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() IMRIFELTND, FHAIRORZE EOIAO—FLMFEL, ZOZEFRIZIBVTT, FfEE
DOFRBIZam () INGFAETDHHOELGRBLT,

T —2HRHRIZROHRRIZS /3O JFC (FE30) 0055 5 4555 6 TS 1 SGREIC [the public
sector ] DA, SR SHIKIL T, Tthe public sector bodies] DFEFE THHEMRFIRL, <
DINZERLT=,
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LOFEFRS &L,
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ZDOZEFRIL, Eurlex OF —H RIS S CHERR LT,
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DWELIREL TUVLD 5, ABERO P D ORREBFIMAET HILEFRL
720>T, 2021 45 11 H 6 HIZ Web AKIAMIEREES AT, 7ok, [FIBBROUGT
i VBRI TAE S DTN DL E DR 2 T Th 2,

3. EREEICREY HfhBRYEREA
Data altruism

ldata altruismJ i, —fIZ, [ —2Fift 32 LARSHLTIY, ZOBERITBWTHER
WO EIT U, 7 —# O [data altruism ) 13, [EDN570 07X, RGO T —2 OHEED
DI D THLH3, B CHER| (MTEENE) DHEEIM TN DI a 4 RE, 20
T —H IS OIERBIEE Db DE AT DAT2 TR D T, IEOBLINDDBEN WL
L1825, 70k, MPEHEIHEETRECHDDY, CEEAMEHERZ D) MEHE IHEETEZ20 WEF]
THHEfRETDHONEETHD,

FIC, EOBENOBLET DL, T —ARIMFERL, HEFEOHLT —2 LOBHRIZIR
ELTHHSNOBESTHY, HERIREDMFAEL/R V7 Vw7 R A1 (public domain) D7 —
HRNFHRIZDONTIL, STV IRAL L ThHHINPZINT) MiGAIh EZROIEF AR EL
RN, ZNEBR HZEENARPE SR ThD, 7 —#FlhEE, a0
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Wb, ZAUZ, Mi%T —HOMERIED, Bl I37 —#Fa N ED 2 A AR T
EA B CREA 52 528X, MR DS OE D Mi%T — 2 A I S 3 R
HZEERG T DO D HSIIAEETHY, TORERE, HEREPMFHET D28 E
TAAX STV IR AL TN & 2R D WM ZLICRES,

—Z, AT Y= RO T —HREHR THoTH, ZNMENT — X554 95T —
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(ENEHRGERCED ABIINHE, BRI ED DIHIFREE) O AT, Mk
SADIFERh D, BEMWMIC, HERIFEDORIENS LA ERICINEOFE NS (72
721, BAENSHENT, ZHUDSHEE CER W THHZ LD YIRDFRERIFFEE LT, HiEE
CEARVWEFIE TE 4728172, 70, B ORI I U TIRET D45, Ao
Y AR RET DDLU GEE- B ThD, ), 5 TlFiud, BEsIHERIED
[FIE A ST D, EDHERIE L2 > TVDT — 2L T, FE4D %M ko
RITIIEFRBEAEDZEN TERNZENSNEHEESI, TOIIREEITT, Mi%T —H
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TETEDABESIEIC LY, BELEISND,

ROIHZREIRICIS T AT — Rl 328 OFEBIEL T, BilxIE, Web ABISIVZFL
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1L, LB SRR HIAIL DT TIIAR, 77 B AFIREA 2L 720 5T Web 2B
HZEIT AR TATHD, Web ABISHZFADSEFRIL, EdaDOERREEDO—FET
BV, INTVTRAL L TIE2, LnL, fEREBROT-012, HEFFE THHE N (FL) 128>
THAFBANZT —Z DRI TEAINENT ALY 55, Web ABHSNZSBFRIZEEL
TlX, BB O RES 2 2D QOBDIT TIIARW S, @D/ YO —FETHhHD T,
BB D BBATEZ S R ST T AT IRY, ZNBDBEREL 7 m— R4 5L
(X THEWMIZ RSN DR % T8 ORI (Y, Bk, fRiE, oo —FIH)
TED, Web ARSI TAEEL T, —HUIHFRID ik 52 QODIEND, HREDTT
2B AN RIE A ME I/2<72 508, X 7rn—RIZi> CHEIZAERS NS
R D — PRI TAIZBEL T, 5 TE Th A EHEED BEAR A 52 R EST
FTHHD TIRFTIUIIRDIRN, FHT, FRIOFRELFROATRIEE TR KT 2RO BV
AN

Mz T, EU OF —Z#GHAIEIC BT, Filth =gk TRIFT&aIc&Ens
T — A DIRGTEDDVRO KETHLZENIFIIN TS, FAOBERIL, ZOEFELES
W72 CUD, 72720, FAE, BAAD—ETHUIENTIFZRW DT, EU OFT —HHIED
HAAA I D7 — ARt S AR I3,

[ —2Fifh T2 LIFZDIH7b DO TH D,

Thdz, 157 —4Fh 361128~ C, YakT — 2B CHi-7o M Bl E N =2
LIt 72O ROFIMEE I BRI, FARMZIE, BRSO TREIRT
FSTEFIIHRE DRB O IM I TEHEZHND, ZO X703 ETH > TDSROHE
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EKEZ 2 B, 7RIS [ — 2Rt E38 ) 13, HIZ, IEEDE S 7R
HGMHZBINT 2720 Th b, 7 —#FaRAIRIC BT 57 — 2R 338 | 1T IS~
DT —HZDOFIHIE, EU &@&ﬁ@#&%ﬁil@ﬂﬂ)\? — SRS S OV EME R
BETERITEFL, 220, 7 —2HlpBAIRICED D54 2RI F T 50 O Tl
[EASYAAN

Transmission

“YHIAE BRIET DT —H D Mtransmission) 13, i@, B A28 (communication)
ELTCOREOZEEERT S, Thdz, T —iEHAIZIZ 172 [transmission | % [ 1%
21 EFRLU THIRIERBE VRO T-, LosL, EU ORSEREIC BT D851 7 70 H
FOT =R SRR - NS, ERCHUEN Lo ThvR e > COBDDBLIR THY),
SRS A ARE T AT LN TER Y, ERPHIBIZ LT, KEDT —Z OB
[ ZITERE CHOWBECIA (CD-R <2 DVD 728) (506 TR OS2 N2 T
HHENRBHVIFHZ L —IEE T RETHD, ZOI7RRINAF BT 57280, B2
HE (Connecting Europe Facility) Z5&(t9-57-5b 0 2021 435 2027 4E0D EU DAEE T %
TEHHIRAINEU) 2021/1153 (0J L 249, 14.7.2021, p. 38-81) RSN TV,

MMZT, BU ORERREID AR MR T 57T — X2 DIAAEERE, B0
TR LIRS, ZDOZ 8IS, A—T7 7 —FFEH(EU) 2019/1024 DOHTH B ZEEIkS
NWTEY, Z20I570IET VAN OT —H2D “IRFNFADT-O DZM: (FEEVEDSIE) ME
DHIVTND, T —FHIEHAIZIL, EU ORERRIEO RPN MRA T DT —H D
G, A —7 T —4E4(EU) 2019/1024 O IZ I TR CEIRWMENT —F F721%
=D I FEHE LHE@%?‘—& IR DT DI IEE S D HRHIRIZE Ch DD
T, T — BRI fRIR T DB 24— 7 — 2847 (EV) 2019/1024 OFEFREDEE

AYERTERITHERRS V2T U ifcﬁ%m \

PLEDFEFIEEEEI AN BT, ZOZEFRTIBTUL, JFHIELT, Mtransmission] %
MERT &R 28T LT,

Safeguards

—f%iZ, Tsafeguards |1, STARIZED, KA IZERUNTDREMERSHDHZ LML, HihT
— 5 LERET DN PERED R, FrlC, ATE- EIEOEZIZ LD B (state sponsored attack)
DFRIED D NAT Vo RIpBEED—FlE L CHYfR T _EGAZ G, F - E O
EETIE N LD A FEHE DI BSOSt T 072 O O E Ch 055,
THH e 2V 7 O E X ER O A2 58505728, [safequards | %[22 aHfefR | £
VLT ERRT DR CTdhD, ZHUTKIL, Y% E 3 F - B T B
BETHIEEDOBEERE, A BIEO ATV R O —FEL U CPR & Tl
72\ M 22 DARZEERZ LD HWIA PEMEDE L B RT3 270 O E Th DY

%, Tsafeguards) 2 M2 2fifefR | LiRT DL Thd, ZOZEIE, AT —H{RED TR
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BOTHRBETHD, ZNHDIH7e i, BHIEU) 2021/694 (0] L 166, 11.5.2021, p. 1-34)
D 12 RO LRRIFRIED HHFHND,

INBOREREREX T2 BT, ZOSEFRITIHBVT, JFRIIELTC, Tsafeguards | % 724
) LRI 2z LTz,

Jurisdiction

— Iz, Tjurisdiction 1, FHEEIZFOBHIETEHER I T2 03 o S HBREIPHO Z L%
BT %, 20D, (TEHEEFOMEREL L CO) [FHIEEME 21T, (BEOFGAHIEEZ
1E>TED HINAEHIFTONE 2 DEENEZTE T S B L1 T 520 [EZF FHED K S HIERH 4
PZEDEDDZEZIRL, BT, EF IR D1 TEHEA BT ] AE7 2 PR s A~
BESTH D, Al L UL, Hx OITBIEITOMENNE, SiZEOEF FHEOHPANIZ
BINDZEND, —IT, 22TV ERTO T EAEEEME (jurisdiction) |1, M4i%E D T4
DR OHIPHZ T T2DIh, £z, il % O TERSEIDOHER 7 I S H AR
TEDIZHHOWDINAZENZN,

TSRO 7 4455 2 TA(C), 55 11 5445 11 TH, 565 17 254565 3 TR OV 19 554565
3 5o ljurisdiction | |2 BIL T, EIZIMED K SHHL W B COEFR F-Z 20T
(HUPRAOEEPH) L, SEEANCIE, Y%7 —2FIREOT — 2RI G a fih T 570
DEREREZ S DI PTEM Ch OMRIE (£ LR BRI EEED S B TED
DIDEHIFTOFHER- CHAERKE) THY, 10, BSHEROH 5 [EPHEEE N BB
OMREDZ LA LML, £, 5 10 5556 2 TR ONRISRES 3 T [Njurisdiction ) | 24 7%4#%
FREIDEF THEE DL OEART fELT- LT, ZubdTurisdiction | 2 TEHEEERE | LFR3
&zl

Periodic penalties

lperiodic penalties %, FEHZIWTIE, —MIZ, iz L, AAREORSFHITH 172 FIZ
TES DRI DO BRO [FH 4 L5880 5 —E DD BEE | LIREROBRE OB TRl L4
BT 5, LosL, 7 —2HasiiIZE, 7 LoBRIE L T3 TERED —FEThHDT,
[FHRAIZR I FEAS W TREAERR D 3 DRI B 7 13 A & 125 CRRE L5 [ periodic
penalties | 1, GESFANEATIRIER FHN ARSI 5780 O) A TBUIFEE: (TTEET) O—FET
B0, REIZRBIIDIR Tl 13, £z, SR D EM L SIEHIED L7 0
TH7RY,

