADEE
- RIFZETART B[ AZDXIE Iculture of anxietylcZ<{DEFE

- EBEE-I7EICE. BE - HEACEALZOER . "When it comes to
sharing information, a culture of anxiety permeates many
health and social care organisations from the boardroom to front
line staff.”

- [SHRIBROEPLEOHER, ZERIBEREEOLHE

The Information Governance Review

IRAI8EN (2020, 2EH—FT1T7/ICLBiRE)
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B IHE] 2322 ~DRERLEREEHDBMER DT EbNTnET,
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FHIEARL LA DR CIThbhCnwa Z e BB EICA L LaINE L, HEo
EEZDL01C, FEOEEEDH L, BHEXH L EWH T ErmoIcf[bHTHER

Hol-DH, D213 FOXRETOHERICHY 5,

2020 FOWETICH VT, EMENENT 2 702 AD—2—2%, BoTnid T
LREFTEARLST. 2 LAEb o HR - BEIARCL T2V T 07z b T
D ONDBENDH DI LPERICHoT2EIBENTHET,
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W, THMOBEAPEMATIC I NTE LI LR, PCOBE L - LEREG2DH 2 2
bLnF., HREET 2EEICh oz b FEbNTVE T,

32 NHS OIBHRAIRICE T 2P EF T 7T FDEBEA

Royal Free Hospital/DeepMindFEE)

TECHNOLOGY NEWS 29 April 2016

Revealed: Google Al has access to
huge haul of NHS patient data

Adata-sharing agreement obtained by New Scientist shows that Google DeepMind's
collaboration with the NHS goes far beyond what it has publicly announced

« 3J%Abc. 1 6 0 5 AOEBEDZAE. P, FEIROEM
EESMIE, TTEIHE N ZP CEZ BRI AEN 5.
o CNSORBEOINTOES, B 5 FRICALS
(B3HRE(CRE 9 37 NUBES AR CLVEh,, dEDICEE
M4, hOBESRAENEHIESNZDOR) -

F—2HEEHEDOEY HDET. Al DL bELBEboT w9,

Royal Free Hospital & \» 9 —2d NHS DEREEIIC., Google ® DeepMind & \» 9
2R, Hlmeffbe izl v e EerRAsTcrE Lz, 2L T, 2 OBERR
3 JiEbED 160 T AN DBREFEIFERICT 7 A3 5 2 LITDWT, Royal Free Hospital &

Google Al & TIEZRFEATZ T A, RIEICR D L7z,

Google ALllO 5 4713, BHEREICBIS 2 7 7Y BAR A EHE O HITIZH 5 DT A,
BioE T —2cT72AL LS T 5L, BRECERT 2EHRAZTTIERL T,
ZHTHRWVIERD LR L 28500 2 nizd, H3ERE WAL EEZ o7, L)
bDOTLT, WAEMITIE 160 TAD~DT 7w ADHREL 8B L V) AF —LTLTZ
2, T OfEFICES 7 a2 % Information Commissioner Office (IOC) (XM L

F L7
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Al BIRICBWTIEZ, HTW F—Z DR T — A0, lHE ORI & 13Hi05E 5 2
CEREDOFONBZHDTHH o7z L., [FEFIC, &lloRIGHIEFICKEL T, &

DHEDI ) LEimmicE W Th, TOHREIIRY LiFonzsickh 9,

ICODRAE : EICERHBERAICRITEED

Rel: READ6ZTTZ1

DATA PROTECTION ACT 1998
UNDERTAKING

» The Commissioner has concluded that, having
completed her investigation, there were a
number of shortcomings in the way in which DR O o Street T e Foundztion Trust

patient records were made available to o
DeepMind in support of the clinical safety Hwazae
testing of the Streams application by the The Royal Free London NHS Foundation Trust (the “Trust")

hereby affirms the details set out below and undertakes to

TI’USt. Th_ese SI;]OrtCOm|ngS amou nted, |n the comply with the terms of the following Undertaking:
Commissioner’s view, to’non-compliance with

the First, Third, Sixth and Seventh Data s Dt ProtacHan ARt 1096 (hE TAet], In resmest or’
0] 0 . . . he processing of personal data carried out by the Trusl

Protection Principles. These Principles are set Enat?sl;efgrrseﬂ;o it Undertabing as_;h‘et‘:aa;ﬁb_‘

out in Part I of Schedule 1 to the Act. B Battton 27010 of tha Ak, I 1s e duty or s duia Tt

controller to comply with the data protection principles
in relation to all personal data in respect of which it is a
data controller.

éﬁf%ﬁ%’ﬁz (%Hﬁ) T@MIE (2)In response to media reports publicised in May 2016,

N Y = = the Information Commissioner (the 'Commissioner')
F;a Ellﬂz . —|—ﬁj~b\jﬁ_{fﬁ ﬂE@ll $E was alerted to an arrangement between the Trust and
pL %2 |&) B DeepMind Technologies Limited (‘DeepMind’), a UK
—n company and data processor, under which DeepMind
T—QE*E@*E*U/\@HEE was engaged to develop and deploy a new clinical

detection, diagnosis and prevention application for the

L]
N W

\-ﬁ 7_\ Tu Trust. The Commissioner launched an investigation

. 1 [N 373 which primarily focused on the data processing
undertaken during the clinical testing phase of the
application.

(3)The investigation determined that on 30 September
2015, the Trust entered into an agreement with

ICO 2. HEFDR ) HICkEA B8R H . NHS 257E ® T 7= N8 HE DA %
ZFTwiawn, BEIARCNTIFHHAL I To Tl o/zb w52 ET, /F) 20D

T — ZRERICHE O T L A WFTOERDED 272 I FHiZ R L TnE T,
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Bzl - AIZESIREE “Al in the UK: ready, willing and able?”(2017)

» THOTRENMOELBERCBIIINROEEEHTIDC L, AIOLFREREHhEE3EHIREEETH
D. BADERT—FETDREBROEI CH3. Royal Free London NHSEAEMS5A M-DeepMind®RITAU R
SEEENMRLTIEESEV, HLEIRNIE NHSICBIDAIOEROFS(HRAENT ., 20EBLEHRNT, A /R—23y
Hh SN2 elsEEN S,

» NHSHMFEI27 4. EZRCEO>TI——IRMEER = %515, ThEBaULSEENINETERVN, HEEh
BinS(C3, TOMEEINTERLSBITETITONAAE CHZ, T2 (d. NHSETHED CWAIRT ORI BY37 70
—F, SRDEAIBRE RO T RES M TN TWS 7 O0—FH, T—9DMEE AR 68/ ST Y
AW 3R FZUTWVA, Fie. NHSIESENEY R T —AH B OBINRHCEBEN BV ATEHD.

o IA4ld 2018FFFCICNHSI YISV E (BEICNHSTIA)) HERE-NEOEHOEFET —IH—FT4FH. NHS
FTAOHBOREHOIV—AT—IEEFEUAR I ZERENIE TS, Chld, 18RI —BF5FF (IC0) &, 9Tl
ZOISBEDRHOIEEFFIF OERFREYNHSISSE (Royal Free Londont>Moorfields Eye Hospital NHSEARI S
ANRE) | BLUHINTAIY D H—FT 1P I0ZIR R TEEENARETHS. C0IL—AT-0(F, BICER{bEh
ETEET a2 ERERSEE, TORIOKRERFIHERE. 207 —A0ffiE: 2O RAECOVTOR
HZIARCRINRETH D, Fo. FINMEEDONHST —IND TP IV AR 2B ZZE L. BECT—IDFEEICON
THISE, AT MDEIRIE 53 3 ERARSTLRF IR,

«  HEOZORBIT. ATMEEO LSS iHEERTSHEFI TETNSLECSH, BFORIfiEZABAL TR,
NHSEX5<, TOBEEVBOEHITHS ., RECHIFZEEDEF COAIS AT LAORFEERENRERL, NHSEAL
FIREOM AN ESA N TEA AN EEMEHE U TRGENANETHD. 2E I 57 —IDMEE BN DI
[, 342 (ENHSICH L, 20229 F CIRTEDBI T LiF e —BURER T 2AIUEL. B3 3T7—9h51ERmEr It
AnJEERFFEDS T HRCHW T BB IR NEIRENBWCENTRWSICT B a R,

oMoz, EEcoMEHR I, NHS 2 nFnoktEcz 5 Liznizb T
FT—2EFETLLWI IR LIFFTLLL A, REER T —X - H—T 4TV
DIE5 T, NHS Ic k35 —2HEF0dD 7L — L7 — 27 2L, NETREXFL