P bABEZ - BT, ZOSEFRTIBWTL, periodic penalties | 2 [ E Sl 4 | SFR9
Ziizlis,

PLEDIFNNE, #¥A—7" 07 —X 55 (EV) 2019/1024 DZE3ER, %FaHHIEU) 2020/
1783 DZEER, %FaIHHIEV) 2020/1784 DZEFR, % 4aHHII(EV) 2021/693 DEERR, 1445

FHHIEV) 2021/694 DEE7R, thBBEEAR55(2020/C 342 101)DZER, 148 e-Justice Ik
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EARIE, IELEHMEE 6 5 4 5 440~486 HIZH D, HHI(EU) 2021/694 DESERIL, 1EEtE
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ZDOBEFRENER T DITEEL, #iitT — XS EI B 2 EERON R R E S EU
SatRART — 7ty ay N TEE NG 2 — it e 2 —iR) [t — 2 BiR
PIHIZES 32 HREE SGETIRGRER) 1 (2005 4F- 8 A) #2512 LT,
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WFFE(A) (15H01928) (= LRI RERD—E T D,
%k oskosk

577



e GRS 6 555 (2021411 A)

BT —2%541 B89 ARMES R U EESORAI (F—2#a%) DIRE
(COM/2020/767 final)

Proposal for a Regulation of the European Parliament and of the Council on Regulation on European data
governance (Data Governance Act) (COM/2020/767 final)

%k skosk
i E
Explanatory Memorandum
1. IREDBE
Context of the Proposal
REOEHKUER

Reasons for and objectives of the proposal

ZOFBAENE, BRMNGES M OB EE 0T — A BT D AROIREA B L T D, =
DFERIT, 2020 FORRINN T —H 2D - CRIS N HAE Dy O RMIOH D Tohd, ZD
EHSCED, 7 —2OFBYMEE~DOEEIEINS 5281280, KO, EU S5 7 —
AHF O LT D28 L, RO 0T =20 A it ER T 528530 EL T
W5, ZOVERSGEE, LT OIRGUIKILT 2 THAS
—  ZOIHT —EHMUE ORI AR 2RI T, ATERFAD T — 453 ZIRFIH O

T=OIRIHTEDINTT B,

—  WIDRDTEREDORMIOD SN 70, M TT —#E AT 5L,

— T — 2RI (GDPR) O RN TE AN ZOMER 24 TE9 A2 L2 BT H72DI
EtSIT= BN T — 2 G RS OBNHIZ I, AT —2 RIS A Z L2 7R
THIL,

— R B R K T — 2R AR DL,

This explanatory memorandum accompanies the proposal for a Regulation of the European Parliament
and of the Council * on data governance. It is the first of a set of measures announced in the 2020 European
strategy for data 2. The instrument aims to foster the availability of data for use by increasing trust in data

LT R DBAIORED, IEHSGEOWNRICI > TRIESID,
2 COM/2020/66 final.
3 [ZORIADME DHERNZKAFL TS T — 2 I M OMERI AR T 27 — 2 113, 7 —5 1k
FESTIE, FIRIAPEME IRULASD T — 22 0B L, F203, EEEED LT LIS DR Lo
DIFHEED D,
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intermediaries and by strengthening data-sharing mechanisms across the EU. The instrument would

address the following situations:

— Making public sector data available for re-use, in situations where such data is subject to rights of
others 3.

—  Sharing of data among businesses, against remuneration in any form.

—  Allowing personal data to be used with the help of a ‘personal data-sharing intermediary’, designed
to help individuals exercise their rights under the General Data Protection Regulation (GDPR).

—  Allowing data use on altruistic grounds.

BERSBOBGFOERSHEREO—RYE

Consistency with existing policy provisions in the policy area

BEOBOFAT, AANT —2EIENT —Z DOWEE RO Bl b Z A7 DT —Z RN TE

FaAPEL QD ZIUdx, [HANT —H BT D EEOMAEAERREDDITEETHD, —i%

T —HRERAP LN e TIAR— 5L ST EU I, AT — X ORI B35 T)
AGHENED DI I A FRDT= D OFERERZ T 7=,

The current initiative covers different types of data intermediaries, handling both personal and non-
personal data. Therefore, the interplay with the legislation on personal data is particularly important. With
the General Data Protection Regulation (GDPR) # and ePrivacy Directive °, the EU has put in place a solid
and trusted legal framework for the protection of personal data and a standard for the world.

ZOREL, AT T —H KON OAEHRO — A BT 2NN K OB R0
2019 4F 6 A 20 HDIES(EV) 2019/1024 (4 —7 5 —HF645) SaAilise 35, TR, /\Eﬁ
ERFDFRR DM T DMBEOHERNZIRT 27 — 2T 26D THY, Zhdz, FfES
WHPHINC S D, ZORRRT, BRINT — XIS D P CERIFS -t B A L5 ff%E!’JiJVJ
—BMEOHLFENDEEL D, ZOMRT, BedT —HZERIZB W RSN Z L ifFS
QNS T — XN ~ DRI LT DL LD e a &), T —XIHER T
THZLEIANELTND, ZORRIL, T —F~DT 7B AR OT —Z ORI B D3RR
MRl G-z, BOEFZITBEIET D EEAHNEL TR, ZOXA T O EIL, T —#1£(2021
) OREEMELL TTFESIL NS,

The current proposal complements the Directive (EU) 2019/1024 of the European Parliament and of the
Council of 20 June 2019 on open data and the re-use of public sector information (Open Data Directive)®.

4 0JL119,4.5.2016, p. 1-88.
5 0JL201,31.7.2002, p. 37-47.
® 0JL172,26.6.2019, p. 56-83.
T COM/2020/66 final 2,
579



e GRS 6 555 (2021411 A)

This proposal addresses data held by public sector bodies that is subject to rights of others and therefore
falls outside the scope of this Directive. The proposal has logical and coherent links with the other
initiatives announced in the European strategy for data. It aims at facilitating data sharing including by
reinforcing trust in data sharing intermediaries that are expected to be used in the different data spaces. It
does not aim to grant, amend or remove the substantial rights on access and use of data. This type of
measures is envisaged for a potential Data Act (2021) 7.

EHSGEL, 72 OBEROTDI BRIV T — A EHR O A BT 2 AR AR
EREAFTND, FAIR 7—2JFRIRE, £0&o77 —47, JFRIEL T, R ARETHY, 77
ZARETHY, FHAEMMA DY, 730, “ YR RIRETHLILEED TV D,

The instrument draws inspiration from the principles for data management and re-use developed for
research data. The FAIR data principles® stipulate that such data should, in principle, be findable,
accessible, interoperable and re-usable.

BRES DD BEEED—RE

Consistency with other Union policies

HENHRERES, IR —E AR, Av— A= —DF —F1, B0 T —212, &gk
‘/Z%AB BREEIEE, 22 e ORI L5 72 /3 BRI Z I TR RS T i Rk

(S D7D, T =527 7 ABIT DEPTRIOSIEDRT HI, KOE L, #EEHTHD,
ZORRET, TNODIETEEE T HILML, F2Z, B /efMplosesz <O 327K,
WEAF @{ﬁ/\@TT%IJﬁH’C%éJ:O CSNI=T — 2 ORINE SR T 5,

Sector-specific legislation on data access is in place and/or under preparation to address identified market
failures in fields such as the automotive industry®, payment service providers®, smart metering
information™, electricity network data’?, intelligent transport systems'3, environmental information®,
spatial information®®, and the health sector'6. The current proposal supports the use of data made available
under existing rules without altering these rules or creating new sectoral obligations.

8 https:/mww.force11.org/group/fairgroup/fairprinciples

® 0OJL151,14.6.2018, p. 1 IZ&AHHE% OJ L 188 18.7.2009, p. 1.

10 0JL337,23.12.2015, p. 35-127.

11 0JL158,14.6.2019, p. 125-199; OJ L 211, 14.8.2009, p. 94-136.

2. 0JL220,25.8.2017, p. 1-120; OJ L 113, 1.5.2015, p. 13-26.

13 0JL207,6.8.2010, p. 1-13.

4 QJL41,14.2.2003, p. 26-32.

5 0JL 108, 25.4.2007, p. 1-14.

16 ERMIERET —#ZE MBI 248, 2020 AEEEIUDYENC FESIUTUD,
https://eur-lex.europa.eu/resource.html?uri=cellar%3A91ce5c0f-12b6-11eb-9a54-01aa75ed 71a1.0001.02/
DOC_2&format =PDF
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RIBEIT, $2223, BEgEA i AL, F7-, TFEU O 101 5o UV 102 54857 Tk
N TRY, FLUC, BTGB AEERI S —E 2O —EDENE, &0l E RS
s W2 B4 2RSS K ONFRER2:0D 2000 45 6 H 8 H OF54 2000/3LECY DSIEL IHIT AL
f(ﬁb \O

Similarly, the proposal is without prejudice to competition law, and it is designed in compliance with
Articles 101 and 102 TFEU, and it is also without prejudice to the provisions of Directive 2000/31/EC of
the European Parliament and of the Council of 8 June 2000 on certain legal aspects of information society
services, in particular electronic commerce, in the internal market .

2. SEARBL FSTHER UG
Legal Basis, Subsidiarity and Proportionality

R ARHL
Legal Basis

KM A OREREIZ B2 4550 (TFEU) O 114 5503, ZOMRRID7-30 D BEE4- BRI L C
m&énﬂ %, [RIZRIZED, EULE, EU @iimm%mmﬂwim@%%@EE’J}:L@EO@%

1 TR FE 2 IRERRE N O TEGEEN Z J» TED HAL TODSIADIE AL DT DHEEZ R
uoawmszoa%focb\o ZOBWRAE, T —FD1=OBE—figEwib T2 L2 T 5
2020 EDFRINT —HEIEO—E T D, BIFERDOT VXN CD RIS, HAEL, 7
— 4 LB DR A S W HTE CIE T D2 ENEL T2 D EV O AT IMEET DI,
ZDZENT, BT B A A b2 b S22 L L720155, S P AR E AT 557 —
ZOFA~OFES =7 7 0 —F % OO HEOMEE M OHFAE T D8, 7 —#
PR OFERRE DN TG ORWE TG T 52 L2 155, Tiud, BAESh-ED
B NEBL CHHRO Y —E 20 B ONEET Az D85 a i3 2281280, 7—2D72)
DH TGO AT TR 52812705,

Article 114 of the Treaty on the Functioning of the European Union (TFEU) is identified as the relevant
legal basis for this Regulation. Pursuant to this Article, the EU has to adopt measures for the approximation
of the provisions laid down by law, regulation or administrative action in Member States which have as
their object the establishment and functioning of the internal market in the EU. This initiative is part of the
2020 European strategy for data that aims to strengthen the single market for data. With a growing
digitalisation of the economy and society, there is a risk that Member States will increasingly legislate
data-related issues in an uncoordinated way, which would intensify fragmentation in the single market.
Setting up the governance structures and mechanisms that will create a coordinated approach to using data
across sectors and Member States would help stakeholders in the data economy to capitalise on the scale

17 0JL178,17.7.2000, p. 1-16.
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of the single market. It will contribute towards the establishment of the single market for data, by ensuring
the emergence and cross-border functioning of novel services through a set of harmonised provisions.

FUHVEFIT, EU EFORREORIZIBW T ESNAEEND 1 > Ths, TFEU D5 4 5
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Digital policies are a shared competence between the EU and its Member States. Article 4(2) and (3) of
the TFEU specifies that, in the area of the single market and technological development, the EU can carry
out specific activities, without prejudice to the Member States’ freedom to act in the same areas.