WwWH kil F LA,

1 BRI, 7—F - H—T 47 VARDERCTOFEMDO T —~ & &b, EEICH
O EENE UCALEN T OZEER e I, BEFHRCZ OEHOFETEH 2T 3 2 A
DETHY . T2 e AT BEOEARNLFE 2R TS LGl EI NS X ) icko
L LWIOIBERBHY ET,
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Careless.data

The authorities must take the necessary time to remedy the slapdash introduction of a database
containing the medical records of the entire population of England.

able ability to integrate medical records into a data system that

benefits patients and researchers alike. What a shame that it is
making such a hash of the task, and undermining crucial public and
professional trust in the process.

The National Health Service (NHS) in England has postponed the
launch of its controversial care.data programme for six months, aban-
doning its earlier plan to start uploading data from this spring. The
sensitive data consist of previously confidential records from people’s
consultations with their doctors, such as their family history, diagnoses,
prescriptions and the results of blood or other tests.

The data store, managed by the NHS’s Health and Social Care Infor-
mation Centre (HSCIC) in Leeds, is part of an ambitious scheme to link
patients’ doctors’ records with their hospital and other medical data, to
create one of the world’s most comprehensive health-care databases.
The plan is initially for the NHS to use the data to improve health-
care management, with researchers and other users eventually being
allowed access.

But the prog; has been ¢ I, raising serious concerns,
highlighted by this journal in January (see Nature 505, 261; 2014),
that the authorities have paid lip service to informed consent, leaving

E ngland’s universal health-care system has potentially an envi-

Moreover, at a time when there has never been a greater need for the
operators of care.data to win public trust, the HSCIC has stonewalled
about explaining the terms and conditions of the data transfers made.
It must quickly disclose full details of the transfers, and of any past
violations.

Jeremy Hunt, the UK health secretary, seems to have grasped that the
row over care.data is not just a public-relations hitch, and that the hap-
hazard planning puts the scheme at risk of going into meltdown, with
the loss of many of its benefits. Last Friday, he announced his intention
to legislate to prevent the HSCIC from releas-
ing pseudonymized data— in which patients’
NHS numbers are replaced by pseudonyms,
but where people can often be re-identified
— unless there were clear health benefits, and
to ban the release of data for commercial pur-
poses. He also said that the HSCIC would be
subject to new external statutory oversight.

Hunt's move is a step in the right direc-
tion, but the programme needs to be thought about more deeply and
recrafted, with the necessary time given to engage all stakeholders more
fully, including researchers and opponents of the scheme.

Whatever laws are introduced in England, they will be subject to

Care.data
needs to be
thought about
more deeply and
recrafted, fully
engaging all
stakeholders.”

the public in the dark about how their personal data would be safe-

(477 —45tH |
[ATRFINOHBDACDNT

b an upcoming European Union (EU) General Data Protection Regula-
tion, which will lly binding on member states and so override
national laws. Th law, a major revision of 1995 legislation, also
governs the use of medical records, and last October, the European
Parliament’s Committee on Civil Liberties, Justice and Home Affairs
voted for amendments that would remove many of the exemptions for
medical research.

Although anonymized data could be used without restriction, one
amendment would allow the use of pseudonymized data without con-
sent only if the research was of “high public interest” and could not
be carried out otherwise, with requests needing to be reviewed by an
independent body. A joint statement in January by dozens of Euro-
pean research organizations and charities warned that medical research

ETAEE

Care.data is far from read

for launch.