(FE¥h VS RETSHERRI “BE 9~ 5) fisett

Subsidiarity (for non-exclusive competence)
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Businesses often need data from several Member States so they can develop EU-wide products and
services, as data samples available in individual Member States often do not have the richness and
diversity allowing ‘Big Data’ pattern detection or machine learning. In addition, data-based products and
services developed in one Member State may need to be customised to suit the preferences of customers
in another Member State, and this requires local data on the Member States’ level. As such, data needs to
be able to flow easily through EU-wide and cross-sector value chains, for which a highly harmonised
legislative environment is essential. Furthermore, only action at Union level can ensure that a European
model of data sharing, with trusted data intermediaries for B2B data sharing and for personal data spaces,
takes off, given the cross-border nature of data sharing and the importance of such data sharing.

T =2 DI DHE—i3, SFEETHERD AR LI T —F DERESELTHRAMERL, 72,
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HIZMEDDY, 730, BEDOHLRERETT 7 2ASN, FIHSISOEDET Lol rT &
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A single market for data should ensure that data from the public sector, businesses and citizens can be
accessed and used in the most effective and responsible manner possible, while businesses and citizens
keep control of the data they generate and the investments made into their collection are safeguarded.
Increased access to data would have as a result that companies and research organisations would advance
representative scientific developments and market innovation in the EU as a whole, which is particularly
important in situations where EU coordinated action is necessary, such as the COVID-19 crisis.

EefpitE
Proportionality
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The initiative is proportionate to the objectives sought. The proposed legislation creates an enabling
framework that does not go beyond what is necessary to achieve the objectives. It harmonises a series of
data-sharing practices, while respecting the Member States’ prerogative to organise their administration
and legislate on access to public sector information. The notification framework for data intermediaries,
as well as the mechanisms for data altruism serve to attain a higher level of trust in these services, without
unnecessarily restricting these activities, and help develop an internal market for the exchange of such data.
The initiative will also leave a significant amount of flexibility for application at sector-specific level,
including for the future development of European data spaces.

FERSNTHANT, B4 EROVEENER FOFEHAZELSELLOTHY, Ziusk, FELTH
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The proposed Regulation will give rise to financial and administrative costs, which are to be borne mainly
by national authorities, while some costs will also burden data users, and data sharing providers in order
to ensure compliance with the obligations set in this Regulation. However, the exploration of different
options and their expected costs and benefits led to a balanced design of the instrument. It will leave
national authorities enough flexibility to decide on the level of financial investment and to consider
possibilities to recover such costs through administrative charges or fees, while offering overall
coordination at EU level. Similarly, the costs to data users and sharing providers will be counterbalanced
by the value emanating from broader access and use of data, as well as the market uptake of novel services.

EESCEOER
Choice of the instrument
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The choice of a regulation as the legal instrument is justified by the predominance of elements that require
a uniform application that does not leave margins of implementation to the Member States and that creates
a fully horizontal framework. These elements include the notification for data sharing service providers,
the mechanisms for data altruism, the basic principles that apply to the re-use of public sector data that
cannot be available as open data or are not subject to sector-specific EU legislation, and the set-up of
coordination structures at European level. The direct applicability of the Regulation would avoid an
implementation period and process for the Member States, enabling at the same time the establishment of
the common European data spaces in the near future, in line with the EU recovery plan.’8

ZIEFIRAZ, FHRIOSTEE, WA 2L O TIER, BOFAD HEE IR bSE720
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18 COM (2020) 456 final.
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At the same time, the provisions of the Regulation are not overly prescriptive and leave room for different
levels of Member State action for elements that do not undermine the objectives of the initiative, in
particular the organisation of the competent bodies supporting public sector bodies with their tasks relating
to the re-use of certain categories of public sector data.

3. SEIRRTHH, FIEBERELDI IV T —ar RURETHEDRER

Results of ex post Evaluations, Stakeholder consultations and Impact Assessments

FIEBRELD Y ILT—LaY
Stakeholder consultation
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An online public consultation was launched on 19 February 2020 on the day the European strategy for
data * was adopted, and was closed on 31 May 2020. The consultation explicitly indicated it was launched
in order to prepare the current initiative, and it addressed the items covered in the initiative with relevant
sections and questions. It targeted all types of stakeholders.
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A% ETe) Th-oe, 219 Dt/ FEEE RO 43.4%1% SMES Th-7-, BIRELT, [
D 922%1Z%, EU27 DENSOLDE o7, O3 EM T, Hu, ENE-IXERROHPHO
WT N THHZEZRUZRIEEETSE, Z<h T Tholz,

In total, the Commission received 806 contributions, of which 219 were from a company, 119 from a
business association, 201 from EU citizens, 98 from academic / research institutions, and 57 from public
authorities. Consumers’ voices were represented by 7 respondents, and 54 respondents were non-
governmental organisations (including 2 environmental organisations). Among the 219 companies /
business organisations, 43.4% were SMESs. Overall, 92.2% of the replies came from the EU-27. \ery few
respondents indicated whether their organisation had a local, regional, national or international scope.

230 OFREDRHEI, BRI 2RIEZET50 0 (210) £2340 H ORIE (20) OV
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230 position papers were submitted, either attached to questionnaire answers (210) or as stand-alone
contributions (20). The papers provided different views on the topics covered by the online questionnaire,
in particular in relation to the governance of common data spaces. They provided opinions on the key
principles for those spaces, and expressed a high level of support for the prioritisation of standards as well
as the data altruism concept. They also indicated the need for safeguards in developing measures related
to data intermediaries.

BRI EFIA

Collection and use of expertise
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In order to explore with the relevant experts the framework conditions for creating common European
data spaces in the identified sectors, a series of 10 workshops on common European data spaces took place
in 2019 and an additional workshop was organised in May 2020. Gathering a total of more than 300
stakeholders, mainly from the private and public sectors, the workshops covered different sectors
(agriculture, health, finance/banking, energy, transport, sustainability/environment, public services, smart
manufacturing) and more cross-cutting aspects (data ethics, data market places). The Commission
departments dealing with these areas participated in the workshops. The sectoral workshops helped to
identify the common elements across the sectors, which need to be addressed by way of laying down a
horizontal governance framework.

Impact assessment

ZOORREDT-DI, EESHENERESI-, 2020 4E 9 A 9 H, IEAERETEAIL, MBOE R,
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An impact assessment was carried out for this proposal. On 9 September 2020, the Regulatory Scrutiny
Board issued a negative opinion. On 5 October 2020 the Board delivered a positive opinion subject to
reservations.
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The impact assessment examines the baseline scenarios, policy options and their impacts for four
intervention areas, namely (a) mechanisms for the enhanced use of public sector data that cannot be
available as open data, (b) a certification or labelling framework for data intermediaries, (C) measures
facilitating data altruism, and (d) mechanisms to coordinate and steer horizontal aspects of governance in
the form of an EU-level structure.
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For all intervention areas, policy option 1 of having coordination at EU level with soft regulatory measures
was found to be insufficient, since it would not significantly change the situation compared to the baseline
scenario. Thus, the main analysis concentrated on policy options 2 and 3, which involved a low and high
intensity regulatory intervention respectively. The preferred option turned out to be a combination of
regulatory interventions of lower and higher intensity, in the following manner:
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Regarding mechanisms to enhance the use of certain public sector data, the use of which is subject to the
rights of others, both the low and high intensity options would introduce EU-wide rules for re-using such
information (in particular non-exclusivity). The low intensity regulatory intervention would require that
individual public sector bodies allowing this type of re-use to be technically equipped to ensure that data
protection, privacy and confidentiality are fully preserved. It would also contain an obligation for Member
States to provide for at least a one-stop shop mechanism for the requests to access such data, without
determining its exact institutional and administrative form. The high intensity option would have
prescribed the establishment of one single data authorisation body per Member State. Given the costs and
issues of feasibility related to the latter, the preferred option is the lower intensity regulatory intervention.

B CELT —XHEIEE DOFFAEIT~ 7L TR, KoY 7T, DT
DHFHARE— B S D720, AR GEREDIESIZ DI ANRESNTZ, 22T, (ARTEFHD
T =R DYERSNT= " IRFNHDT=DIZ, U A 7L ay 7 OHFAARL RIT155) fEREIZ X -
THRESIRGSHERO SRR 2 Lo C, T UL EAGD B O FOIE A RS T~ LA 5
NERSNED, B IREDIES LA A, B0 S MR HHERR - L > CEEE SN S
FEEVLFEHI R | 2 Jo TR RS LD, Fe5R072 1 X I D B A AL S BASHD T, &
ORI, IENNZ, SMES K ORY— 7w /IR U AR e B2 L BIR5 L, £,
B3, ISR OT- 0O M ARE L CU VRl Ziud 2, IR REEODIESIZE DA
DMESEEINEEE LTl I, 72720, T — 2 EE OB L Tl mv MEiEE
7eBL, BN T —H T BN TENLDO FRYMEE N E D INATEITHZ LN TS ND)
(2B DM R EE TED DIFHZEN D, TR elED U XD M REDER I
AL E, FHARE R L CHIlIEN -, BRINEESMNICBWTHICHREE =%, i
W7 RRDSHERFS U=, 20U, TEEVE ST T 5720 OB AL QDI EORERRIE DR
THERRD I DHEBAZ LD T DS HIBHFH L > TSI D, EOMERRIE, TSN
FNHRT DS EOFEAEHRZHIRL >, FEEAVRHIEEOR] xS D,

For the certification or labelling of trusted data intermediaries, a lower intensity regulatory intervention
was envisaged to consist in a softer, voluntary labelling mechanism, where a fitness check of the
compliance with the requirements for acquiring the label as well as awarding the label would be carried
out by competent authorities designated by Member States (which can also be the one-stop shop
mechanisms also established for the enhanced re-use of public sector data). The high intensity regulatory
intervention consisted of a compulsory certification scheme managed by private conformity assessment
bodies. As a compulsory scheme would generate higher costs, this could potentially have a prohibitive
impact on SMEs and startups, and the market is not mature enough for a compulsory certification scheme;
therefore the lower intensity regulatory intervention was identified as the preferred policy option. However,
the higher intensity regulatory intervention in the form of a compulsory scheme was also identified as a
feasible alternative, as it would bring significantly higher trust to the functioning of data intermediaries,
and would establish clear rules for how these intermediaries are supposed to act in the European data

market. After further discussions in the Commission, an intermediate solution was retained. It consists of
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a notification obligation with ex post monitoring of compliance with the requirements to exercise the
activities by the competent authorities of the Member States. The solution has the advantages of a
compulsory regime, while limiting the regulatory burden on the market players.
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In the case of data altruism, the low intensity regulatory intervention consisted in a voluntary certification
framework for organisations seeking to offer such services, while the high intensity regulatory intervention
envisaged a compulsory authorisation framework. As the latter would ensure a higher level of trust in
making data available, which could contribute to more data being made available by data subjects and
companies and result in a higher level of development and research, while generating a similar amount of
costs, it was flagged in the Impact Assessment as the preferred option for this intervention area. However,
the further discussions within the Commission revealed additional concerns around the potential
administrative burden on organisations engaging in data altruism, and the relation of the obligations with
future sectoral initiatives on data altruism. For this reason an alternative solution was retained, giving
organisations engaging in data altruism the possibility to register as a ‘Data Altruism Organisation
recognised in the EU’. This voluntary mechanism will contribute to increase trust, while presenting a
lower administrative burden than both acompulsory authorisation framework and a voluntary certification
framework.
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Finally, for the European horizontal governance mechanism, the low intensity regulatory intervention
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referred to the creation of an expert group, while the high intensity regulatory intervention consisted in the
creation of an independent structure with legal personality (similar to the European Data Protection Board).
Given the high costs and the low level of political feasibility surrounding the inception of the higher
intensity option, the low intensity policy option was chosen.

S T AR R L, HHE VA D FICB WL, T —2RER T — &4
DR AAED R 5330 (B —r720 "L 5100 fF—~—12 (GDP Tl 3.87%) £ T DL Tl
SO, HBEHED 7 o r — I ALSIVTZE LD MW TS, 5407 (Fr—r7e L 5444 fFr—
2 (GDP Tl 3.92%72 L 395%) £TC LA LAGDEV T EARUTE, ENHOEIT, KR
i, KON VEPEME L O ES72 R (1] & frdE ) k@ﬁ&%ﬂzf@m)@%ﬁf:f@ﬁ%& )T
IZBW T, [RESIZ LT MDD A a BRI AL TND, g, DDA, B
DAL VB2V EOHD THVIFD,

The impact assessment support study? indicated that, while under the baseline scenario the data economy
and the economic value of data sharing are expected to grow to an estimated EUR 533 to 510 hillion
(3.87% of the GDP), this would increase to between EUR 540.7 and EUR 544.4 hillion (3.92% to 3.95%
of the GDP) under the preferred, packaged option. These amounts take into account only in a limited way
the downstream benefits, in terms of better products, higher productivity and new ways for tackling
societal challenges (e.g. climate change). Indeed, these benefits are likely to be considerably higher than
the direct benefits.
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At the same time, this packaged policy option would make it possible to create a European model for data
sharing that would offer an approach that is alternative to the current business model for integrated tech
platforms through the emergence of neutral data intermediaries. This initiative can make the difference for
the data economy by creating trust in data sharing and incentivising the development of common
European data spaces, where natural and legal persons are in control of the data they generate.
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EARRYTHER|
Fundamental rights
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Since personal data falls within the scope of some elements of the Regulation, the measures are designed
in a way that fully complies with the data protection legislation, and actually increases in practice the
control that natural persons have over the data they generate.
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Regarding the enhanced re-use of public sector data, both the fundamental rights of data protection,
privacy and property (concerning proprietary rights in certain data, which is e.g. commercially confidential
or protected by intellectual property rights) will be respected. Similarly, data sharing service providers
offering services to data subjects will have to comply with the applicable data protection rules.
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The notification framework for data intermediaries would touch on the freedom to conduct a business, as
itwould place certain restrictions in the form of different requirements as a pre-requisite for the functioning

of such entities.

4. FTHEDRE
Budgetary Implications
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This proposal will not have any budgetary implications.
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5. TOMDER
Other Elements

SEEFHENNCESAR, SR UREDFES

Implementation plans and monitoring, evaluation and reporting arrangements
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Due to the dynamic nature of the data economy, monitoring of the evolution of impacts constitutes a key
part of the intervention in this domain. To ensure that the selected policy measures actually deliver the
intended results and to inform possible future revisions, it is necessary to monitor and evaluate the
implementation of this Regulation.
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Monitoring the specific objectives and the regulatory obligations will be achieved through representative
surveys of stakeholders, through the work of the Support Centre for Data Sharing, via records of the
European Data Innovation Board on the different intervention areas reported by the dedicated national
authorities and through an evaluation study to support the instrument’s review.

REDERIFED Bl ERAR

Detailed explanation of the specific provisions of the proposal
551 B, BIRIOM SRR EREL, S ERR TSNS ERETED D,

Chapter | defines the subject matter of the regulation and sets out the definitions used throughout the
instrument.

5 L, B OHERID S TR LTS (RRZ, AT — 2 DEREEARILE 5573, 4
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Chapter 11 creates a mechanism for re-using certain categories of protected public sector data which is
conditional on the respect of the rights of others (notably on grounds of protection of personal data, but
also protection of intellectual property rights and commercial confidentiality). This mechanism is without
prejudice to sector-specific EU legislation on access to and the re-use of this data. The re-use of such data
falls outside the scope of Directive (EU) 2019/1024 (Open Data Directive). Provisions under this Chapter
do not create the right to re-use such data, but provide for a set of harmonized basic conditions under which
the re-use of such data may be allowed (e.g. the requirement of non-exclusivity). Public sector bodies
allowing this type of re-use would need to be technically equipped to ensure that data protection, privacy
and confidentiality are fully preserved. Member States will have to set up a single contact point supporting
researchers and innovative business in identifying suitable data, and are required to put structures in place
to support public sector bodies with technical means and legal assistance.

B T L, 772 BT Al E A AR T8 EY, AT —F K OFHE
NT =2 DIFIZBIIHEfEE R ESEDH2E, ZLC, B2B KON C2B DT —H LG LREO)
SIS | 2 IVIREE T D2 LA AANE L TS, TNLD T A2, SR8, L
DU, 7 — 2 ML L TN AR 2 B AL T U0, o7 mN
AKX, ZDIH7eT —2ERIO HHOT=OIZHEHL Tdebian, HANIHL THh—E 2%
P 7 — GV — AT A OEGEITBW TS, £O7 a (X &R T HE AN
W72 B D IR TED AR B Zh i A L U Rasre

Chapter 111 aims to increase trust in sharing personal and non-personal data and lower transaction costs
linked to B2B and C2B data sharing by creating a notification regime for data sharing providers. These
providers will have to comply with a number of requirements, in particular the requirement to remain
neutral as regards the data exchanged. They cannot use such data for other purposes. In the case of
providers of data sharing services offering services for natural persons, the additional criterion of assuming
fiduciary duties towards the individuals using them will also have to be met.

FOTTa—FL, BRRAKONEADT =253 580 RO SE I A2 bDF TR T
HZHZLIZESTARALIENEIRILL DD, A —7 D@tk o7 — 23—t
ADWERET DT LRI DI2DITRRE IS TVD, AIENZ o THRES N DTG HEIRDH S
BRI, ZDIH70 —E RO A SHUT B DB A R D Z LB TR & A0,

The approach is designed to ensure that data sharing services function in an open and collaborative manner,
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while empowering natural and legal persons by giving them a better overview of and control over their
data. A competent authority designated by the Member States will be responsible for monitoring
compliance with the requirements attached to the provision of such services.

F IV B, 7 2Rt 8 (AR T DI AN E IS L > TR T — 203
TEDIDNTESNDZL) ARt %, [FIFES, 7 —Z R ERI AT DRk D=1, TDTE
FIZBITHEFEHIISE 572D DIEU 1TV TGRS IV- 7 — # R 2350k L L Ok C
ELTEHTED D, MAT, [FEZEIEEST DI DEMEIVEFAIC T 5720, KUY, FIHTED
FNTESNT =T =2 BMEANC LS TIRASNDb D TIIRNGE) 7 —Z DRI A A ST T%
728, HEOERIN T —# Rt ERFEEADRES D,

Chapter IV facilitates data altruism (data voluntarily made available by individuals or companies for the
common good). It establishes the possibility for organisations engaging in data altruism to register as a
‘Data Altruism Organisation recognised in the EU” in order to increase trust in their operations. In addition,
acommon European data altruism consent form will be developed to lower the costs of collecting consent
and to facilitate portability of the data (where the data to be made available is not held by the individual).

BV HEL, T XY AT S F OIEFWEA N 0T —F R e DR
DEEAR K ONFHED 7D ZHRTES A RS HER D d S BADMERRI B2 B a2 sb 5, [RlEEl T
ZD XTSRRI TR N THT= D DMER | Z BT B4R M ONERS LR TB
BT 2L B D,

Chapter V sets out the requirements for the functioning of the competent authorities designated to monitor
and implement the notification framework for data-sharing service providers and entities engaged in data
altruism. It also contains provisions on the right to lodge complaints against the decisions of such bodies
and on the means of judicial redress.

5 VI EL, &b, GBIl BD N2\ O MEOHERNIIRT 57— 0 ZIkFIHZ R H 2
FEOMERZEAL, GF INED TR\ ) 7 —F G —E A7 A X Ol B T5
—EMOBHL IR MRT DB, FUT, TRt 7 G IV 75 ([2BIL, #akE R
BN I _RANT T T 4 AD MBI A RGN HIERO G N—7 (TR T —Z B2

B ZARRT 5, INZ T, EROBHZEZ V—71, P78 Lo ers K OSRIS Y
OEABP%E%\L,EE’WE{E@% DOYEFIZBEL, BRINEESERL, £, RONEERICHE T2,
REEY, BEESOWHIL O OMHBRDTERH ED D,

Chapter VI creates a formal expert group (the ‘European Data Innovation Board”) which will facilitate the
emergence of best practices by Member States’ authorities in particular on processing requests for the re-
use of data which is subject to the rights of others (under Chapter II), on ensuring a consistent practice

regarding the notification framework for data sharing service providers (under Chapter Ill), and for data
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altruism (Chapter 1V). In addition, the formal expert group will support and advise the Commission on
the governance of cross-sectoral standardisation and the preparation of strategic cross-sector
standardisation requests. This chapter establishes also the composition of the Board and organises its
functioning.

55 VIL B, BT — 2R 38Rl U B D S TR ERINE B R R D T L 238
Lo%sR

Chapter VII allows the Commission to adopt implementing acts concerning the European data altruism
consent form.

B VI T, 7236703 O— {73 el EE Ok 2 B R0 HE SR R OY
BHHEDSAE T D,

Chapter V111 contains transitional provisions for the functioning of general authorisation scheme for
data sharing providers and provides for final provisions.

2020/0340 (COD)
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BT —SHEa 1 B I SRRM SRR R UEE ORI (T—H#tai%) DRR

Proposal for a Regulation of the European Parliament and of the Council on Regulation
on European data governance (Data Governance Act)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 114
thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee 2,

Having regard to the opinion of the Committee of the Regions %,

Acting in accordance with the ordinary legislative procedure,

R e ORI A ORI
Wi RE S OREREIZ B9 5554, 2:'020 o, ZOH 114 (T8,
RN B HOPERRI S,
SEZAEWNERITIE LT,
RRMNFEA LR B RO E R E A,
ﬂﬂﬁ%ﬁ:;@ B T2,

O TR TR,

Whereas:

(1) BRMESOBEREIZEIT 2550 (TTFEU ) 13, INTIGOREEE L QSN T 554
DED HAVLNT LA T Dl E DRREA D T D, TH&@L/’*@t&)@WﬂJf@%\é
LB DREREINIC 31T DA HIE M OB DRSS, EH0 HRIDERIT
kIR THA,

The Treaty on the functioning of the European Union (‘“TFEU’) provides for the establishment of an
internal market and the institution of a system ensuring that competition in the internal market is not
distorted. The establishment of common rules and practices in the Member States relating to the
development of a framework for data governance should contribute to the achievement of those
objectives.