PUBLIC TRUST

—DEELDIF 77 - T— BiamCd . AL NHSllH 5 v idfr
fREMAIC L > COHEDIHTH Y |

HoleDTIR, BHEIACTHRICEA [F7LTwhwn] tftflznzdoTh b

sGEHE ] &2 <

FT—2D KA %EHED B 7= DY AT

S5 b, DHIT [Careless.Data| &R L7=5HH <L 7=,

R[E : NHSODB:TiEi—2016H1E

. G PF—9ENHSTF—HLidfd | -
- BB OY-ILy M & E(chen, [Iv>JIhE | ITEY % )

DIL&(CHNSY—ILy MEETHREAL VWD ! | BT megny omag,

(https://understandingpatientdata.org.uk/news/its-not-caredata- b g CUter car,

blog)

- BERANFS R : REAPAIDRIEE M R BERRE

=TT T —HADFERNARSREONFIC

— [Over the past year, the subject of information governance
has moved from the backwaters of organisational
management into the mainstream of public discussion. |

— [The main driver of this heightened interest was the first
attempt to launch of care.data, a programme to extract
data from GP records and combine it with other data to

create a richer understanding of people’s health and care
experience. |({RIFEEEN) T AZER L)

INFORMATION
to share or
not to share

The Independent Information Governai
Panel’s report to the care.data Prograi
the care.data Pathfinder stage
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IC72o T, Y, AciZZzo X iciz, REIRFELEZEWIHRETL =,

F=I1—F17>EE2016— National Data Opt-Out (npoo)

o —ENE-SOTNRIATNPINIOEA
— Care.Dataz®H<BRELREEN . THEEY Review of Data Security,
> TSN RIS BERRE RS CIR RS
- T—AHBEORRICEFT NPT VERRA,
EEE=EHIEDEMEKRDHD
o ZOAth, TFIITOBIEORIEIRE

- National Data Opt-Out (NDOO)DE S
« [HVT(IYNEBBIEIAT NI MR
Bl BEEATNINBVCEEBEL
Ieh', ZOMESEIRHET ZENNROIEFEEHE
I 21D R RBATYITEEAEU T, |
(BURFOTributez2ZELN) hries

Guardian

T—R - H=T 4TV =N, vy IABAT I T T P 2EATRE, &
RELE L7, RUFOVBIC L oA T T 7 FBBEICL D TRV L iRE
LEDD, ZOFvaFrr - T—=F - H=FT4T7vDILoLOHEHRTT,
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L7ze L2l S, A7 P77 v FaffioT, —ERE, TROEFI A,
LORIGDIFEEVINL—FEERLTELRVE, *h VY P2 —ZARERZ I ICHY
FRATLZ, 20720, INEHED LD ORAREERE W) T LT, BUENE
HWi 72 o 7z bbb RT3,

ENHS : BRORHBOIFIBERILS AN

How to manage your choice online

For security reasons we must verify who you are before you can manage your choice. We will

do this by searching for your contact details in our database.

0 Enter your details You r Data M atte rs

Tell us your name, date of birth and NHS number. We can then find your contact

information in our patient database. to the N H S

a Receive a code
Using the contact details we hold in our database, we will send you a one-time |nf0rma‘[i0n about your hea|th and care helps
verification code. us to improve your individual care, speed up
© Enter your security code diagnosis, plan your local services and research
When your code is verified, you will be able to manage your choice online. new treatments.

In May 2018, the strict rules about how this data can and
cannot be used were strengthened. The NHS is committed

7rjol\7'j FGJEIELJ to keeping patient information safe and always being clear

réj’jl\ylj I\ETEJ about how it is used.

20 1 Sfﬁ 5)% ~ You can choose whether your confidential patient information
is used for research and planning.

A7 PT T MCOWTE, IhE AL LTHIESINZZbITTldh, A7 7 v
MCEA TP T7O PELTCORABDZE VS 2D, /A FYRATHZDRD FEmE
LTl cLica Lz, 2018 AL [EEA 77 v bt 25% 9. GP
7—2& NHS 7—%, 525 WiE NHS & NHS 77— %2 %2204& b TOHREDTZ
V7 A—LBTEC, RANOAT I Ty PRIz EDL LI e ndHbdD
Fcd,
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2L, A7 P79 2 FT232LICLoTT—XEy bR DLNE DTN
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INETOWEDEELS LT, BERIIC, A7 FT v ME FEDBMERRIE

Journal of Public Health | pp. 1-7 | doil0.1093/ pubmed/fdy059

Perspectives

The challenge of opt-outs from NHS data: a small-area
perspective

(AT MekBA9 5 AN
ZERN. RIEJI— TR Cieo Tah,
PEREENTICFZE I SDEUNR

. AKE lances) health-
care data covering near-100% of the population of England.

sions, outp appoi
NHS Digital has the responsibility for collecting and pub-
lishing data and informaton from across the health and
social care system in England and controls the dissemination
of these data. Detailed analysis of NHS data by public health
and research institutions has the potential to considerably
improve health and sodial care in England.