2 QJC,,p..
2 0JC,,p..
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TGO Z R LT, BINEBE SIS, EERREREI N> T, DIEORE, AOFF RO
ZIBLIINDRRMEAS O (F7eAFRECR _Eo Bl F'asEJ*fZ)ﬁJﬁ’iw‘:ﬁ%lJI?E RLC, E=EE
DRIDIZFEDIRNE LI T —H Db RO T, T DI 7ekiA B~ L bS 572
D, BNEERX, 7 —#E M OT —FE R E G5 B8 oL T, Rl
DRI T — 2 ZEBAARRET DI EAHRRL TD, [RIFRIKIZ IS 2Rk RaELEL T,
ZOIEINIGET — 22, R, v VT, BGEE, SR —E X, =X —h
LLUTRBZED IO 558, AL, BINT V=T =D XD 72T —~< DS F 134T
B LI IGEHRED 7= O HGERRIN T — Z 28 [ia e LSS,

Over the last few years, digital technologies have transformed the economy and society, affecting all
sectors of activity and daily life. Data is at the centre of this transformation: data-driven innovation
will bring enormous benefits for citizens, for example through improved personalised medicine, new
mobility, and its contribution to the European Green Deal?. In its Data Strategy?, the Commission
described the vision of acommon European data space, a Single Market for data in which data could
be used irrespective of its physical location of storage in the Union in compliance with applicable
law. It also called for the free and safe flow of data with third countries, subject to exceptions and
restrictions for public security, public order and other legitimate public policy objectives of the
European Union, in line with international obligations. In order to turn that vision into reality, it
proposes to establish domain-specific common European data spaces, as the concrete arrangements
in which data sharing and data pooling can happen. As foreseen in that strategy, such common
European data spaces can cover areas such as health, mobility, manufacturing, financial services,
energy, or agriculture or thematic areas, such as the European green deal or European data spaces
for public administration or skills.

TSRO T OB Z AR T B, BNTRIC 38157 —4
DT DL AT DUEMN DD, FINERT — 222 L CR O BT
—HA~DT 7 RAZEUTTFESIVTODIIED I, HFBIDOSIEL, 2O #e

B RN, RONE S, s, BONRE R ZB S R UMIRZEE S5 6OMIN ) — 74 —/L
(2B 2N B 20, Brussels, 11.12.2019. (COM(2019) 640 final)

24 COM (2020) 66 final.

B RNEELs, RN, B, BN SZ B R OHISEESS5E0 2021 FORINEE S
VESERHBIZBE 92 M 22 B 28 E1(COM(2020) 690 final) D BIHEZ I,
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(EU) 2019/1024%, WFONZ, RiMliEs K OB 01 2018/858/EU%, Rijilias K OB
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2009, p. 164).
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30.4.2004).
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It is necessary to improve the conditions for data sharing in the internal market, by creating a
harmonised framework for data exchanges. Sector-specific legislation can develop, adapt and
propose new and complementary elements, depending on the specificities of the sector, such as the
envisaged legislation on the European health data space 2 and on access to vehicle data. Moreover,
certain sectors of the economy are already regulated by sector-specific Union law that include rules
relating to cross-border or Union wide sharing or access to data %. This Regulation is therefore
without prejudice to Regulation (EU) 2016/679 of the European Parliament and of the Council (%),
and in particular the implementation of this Regulation shall not prevent cross border transfers of
data in accordance with Chapter V of Regulation (EU) 2016/679 from taking place, Directive (EU)
2016/680 of the European Parliament and of the Council (%), Directive (EU) 2016/943 of the
European Parliament and of the Council (*°), Regulation (EU) 2018/1807 of the European
Parliament and of the Council (*), Regulation (EC) No 223/2009 of the European Parliament and
of the Council (®1), Directive 2000/31/EC of the European Parliament and of the Council (*%),
Directive 2001/29/EC of the European Parliament and of the Council (¥3), Directive (EU) 2019/790
of the European Parliament and of the Council (*), Directive 2004/48/EC of the European
Parliament and of the Council (*), Directive (EU) 2019/1024 of the European Parliament and of the
Council (*), as well as Regulation 2018/858/EU of the European Parliament and of the Council (*'),
Directive 2010/40/EU of the European Parliament and of the Council (¥) and Delegated
Regulations adopted on its basis, and any other sector-specific Union legislation that organises the

GBI OTIBEARI 2, HIHIEC) No 175/2007 K& OMHI(EC) No 595/2009 Zek1E45, N,
?‘a 2007/46/EC A B 13 DRERMNFES M O BEF£20> 2018 455 A 30 HOHIHI(EU) 2018/858 (OJ L 151,
14.6.2018).
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(ZRET 2R NGRS K ORS00 2010 4E 7 H 7 HOFE4 2010/40/EU (0J L 207, 6.8.2010, p. 1).
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access to and re-use of data. This Regulation should be without prejudice to the access and use of
data for the purpose of international cooperation in the context of prevention, investigation, detection
or prosecution of criminal offences or the execution of criminal penalties. A horizontal regime for
the re-use of certain categories of protected data held by public sector bodies, the provision of data
sharing services and of services based on data altruism in the Union should be established. Specific
characteristics of different sectors may require the design of sectoral data-based systems, while
building on the requirements of this Regulation. Where a sector-specific Union legal act requires
public sector bodies, providers of data sharing services or registered entities providing data altruism
services to comply with specific additional technical, administrative or organisational requirements,
including through an authorisation or certification regime, those provisions of that sector-specific
Union legal act should also apply.

BB+ 5T — Z SR A 1 T D RERE el g 572D, WONT, L0, AHFFY
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7B R O DOFRIHD T8 DRI A BHEDOHNE O A IR 2760, FNEEL
YLD TENINLEE T D,

Action at Union level is necessary in order to address the barriers to a well-functioning data-driven
economy and to create a Union-wide governance framework for data access and use, in particular
regarding the re-use of certain types of data held by the public sector, the provision of services by
data sharing providers to business users and to data subjects, as well as the collection and processing
of data made available for altruistic purposes by natural and legal persons.
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ZLUTC, FREL OEHEL TR, iU, BRNES 22755813344 L,

600



©)

e GRS 6 555 (2021411 A)

The idea that data that has been generated at the expense of public budgets should benefit society
has been part of Union policy for a long time. Directive (EU) 2019/1024 as well as sector-specific
legislation ensure that the public sector makes more of the data it produces easily available for use
and re-use. However, certain categories of data (commercially confidential data, data subject to
statistical confidentiality, data protected by intellectual property rights of third parties, including trade
secrets and personal data not accessible on the basis of specific national or Union legislation, such
as Regulation (EU) 2016/679 and Directive (EU) 2016/680) in public databases is often not made
available, not even for research or innovative activities. Due to the sensitivity of this data, certain
technical and legal procedural requirements must be met before they are made available, in order to
ensure the respect of rights others have over such data. Such requirements are usually time- and
knowledge-intensive to fulfil. This has led to the underutilisation of such data. VWhile some Member
States are setting up structures, processes and sometimes legislate to facilitate this type of re-use, this
is not the case across the Union.

EAAL, B4k, 727 7430 —, ik, BER T MED L5728, BT —2% 5
ToT —HRX—RA DT TA R —T VRV BRI S T D HIED A ET D, BfE
B2 T — SR DT T —F LI FENSD T TGAN — PR BT 52 20, A
TIF5E, T Sss L OERtD BINDOT= D DIENT —2 KOG EOME Ch o 3T —4
DT R E RS _ETHD, ZLOEAITBNT, ZOZEE, ZOXRIT
57 —H ORI L O FIAD, ARSI TRRT B, v, ZOEEO FIZHD
LARTIPERBIIC BV COREITARETHDH LV W ZEE G B L TWD, ZEASHAIEVY)
557/2013%% JffL L C, #iat b raT — X OGO 1= 2l SN D22 27l
BREED 07BN AL~V ORRBRFAET 5, — I, AT —2 D3RR 3200, fEA
T —ZOMEE, HHIEU) 2016/679 D 6 SATEDDIEEDT- DD 1 FT -1 FHEEDIRHL
WA _ETHD,

There are techniques enabling privacy-friendly analyses on databases that contain personal data,
such as anonymisation, pseudonymisation, differential privacy, generalisation, or suppression and
randomisation. Application of these privacy-enhancing technologies, together with comprehensive
data protection approaches should ensure the safe re-use of personal data and commercially
confidential business data for research, innovation and statistical purposes. In many cases this
implies that the data use and re-use in this context can only be done in a secure processing
environment set in place and supervised by the public sector. There is experience at Union level with
such secure processing environments that are used for research on statistical microdata on the basis
of Commission Regulation (EU) 557/2013 (*°). In general, insofar as personal data are concerned,

3 BEGE B BT OFEEET — 2 ~D T 7 AL BEREL TN EH B AR s K OV,
SOBIHIEC) No 223/2009 A F4EL, WONT, ZEESHIHIEC) No 813/2002 A-FE1L9% 2013 4 6 A
17 ADZEAHIHI(EV) 557/2013 (OJ L 164, 18.6.2013, p. 16).
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the processing of personal data should rely upon one or more of the grounds for processing provided
in Article 6 of Regulation (EU) 2016/679.

7  ZOHRID FIZBT2 KRR T _REARFTHOMBR > TRESND T — 2 D%
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The categories of data held by public sector bodies which should be subject to re-use under this
Regulation fall outside the scope of Directive (EU) 2019/1024 that excludes data which is not
accessible due to commercial and statistical confidentiality and data for which third parties have
intellectual property rights. Personal data fall outside the scope of Directive (EU) 2019/1024 insofar
as the access regime excludes or restricts access to such data for reasons of data protection, privacy
and the integrity of the individual, in particular in accordance with data protection rules. The re-use
of data, which may contain trade secrets, should take place without prejudice to Directive (EU)
2016/943 %0, which sets the framework for the lawful acquisition, use or disclosure of trade secrets.
This Regulation is without prejudice and complementary to more specific obligations on public
sector bodies to allow re-use of data laid down in sector-specific Union or national law.

(8) ZOHIRIDED D ZIRHIHDHIEES, HRKEOERFEITENLSNORFTIDHLHE
IZEoTEDLNDERY, DT — 2 a5 L BRI D ARFTHORRRD AT
BO—E Rl 57 — AR CHASNARETHD, DI BIENFAELRN
B, RIS, DA RO R EIEES D, 230, RIELOXRERD
ZEERFELT, ZOMERIEIC BT TEEEESI S TEDDINAHRETHD,
NS, — RIS, F203, 77— A — AT, & OAHFERFADOFRR I ZED S
UG5, AIFFER TR OO EZRO PICEESNR2ND T, AFFEE MR
BTHT 2%, ZORANIRSE TEebeWn, ZOT —2ZBIL TR e A
DT TIFRNTIED, EDIH72FIAFEHE Z > TRRES AR L OISO ST
EORIZEOT =P EITEFN TSR F 2 TEERBED G357 —#1%, Z
DOIFRNOMERZESZT 720,

4 QJL157,15.6.2016, p. 1-18
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The re-use regime provided for in this Regulation should apply to data the supply of which forms
part of the public tasks of the public sector bodies concerned, as defined by law or by other binding
rules in the Member States. In the absence of such rules the public tasks should be defined in
accordance with common administrative practice in the Member States, provided that the scope of
the public tasks is transparent and subject to review. The public tasks could be defined generally or
on a case-by-case basis for individual public sector bodies. As public undertakings are not covered
by the definition of public sector body, the data they hold should not be subject to this Regulation.
Data held by cultural and educational establishments, for which intellectual property rights are not
incidental, but which are predominantly contained in works and other documents protected by such
intellectual property rights, are not covered by this Regulation.
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Public sector bodies should comply with competition law when establishing the principles for re-
use of data they hold, avoiding as far as possible the conclusion of agreements, which might have as
their objective or effect the creation of exclusive rights for the re-use of certain data. Such agreement
should be only possible when justified and necessary for the provision of a service of general interest.
This may be the case when exclusive use of the data is the only way to maximise the societal benefits
of the data in question, for example where there is only one entity (which has specialised in the
processing of a specific dataset) capable of delivering the service or the product which allows the
public sector body to provide an advanced digital service in the general interest. Such arrangements
should, however, be concluded in compliance with public procurement rules and be subject to
regular review based on a market analysis in order to ascertain whether such exclusivity continues
to be necessary. In addition, such arrangements should comply with the relevant State aid rules, as
appropriate, and should be concluded for a limited period, which should not exceed three years. In

order to ensure transparency, such exclusive agreements should be published online, regardless of a
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possible publication of an award of a public procurement contract.
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Prohibited exclusive agreements and other practices or arrangements between data holders and data
re-users which do not expressly grant exclusive rights but which can reasonably be expected to
restrict the availability of data for re-use that have been concluded or have been already in place
before the entry into force of this Regulation should not be renewed after the expiration of their term.
In the case of indefinite or longer-term agreements, they should be terminated within three years
from the date of entry into force of this Regulation.
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Conditions for re-use of protected data that apply to public sector bodies competent under national
law to allow re-use, and which should be without prejudice to rights or obligations concerning access
to such data, should be laid down. Those conditions should be non-discriminatory, proportionate and
objectively justified, while not restricting competition. In particular, public sector bodies allowing
re-use should have in place the technical means necessary to ensure the protection of rights and
interests of third parties. Conditions attached to the re-use of data should be limited to what is
necessary to preserve the rights and interests of others in the data and the integrity of the information
technology and communication systems of the public sector bodies. Public sector bodies should
apply conditions which best serve the interests of the re-user without leading to a disproportionate
effort for the public sector. Depending on the case at hand, before its transmission, personal data
should be fully anonymised, so as to definitively not allow the identification of the data subjects, or
data containing commercially confidential information modified in such a way that no confidential
information is disclosed. Where provision of anonymised or modified data would not respond to the
needs of the re-user, on-premise or remote re-use of the data within a secure processing environment
could be permitted. Data analyses in such secure processing environments should be supervised by
the public sector body, so as to protect the rights and interests of others. In particular, personal data
should only be transmitted for re-use to a third party where a legal basis allows such transmission.
The public sector body could make the use of such secure processing environment conditional on
the signature by the re-user of a confidentiality agreement that prohibits the disclosure of any
information that jeopardises the rights and interests of third parties that the re-user may have acquired
despite the safeguards put in place. The public sector bodies, where relevant, should facilitate the re-
use of data on the basis of consent of data subjects or permissions of legal persons on the re-use of
data pertaining to them through adequate technical means. In this respect, the public sector body
should support potential re-users in seeking such consent by establishing technical mechanisms that
permit transmitting requests for consent from re-users, where practically feasible. No contact
information should be given that allows re-users to contact data subjects or companies directly.
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The intellectual property rights of third parties should not be affected by this Regulation. This
Regulation should neither affect the existence or ownership of intellectual property rights of public
sector bodies, nor should it limit the exercise of these rights in any way beyond the boundaries set
by this Regulation. The obligations imposed in accordance with this Regulation should apply only
insofar as they are compatible with international agreements on the protection of intellectual property
rights, in particular the Berne Convention for the Protection of Literary and Artistic Works (Beme
Convention), the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS
Agreement) and the WIPO Copyright Treaty (WCT). Public sector bodies should, however,
exercise their copyright in a way that facilitates re-use.

IR PEME S OVE SRR IR 27 — 21, RN EIED LUITENIEDOZIIIZRY, £
13, HERIRAFE DRIZIZEY, ZTDIIZEDNEE G EITIRY, =AU GEffs
NObDET NETHD, NP, BONGES M OB R0 96/6/ECHDH; 7
55 1 HITEDDHERDIRAE ThHHEEL, ZDORHRFAOMRIT, ZORANIEDS
HIRRA A CTF — 2D _URIMEWIT 572, F12i3, ZRIMEHIRS 572012 47%D
MERIZATHEL TIdeb7auy,

Data subject to intellectual property rights as well as trade secrets should only be transmitted to a
third party where such transmission is lawful by virtue of Union or national law or with the
agreement of the rightholder. Where public sector bodies are holders of the right provided for in
Article 7(1) of Directive 96/9/EC of the European Parliament and of the Council (%) they should not
exercise that right in order to prevent the re-use of data or to restrict re-use beyond the limits set by
this Regulation.
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Companies and data subjects should be able to trust that the re-use of certain categories of protected
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(0JL77,27.3.1996, p. 20).
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data, which are held by the public sector, will take place in a manner that respects their rights and
interests. Additional safeguards should thus be put in place for situations in which the re-use of such
public sector data is taking place on the basis of a processing of the data outside the public sector.
Such an additional safeguard could be found in the requirement that public sector bodies should take
fully into account the rights and interests of natural and legal persons (in particular the protection of
personal data, commercially sensitive data and the protection of intellectual property rights) in case
such data is transferred to third countries.
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Furthermore, it is important to protect commercially sensitive data of non-personal nature, notably
trade secrets, but also non-personal data representing content protected by intellectual property rights
from unlawful access that may lead to IP theft or industrial espionage. In order to ensure the
protection of fundamental rights or interests of data holders, non-personal data which is to be

protected from unlawful or unauthorised access under Union or national law, and which is held by
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public sector bodies, should be transferred only to third-countries where appropriate safeguards for
the use of data are provided. Such appropriate safeguards should be considered to exist when in that
third-country there are equivalent measures in place which ensure that non-personal data benefits
from a level of protection similar to that applicable by means of Union or national law in particular
as regards the protection of trade secrets and the protection of intellectual property rights. To that end,
the Commission may adopt implementing acts that declare that a third country provides a level of
protection that is essentially equivalent to those provided by Union or national law. The assessment
of the level of protection afforded in such third-country should, in particular, take into consideration
the relevant legislation, both general and sectoral, including concerning public security, defence,
national security and criminal law concerning the access to and protection of non-personal data, any
access by the public authorities of that third country to the data transferred, the existence and effective
functioning of one or more independent supervisory authorities in the third country with
responsibility for ensuring and enforcing compliance with the legal regime ensuring access to such
data, or the third countries’ international commitments regarding the protection of data the third
country concerned has entered into, or other obligations arising from legally binding conventions or
instruments as well as from its participation in multilateral or regional systems. The existence of
effective legal remedies for data holders, public sector bodies or data sharing providers in the third
country concerned is of particular importance in the context of the transfer of non-personal data to
that third country. Such safeguards should therefore include the availability of enforceable rights and
of effective legal remedies.
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In cases where there is no implementing act adopted by the Commission in relation to a third country
declaring that it provides a level of protection, in particular as regards the protection of commercially
sensitive data and the protection of intellectual property rights, which is essentially equivalent to that
provided by Union or national law, the public sector body should only transmit protected data to a
re-user, if the re-user undertakes obligations in the interest of the protection of the data. The re-user
that intends to transfer the data to such third country should commit to comply with the obligations

laid out in this Regulation even after the data has been transferred to the third country. To ensure the
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proper enforcement of such obligations, the re-user should also accept the jurisdiction of the Member
State of the public sector body that allowed the re-use for the judicial settlement of disputes.
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Some third countries adopt laws, regulations and other legal acts which aim at directly transferring
or providing access to non-personal data in the Union under the control of natural and legal persons
under the jurisdiction of the Member States. Judgments of courts or tribunals or decisions of
administrative authorities in third countries requiring such transfer or access to non-personal data
should be enforceable when based on an international agreement, such as a mutual legal assistance
treaty, in force between the requesting third country and the Union or a Member State. In some cases,
situations may arise where the obligation to transfer or provide access to non-personal data arising
from a third country law conflicts with a competing obligation to protect such data under Union or
national law; in particular as regards the protection of commercially sensitive data and the protection
of intellectual property rights, and including its contractual undertakings regarding confidentiality in
accordance with such law. In the absence of international agreements regulating such matters,
transfer or access should only be allowed under certain conditions, in particular that the third-country
system requires the reasons and proportionality of the decision to be set out, that the court order or
the decision is specific in character, and the reasoned objection of the addressee is subject to a review
by a competent court in the third country, which is empowered to take duly into account the relevant
legal interests of the provider of such data.
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In order to prevent unlawful access to non-personal data, public sector bodies, natural or legal
persons to which the right to re-use data was granted, data sharing providers and entities entered in
the register of recognised data altruism organisations should take all reasonable measures to prevent
access to the systems where non-personal data is stored, including encryption of data or corporate
policies.
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In order to build trust in re-use mechanisms, it may be necessary to attach stricter conditions for
certain types of non-personal data that have been identified as highly sensitive, as regards the transfer
to third countries, if such transfer could jeopardise public policy objectives, in line with international
commitments. For example, in the health domain, certain datasets held by actors in the public health
system, such as public hospitals, could be identified as highly sensitive health data. In order to ensure
harmonised practices across the Union, such types of highly sensitive non-personal public data
should be defined by Union law; for example in the context of the European Health Data Space or
other sectoral legislation. The conditions attached to the transfer of such data to third countries should
be laid down in delegated acts. Conditions should be proportionate, non-discriminatory and

necessary to protect legitimate public policy objectives identified, such as the protection of public
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health, public order, safety, the environment, public morals, consumer protection, privacy and
personal data protection. The conditions should correspond to the risks identified in relation to the
sensitivity of such data, including in terms of the risk of the re-identification of individuals. These
conditions could include terms applicable for the transfer or technical arrangements, such as the
requirement of using a secure processing environment, limitations as regards the re-use of data in
third-countries or categories of persons which are entitled to transfer such data to third countries or
who can access the data in the third country. In exceptional cases they could also include restrictions
on transfer of the data to third countries to protect the public interest.
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Public sector bodies should be able to charge fees for the re-use of data but should also be able to
decide to make the data available at lower or no cost, for example for certain categories of re-uses
such as non-commercial re-use, or re-use by small and medium-sized enterprises, so as to incentivise
such re-use in order to stimulate research and innovation and support companies that are an
important source of innovation and typically find it more difficult to collect relevant data themselves,
in line with State aid rules. Such fees should be reasonable, transparent, published online and non-
discriminatory.
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In order to incentivise the re-use of these categories of data, Member States should establish a single
information point to act as the primary interface for re-users that seek to re-use such data held by the
public sector bodies. It should have a cross-sector remit, and should complement, if necessary,
arrangements at the sectoral level. In addition, Member States should designate, establish or facilitate
the establishment of competent bodies to support the activities of public sector bodies allowing re-
use of certain categories of protected data. Their tasks may include granting access to data, where
mandated in sectoral Union or Member States legislation. Those competent bodies should provide
support to public sector bodies with state-of-the-art techniques, including secure data processing
environments, which allow data analysis in a manner that preserves the privacy of the information.
Such support structure could support the data holders with management of the consent, including
consent to certain areas of scientific research when in keeping with recognised ethical standards for
scientific research. Data processing should be performed under the responsibility of the public sector
body responsible for the register containing the data, who remains a data controller in the sense of
Regulation (EU) 2016/679 insofar as personal data are concerned. Member States may have in place
one or several competent bodies, which could act in different sectors.
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Providers of data sharing services (data intermediaries) are expected to play a key role in the data
economy, as a tool to facilitate the aggregation and exchange of substantial amounts of relevant data.
Data intermediaries offering services that connect the different actors have the potential to contribute
to the efficient pooling of data as well as to the facilitation of bilateral data sharing. Specialised data
intermediaries that are independent from both data holders and data users can have a facilitating role
in the emergence of new data-driven ecosystems independent from any player with a significant
degree of market power. This Regulation should only cover providers of data sharing services that
have as a main objective the establishment of a business, a legal and potentially also technical relation
between data holders, including data subjects, on the one hand, and potential users on the other hand,
and assist both parties in a transaction of data assets between the two. It should only cover services
aiming at intermediating between an indefinite number of data holders and data users, excluding
data sharing services that are meant to be used by a closed group of data holders and users. Providers
of cloud services should be excluded, as well as service providers that obtain data from data holders,
aggregate, enrich or transform the data and licence the use of the resulting data to data users, without
establishing a direct relationship between data holders and data users, for example advertisement or
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data brokers, data consultancies, providers of data products resulting from value added to the data
by the service provider. At the same time, data sharing service providers should be allowed to make
adaptations to the data exchanged, to the extent that this improves the usability of the data by the data
user, where the data user desires this, such as to convert it into specific formats. In addition, services
that focus on the intermediation of content, in particular on copyright-protected content, should not
be covered by this Regulation. Data exchange platforms that are exclusively used by one data holder
in order to enable the use of data they hold as well as platforms developed in the context of objects
and devices connected to the Internet-of-Things that have as their main objective to ensure
functionalities of the connected object or device and allow value added services, should not be
covered by this Regulation. ‘Consolidated tape providers’ in the sense of Article 4 (1) point 53 of
Directive 2014/65/EU of the European Parliament and of the Council % as well as ‘account
information service providers’ in the sense of Article 4 point 19 of Directive (EU) 2015/2366 of the
European Parliament and of the Council “® should not be considered as data sharing service providers
for the purposes of this Regulation. Entities which restrict their activities to facilitating use of data
made available on the basis of data altruism and that operate on a not-for-profit basis should not be
covered by Chapter IlI of this Regulation, as this activity serves objectives of general interest by
increasing the volume of data available for such purposes.
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A specific category of data intermediaries includes providers of data sharing services that offer their
services to data subjects in the sense of Regulation (EU) 2016/679. Such providers focus exclusively