Data privacy and confidentiality of identifiable health data
are a legal responsibility of the NHS, and a source of con-
cern for patients. As illus

12
cyber-attacks, ™ ensuring
ing technological challe

the move owards clectro

Types of opt-outs

The default system in place across the NHS is one of
implied consent, so that healthcare professionals can share
personal confidential data to provide optimum care. This
should be done according to strict NICE guidelines.'”

An opt-out system, including two different types of opt-
outs—types 1 and 2—was launched in January 2014, follow-
ing a rccommendation from the 2013 Caldicott report
(Fig. 1).* The ype 1 opr-out prevents information being

Piel FB et al. The challenge of opt-outs from NHS data: a small-area
perspective. Journal of Public Health. 2018 1-7.

A ITEICOWTCH > TEE LA,

DI 22T ADANEB RS TAHHEAEIEDN, INnrkRd e, NRELEMTICL
ERITTOTIE RV WHI T EREDNLTHWE LT,

203



(AT ’7O M OBIS-BBFR : 4 DDexemptions

https://digital.nhs.uk/services/national-data-opt-out/operational-policy-guidance-document/when-does-a-national-data-opt-out-not-apply

1. BARNBEESZETVIEES (a8
MFEICEBUICEfRE¥ (consent for consent) BEEEFN 218k,

2. : BEMEEDRBEANDURY

. FEUMEDESH- EIPOMO/ANRELE AR S MBS S ROBTCL, 2EF AT N
BRI, BT O, AEIOIEIE, IO TH- B8, 10 LA )0ER, ThEE /15
©OEIE, DIF S ORWEFBE—A>) 156 BEUEHRRLE,

6.3: AEFDE%

« (GBI RIS DI | EIBIBE, 82— ADWRAZEUI T A MRS
SO, BIEL T, $r2s - APl B E OIS OBt BT 30 S A DS 2L,

6.4: EEPRHFG R TERINDIBIR
o AR ESITE D TERSN M B EBIROMT. AREIE, T ANEIRE 1) —15E

OGRS EEBIEL TWS. BIELTU FH'®S (2L, & —ATEEGEFSNWER)

— Care (%jualitkl Commissionlcd53A&. NHS DigitallCd £153RINE . NHSOTIEFAE, BPIZKOARHIHE
RICLSRE, SEEOIL RNAE. EECREORS . IHRPHEOMRS . BABMORERT THTEN
%ﬁ%\ ZRAOEHREHE GBENR, 7OMIERE) | RE-HEREDIDOBIRILE. RO

AXVZADAZ 77 FatHICE TR, A7 77 F BRI CEH, [4 520D

exemptions & W9 b DHHEINTHE T,

—oHIE, A7 T Y FUENICAAND BRI ARFREZSTWEEE] 1. A7 b

7 v b D exemption IZ72 5 T & T,

“OoHIE TERYEE AREE~D IV R | 2F 2, 2o ARICMES HEICE
WTlE, AT T o cE s S 2T, NEZFLLRATARS L K
YUiE & WREED Y 27 1IConTiE, 2K 77 7L A 20| Lo, TEYYE
DIERD TR - EH] L WIS HMNE VW) DREPITA A=V BOERT VLA H
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EHDS (202454885)

European I English Search
m Commission @ 5

Home > Presscorner > Adoption of the EHDS and SoHo

Available languages: English v

PRESS RELEASE | 24 April2024 | Brussels | 2 minread

Commission welcomes European Parliament's adoption of the European
Health Data Space and regulation on substances of human origin

Ragsconients The Commission welcomes the adoption by the European Parliament today of the European Health Data Space

Top (EHDS) and new rules to increase the safety and quality of substances of human origin (SoHO). These are two
Quote(s) cornerstones of a strong European Health Union which protects the health of citizens and improves the resilience of
Related topics healthcare systems.