on personal data and seek to enhance individual agency and the individuals’ control over the data
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pertaining to them. They would assist individuals in exercising their rights under Regulation (EU)
2016/679, in particular managing their consent to data processing, the right of access to their own
data, the right to the rectification of inaccurate personal data, the right of erasure or right ‘to be
forgotten’, the right to restrict processing and the data portability right, which allows data subjects to
move their personal data from one controller to the other. In this context, it is important that their
business model ensures that there are no misaligned incentives that encourage individuals to make
more data available for processing than what is in the individuals’ own interest. This could include
advising individuals on uses of their data they could allow and making due diligence checks on data
users before allowing them to contact data subjects, in order to avoid fraudulent practices. In certain
situations, it could be desirable to collate actual data within a personal data storage space, or ‘personal
data space’ so that processing can happen within that space without personal data being transmitted
to third parties in order to maximise the protection of personal data and privacy.
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Data cooperatives seek to strengthen the position of individuals in making informed choices before
consenting to data use, influencing the terms and conditions of data user organisations attached to
data use or potentially solving disputes between members of a group on how data can be used when
such data pertain to several data subjects within that group. In this context it is important to
acknowledge that the rights under Regulation (EU) 2016/679 can only be exercised by each
individual and cannot be conferred or delegated to a data cooperative. Data cooperatives could also
provide a useful means for one-person companies, micro, small and medium-sized enterprises that
in terms of knowledge of data sharing, are often comparable to individuals.
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In order to increase trust in such data sharing services, in particular related to the use of data and the
compliance with the conditions imposed by data holders, it is necessary to create a Union-level
regulatory framework, which would set out highly harmonised requirements related to the
trustworthy provision of such data sharing services. This will contribute to ensuring that data holders
and data users have better control over the access to and use of their data, in accordance with Union
law. Both in situations where data sharing occurs in a business-to-business context and where it
occurs in a business-to-consumer context, data sharing providers should offer a novel, ‘European’
way of data governance, by providing a separation in the data economy between data provision,
intermediation and use. Providers of data sharing services may also make available specific technical
infrastructure for the interconnection of data holders and data users.
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Akey element to bring trust and more control for data holder and data users in data sharing services
is the neutrality of data sharing service providers as regards the data exchanged between data holders
and data users. It is therefore necessary that data sharing service providers act only as intermediaries
in the transactions, and do not use the data exchanged for any other purpose. This will also require
structural separation between the data sharing service and any other services provided, so as to avoid
issues of conflict of interest. This means that the data sharing service should be provided through a
legal entity that is separate from the other activities of that data sharing provider. Data sharing
providers that intermediate the exchange of data between individuals as data holders and legal
persons should, in addition, bear fiduciary duty towards the individuals, to ensure that they act in the
best interest of the data holders.

616



e GRS 6 555 (2021411 A)

(27) ZOHANZED DKM AT — 2 G —ERT A Z DNESF T DI LR 57280, %
D727 A ZV L, BRINEASPIHLE L2855 a D _ETH D, REREL T, BN
HEANITHLE AL 2700 T — 2 G — 27 A 2 BRI AP RB O T—E 2%
T 286, ZO7 XX, RBEEEZIEET XETHD, TOIH70T —2 G —
ERAT A ZPMENT — 5 R OFGHE LMD T — 25 0RO 2L, ZDIZEN, ZOH]
ANZED DA 2 Z DI 72— AT S Z ST QOB LA AR 9 D/
MAELSHETWDZ &S, REEEOIEENMETHD, TDOIOT —2 G —E
AT SAL NS NN T —E ZAZAZ L TODENE IR 5720, 20
T A I —ERT I SAE D 1 E IR ORERIEDOFI TR T —E ADRMAF
HL TWAZEDBHONTHOINED DRSO RETHD, TDT —HIH—e R
XD Web A REITE T AT RLZE UL FE LSS S ORI AP
BOIDLT 72 EVTANZLNIE, F20E, TOT —4IH—E A7 o A2 s
H O —FHICBW T RISV COD EREDMESIN WD 28T, 20570 EXE:

BT DIDINIAR D THLEHWESND RETHD, 12721, TDOIHRSFEOMHEN
ISR, F21E, YEHIDOSFEIID Y —EREHEETED 1H LT O E T2
RSN TOBIREDM L WESE, F0%, FNESPIFTET AR HE~D S i
FERIL, TOT —HIH—E AT A PRI AN BT —E AR5
HLCWAZERHONTHLZEELED, RFEES, T —F# G —E A7 /7 DR
PVNATETRETHY, H o, BRESHERD HOFEEN T DR LEEa Lo Z LN TED
RETHD, REEEL, ZORANEASL T 2T — A7 (X OFEIBALTE
DTS E DRI T T DI, TDT S AF DEICEATHIY, FEEShD
RETHD,

In order to ensure the compliance of the providers of data sharing services with the conditions set
out in this Regulation, such providers should have a place of establishment in the Union.
Alternatively, where a provider of data sharing services not established in the Union offers services
within the Union, it should designate a representative. Designation of a representative is necessary,
given that such providers of data sharing services handle personal data as well as commercially
confidential data, which necessitates the close monitoring of the compliance of such service
providers with the conditions laid out in this Regulation. In order to determine whether such a
provider of data sharing services is offering services within the Union, it should be ascertained
whether it is apparent that the provider of data sharing services is planning to offer services to persons
in one or more Member States. The mere accessibility in the Union of the website or of an email
address and of other contact details of the provider of data sharing services, or the use of a language
generally used in the third country where the provider of data sharing services is established, should
be considered insufficient to ascertain such an intention. However, factors such as the use of a
language or a currency generally used in one or more Member States with the possibility of ordering
services in that other language, or the mentioning of users who are in the Union, may make it

apparent that the provider of data sharing services is planning to offer services within the Union. The
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representative should act on behalf of the provider of data sharing services and it should be possible
for competent authorities to contact the representative. The representative should be designated by a
written mandate of the provider of data sharing services to act on the latter's behalf with regard to the
latter's obligations under this Regulation.
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This Regulation should be without prejudice to the obligation of providers of data sharing services
to comply with Regulation (EU) 2016/679 and the responsibility of supervisory authorities to ensure
compliance with that Regulation. Where the data sharing service providers are data controllers or
processors in the sense of Regulation (EU) 2016/679 they are bound by the rules of that Regulation.
This Regulation should be also without prejudice to the application of competition law.
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Providers of data sharing services should also take measures to ensure compliance with competition
law. Data sharing may generate various types of efficiencies but may also lead to restrictions of
competition, in particular where it includes the sharing of competitively sensitive information. This
applies in particular in situations where data sharing enables businesses to become aware of market
strategies of their actual or potential competitors. Competitively sensitive information typically
includes information on future prices, production costs, quantities, turnovers, sales or capacities.
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A notification procedure for data sharing services should be established in order to ensure a data

governance within the Union based on trustworthy exchange of data. The benefits of a trustworthy
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environment would be best achieved by imposing a number of requirements for the provision of
data sharing services, but without requiring any explicit decision or administrative act by the
competent authority for the provision of such services.
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In order to support effective cross-border provision of services, the data sharing provider should be
requested to send a notification only to the designated competent authority from the Member State
where its main establishment is located or where its legal representative is located. Such a
notification should not entail more than a mere declaration of the intention to provide such services
and should be completed only by the information set out in this Regulation.
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The main establishment of a provider of data sharing services in the Union should be the Member
State with the place of its central administration in the Union. The main establishment of a provider
of data sharing services in the Union should be determined according to objective criteria and should
imply the effective and real exercise of management activities.
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The competent authorities designated to monitor compliance of data sharing services with the
requirements in this Regulation should be chosen on the basis of their capacity and expertise
regarding horizontal or sectoral data sharing, and they should be independent as well as transparent
and impartial in the exercise of their tasks. Member States should notify the Commission of the
identity of the designated competent authorities.
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The notification framework laid down in this Regulation should be without prejudice to specific
additional rules for the provision of data sharing services applicable by means of sector-specific
legislation.
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There is a strong potential in the use of data made available voluntarily by data subjects based on
their consent or, where it concerns non-personal data, made available by legal persons, for purposes
of general interest. Such purposes would include healthcare, combating climate change, improving
mobility, facilitating the establishment of official statistics or improving the provision of public
services. Support to scientific research, including for example technological development and
demonstration, fundamental research, applied research and privately funded research, should be
considered as well purposes of general interest. This Regulation aims at contributing to the
emergence of pools of data made available on the basis of data altruism that have a sufficient size in
order to enable data analytics and machine learning, including across borders in the Union.