Print friendly pdf

The European Health Data Space (EHDS)
Contacts for media

This groundbreaking initiative, put forward by the Commission in May 2022, has two main aims:

« to place citizens at the centre of their healthcare, granting them full control over their data, with the goal of
achieving better healthcare across the EU;
« to allow the use of health data for research and nublic health nirnnses under strict eonditions

%12 European Health Data Space (EHDS) B3 %2i&im <39, EHDS icoWw<T
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Home > Press > Pressreleases

Council of the EU | Press release | 15 March 2024 01:10

European Health Data Space: Council and

Parliament strike deal
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- Tomislav Sokol (EPP, Croatia), Environment Committee co-rapporteur, said:
"The Health Data Space can help us to leverage the data we have in a safe

and secure manner, giving vital research into new treatments a ma%'or boost.
It will prevent gaps in treatment by making sure health professional can
access their patients’ records across borders. At the same time, opt-outs
will ensure that patients have a say, and that the system is
ELUSEﬁOﬂhVI It will be a major step forward for digital healthcare In

e .J'l’

+ Annalisa Tardino (ID, ItaIY), Civil Liberties Committee co-rapporteur, said:
“The Health Data Space will boost everyone's access to healthcare. In future,
doctors can be authorised to access their patients’ health records and
laboratory results in other regions, or even other EU member states, saving
money, resources and ﬁroviding better cures. We also secured opt-outs to
ensure that patients have a say in how their data are used. Although
we would have preferred even stronger measures, we were able to
find a position that can be accepted by a majority."

https:// /en/press-room/20240419IPR20573/eu-health-data-space-

more-efficient-treatments-and-life-saving-research
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Enabling effective secondary use of health data in
Europe: specific recommendations for a potential opt-  « [A~7r) NEERsHBR TN

out mechanism for the EHDS [RERITHAINE |
June 2023 L[] ”%E(D*%E@?_ g‘\’bﬁﬂ
Commicirs o o . Sy oot o S (09, o e cmmn | FUBVTIE, ATFIME

recommendations. u,[_,\@%(_t_cﬁﬂ:j'b@ﬁ)d] |ﬂ£

We share the view that health data are precious and renewable resources that can power decision- =] N\

m:klng for ch:llc:I’ care, deliver life i r., w i a:d g 5 health syst‘;r:; in th; IZI fid bi'f—"—_‘ll;ﬁbb |$b %l;<j:ﬂj&

century. In light of the current political discussions in the European Parliament and the Council, 1 e P

stakehnlderslare now sharing publicly their' visioln and six specific dati fora ial Dn%ajﬁb ri] \ nB@ﬁ’

opt-out mechanism in the future EHDS. Z_C (Iﬂ'j |\7'j l\ﬁ ﬁ::'IJ I}Ej%
CEEIRR.

Health data sharing for secondary use under EHDS (see HealthData@EU -

Chapter IV) o ATNTIMEEEIZBI D

Disc?s:;ons in:hf :oliq;-making pr:cess now include proposals for an opt-out mechanism for citizens ﬁiE(:%o)%u*b%g%& E
to withdraw their data from secondary use purposes. s o
BRI DCERE,

The Commission’s EHDS proposal makes no provision for a consent mechanism for HealthData@EU

7 httprsrlr/crdn dléltaléuropé org/ubldads/2023/06/EHDS-statement-muItistakehoIder-group—G-June-

2023.pdf
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European
Patients
Forum

EPF’s position on establishing an opt-out
system for the secondary use of health data

October 2023
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The European Patients’ Forum (EPF) welcomes and supports the proposal to establish a European Health
Data Space (EHDS) and the objectives put forward by the Commission in relation to the primary and
secondary use of data. We believe that a har ised and well-functioning fi k for the exchange and
reuse of health data can support h hcare delivery and facili research, innovation, and policy making,
with the objective of bringing tangible benefits to patients and society.

EPF is closely following the ongoing legislative discussions and would like to comment on the provisions
regarding consent in the context of the secondary use of data that are currently being debated in the
European Parliament and the Council of the EU.

We believe that a consent framework should be shaped keeping into consideration the objective described
in Article 1(2)(a) of the proposed regulatiol h y
availability and control of their electronic hej ttps.//
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