T — AR A SRS U ORI BT — 2 2RI C& DI T D2 LIc I > Tk
HIFRRED BE 3 62 853Kk, 130, —EDOBEMHIE ST DIEEMZL, TRMNEAC
BV TGRS T — 2R 34068k LU OBk CEDRETHD, ZDZliE, 77—V
RN OREFEAE XD, FERENIZ T D8R L TORE T, FNE S22
HEIRVIFHL, Fie, ZOZEX, BINEENIZBITDERABIZ 57 —2OFIH, KO,
B OMERIEE TS 5T — 27— NV OHBEEET RETH D, ZOMUBEL, 7—%
FRE, RO BRODT= DT — X B [RE A 5245508, T —AUEEDORE T T
X BRBEOFREM IO T8 OIENT — 2 WELD B & 52 BRI ET HZERLIRLIE
ARAREZRZETHHDT, —ED RO T E I TFREMIE 7 2 =7 hd— I 31T
LT — B U CH[RIEE 52155, BN, TORFEE 52 DR CIIED HIL T
7RWEIFHAD HIOT-DIZZF DIENDIFENT — 25 B2 Z LI L Cilfate 524595,
ZDIINPGRUTEFRIC IO B OBy MMERIGES TSIV OB I AT, Rz B
AIZEE SV TRIHSNA IO Ic SN =T — 20— Rl D B L TR ks A L )
620



e GRS 6 555 (2021411 A)

[EHEE L5 RETHD, ZDIH7REHEL, E0biT, FINEENOMLSDFTTEH S,
RO, BRSBTS FEERIOME A2 S LW BBHS, BIRMOEE)S, 21T,
T — X FREARZEONER R OFRSZ AR T DI DRER DL e R a7 T HZ b4
HARETHD, BT, LEMERIT, BERSNIIET RN > CEASND L7 BIERETD
HCRRH T — X MBS IASD I T 52 L, ARSI R 7 — S B
DSHERFE PR 22 LA MR T D70 OB ERS Eo MM E B S0 IO 7RG 1O HHEA,
HIHI(EV) 2016/679 23T —HUBRE DO IG BRI 2 2 gL L C, WO T, FEL
I E I IE TS D=0 DOFMEOHLHEANIFEE, WS, 7 —2EAR0FIHTEHLH
(LT T =2 ORI BT DR ATT D720 DT —F EARD T D TRk G &
ThD,

Legal entities that seek to support purposes of general interest by making available relevant data
based on data altruism at scale and meet certain requirements, should be able to register as ‘Data
Altruism Organisations recognised in the Union’. This could lead to the establishment of data
repositories. As registration in a Member State would be valid across the Union, and this should
facilitate cross-border data use within the Union and the emergence of data pools covering several
Member States. Data subjects in this respect would consent to specific purposes of data processing,
but could also consent to data processing in certain areas of research or parts of research projects as
it is often not possible to fully identify the purpose of personal data processing for scientific research
purposes at the time of data collection. Legal persons could give permission to the processing of their
non-personal data for a range of purposes not defined at the moment of giving the permission. The
voluntary compliance of such registered entities with a set of requirements should bring trust that the
data made available on altruistic purposes is serving a general interest purpose. Such trust should
result in particular from a place of establishment within the Union, as well as from the requirement
that registered entities have a not-for-profit character, from transparency requirements and from
specific safeguards in place to protect rights and interests of data subjects and companies. Further
safeguards should include making it possible to process relevant data within a secure processing
environment operated by the registered entity, oversight mechanisms such as ethics councils or
boards to ensure that the data controller maintains high standards of scientific ethics, effective
technical means to withdraw or modify consent at any moment, based on the information obligations
of data processors under Regulation (EU) 2016/679 as well as means for data subjects to stay
informed about the use of data they made available.

(37) SR, [EAIEC K7 — SR A LT D bR BIEIRORT, ALK
ORIV 720, ORI, FE R L ORI Cl T IR T 570
DA OIS, ZOBRDBIH AT B, BN
ARSI 7 — SRR LD TEH & T,

This Regulation is without prejudice to the establishment, organisation and functioning of entities
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that seek to engage in data altruism pursuant to national law. It builds on national law requirements
to operate lawfully in a Member State as a not-for-profit organisation. Entities which meet the
requirements in this Regulation should be able to use the title of ‘Data Altruism Organisations
recognised in the Union’.

RMRE A Z I ORIV T — 2RI S AR T, BIRARONE A DB HA BT
—HEIEL, F7203, B I CUEESIN =T — X BB CEXHRETH D, HAR)IZ
%, T 2Rt IEEE, HEEV) 2016/679 5 6 5555 1 TH(@) MOV 9 4545 2 TH@)DE
\ZBDT — X ERDFREIEILL, 7>, FIHANOEE 7 [T RE O E %
WST4 580845, FHAIEU) 2016/679 1266V, HREIEEOFARIZED BRI, AR
DFEITED T DIRRS T AEERAELAHERFL CODAITIE, BB FOFAENTSE
D—EDITEITHKIL, F21E, MO —ED B OIIIXIL, HLLL, a7 =
VI DO UREA 52 HZ L &> CSdRisiuEd, HRIEV) 2016/679 D 5 &
5 LIAbD)E, BARKD LIS OFHAENZD BREIEH G0 BRIOT=HDRID B
(X AHEES, FHHIEU) 2016/679 D5 89 455 1 TEIZHE Y, 40> H AE HHAMED7
DEHIL TUIARHRNZEZTED TVD,

Data Altruism Organisations recognised in the Union should be able to collect relevant data directly
from natural and legal persons or to process data collected by others. Typically, data altruism would
rely on consent of data subjects in the sense of Article 6(1)(a) and 9(2)(a) and in compliance with
requirements for lawful consent in accordance with Article 7 of Regulation (EU) 2016/679. In
accordance with Regulation (EU) 2016/679, scientific research purposes can be supported by
consent to certain areas of scientific research when in keeping with recognised ethical standards for
scientific research or only to certain areas of research or parts of research projects. Article 5(1)(b) of
Regulation (EU) 2016/679 specifies that further processing for scientific or historical research
purposes or statistical purposes should, in accordance with Article 89(1) of Regulation (EU)
2016/679, not be considered to be incompatible with the initial purposes.

LT, FftEFEN—A TR TE2 IS 7 — 420 BB O AL =R H
K OSEaT EOFIHDSARIZINT, [FEO R OMIRIO 7= OIERZEME B T2 53
7280, R FFEDT — 2 HA O LRI TUE, BINT — 2R TR EA R ES
n, SN RETHS, TDIHENL, T —XEROFEEINEST, 1 oFE, 77—
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To bring additional legal certainty to granting and withdrawing of consent, in particular in the context
of scientific research and statistical use of data made available on an altruistic basis, a European data
altruism consent form should be developed and used in the context of altruistic data sharing. Such a
form should contribute to additional transparency for data subjects that their data will be accessed
and used in accordance with their consent and also in full compliance with the data protection rules.
It could also be used to streamline data altruism performed by companies and provide a mechanism
allowing such companies to withdraw their permission to use the data. In order to take into account
the specificities of individual sectors, including from a data protection perspective, there should be a
possibility for sectoral adjustments of the European data altruism consent form.

T = ARAROVSAA 2 S FEE 573D, BT L —T DIZRRIZIY, BT — 51
TR ERNRESNLETHD, ZERITL, BREONE, MINEEXIONT (E
W, TR, Bk M ORI 72) BT — 2 22 K OMEBIODEFH D RN > TS 1L
%o BT —2RERERIT, W T — 2 B R B~ DREe 02 Lo fhit
SNHNETHD,

In order to successfully implement the data governance framework, a European Data Innovation
Board should be established, in the form of an expert group. The Board should consist of
representatives of the Member States, the Commission and representatives of relevant data spaces
and specific sectors (such as health, agriculture, transport and statistics). The European Data
Protection Board should be invited to appoint a representative to the European Data Innovation
Board.

%Ez: 1%, ZORANZZ > TEIBEN LTI BT DEN IS L BER DI BT, W

WZ, FFEDOHFIEII T REIZ BT THO N DIER L O EEZ T 52872, BRINFEA
TE MR A (EIF) O FEAJFRNZHEY Z 81285, K%, (Core Vocabularies® & U CEF
Building Blocks® (> J:572) #EHEL AR DTS 2B U - EBR A x 57 — 2R O dRICEs
WT, BRINEESE SR T & THD, HTEHE BT D1EET, BEEOREDT- O DE
TNEFEDPTE, FRMEE N ZHED Z L7 T — X 22 MRS UGD I T D 2 SOOI
BRREOMOT —2EEDT- D OEA M OVER: EOREHED v MO TE K OHERFE BLA
BOIFD, BERT, 7 —H#0O _FAIAEBOES B, o N —7 £ 13550
N—", FTX, FHLSINOE AR DRk 3R &ThD, T —FFlfth 32 B
LT ¥, ZEAE, 7R ERFEELOREICBOT, BT — 2 ERERED

B BN T, BINZESEMIT & ThHS,

The Board should support the Commission in coordinating national practices and policies on the

4 https://joinup.ec.europa.eu/collection/semantic-interoperability-community-semic/core-vocabularies
4 https://joinup.ec.europa.eu/collection/connecting-europe-facility-cef
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topics covered by this Regulation, and in supporting cross-sector data use by adhering to the
European Interoperability Framework (EIF) principles and through the utilisation of standards and
specifications (such as the Core Vocabularies # and the CEF Building Blocks “°), without prejudice
to standardisation work taking place in specific sectors or domains. Work on technical
standardisation may include the identification of priorities for the development of standards and
establishing and maintaining a set of technical and legal standards for transmitting data between two
processing environments that allows data spaces to be organised without making recourse to an
intermediary. The Board should cooperate with sectoral bodies, networks or expert groups, or other
cross-sectoral organisations dealing with re-use of data. Regarding data altruism, the Board should
assist the Commission in the development of the data altruism consent form, in consultation with the
European Data Protection Board.

(42) ZOIRBNDIEED T8 Dt — B2 SR T D728, BRINT — 22l 32 lml i oD
VERRODT= O D FEEMEIRI L, BIMNEERIIKIL THEADNDETHD, TIOOHERIE, KX
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In order to ensure uniform conditions for the implementation of this Regulation, implementing
powvers should be conferred on the Commission to develop the European data altruism consent form.
Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the
European Parliament and of the Council .
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T D780, WS L OERFR T, MREOFEMZREFRIZ A TOSCELZEL, 70,
TNHOEMAZE, HEINIC, TSN TADOHERZ BV INE B ORMFE 7 v
— TP DEE~DT IR,

In order to take account of the specific nature of certain categories of data, the power to adopt acts in
accordance with Article 290 TFEU should be delegated to the Commission to lay down special
conditions applicable for transfers to third-countries of certain non-personal data categories deemed
to be highly sensitive in specific Union acts adopted though a legislative procedure. It is of particular

6 RN ZE B D FERHMETROI TEORERENC LD E D 72 DA BT D HUE K OFEAF A
TED DR L OB 2011 422 H 16 HOFIHI(EU) No 182/2011 (OJ L 55, 28.2.2011, p. 13)
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importance that the Commission carry out appropriate consultations during its preparatory work,
including at expert level, and that those consultations be conducted in accordance with the principles
laid down in the Interinstitutional Agreement of 13 April 2016 on Better Law-Making. In particular,
to ensure equal participation in the preparation of delegated acts, the European Parliament and the
Council receive all documents at the same time as Member States’ experts, and their experts
systematically have access to meetings of Commission expert groups dealing with the preparation
of delegated acts.

(44) ZOHANT, BRI HIES O, WS, L0blT, RMEAOREIZ BT 5558D
B 101 O 102 SeiiiZ EL TIZen/any, ZORAIDO I ED HHEENE, R
A ORERBIZBIT 250 T D RERR TRt A HIIR A7 DI VBT 2B, 20
ZEiE, EobiF, 72— R LD B OB T E TR R S S O[]
DFEF EOBTE RO BT DIELBHE T LD THD,

This Regulation should not affect the application of the rules on competition, and in particular
Avticles 101 and 102 of the Treaty on the Functioning of the European Union. The measures
provided for in this Regulation should not be used to restrict competition in a manner contrary to the
Treaty on the Functioning of the European Union. This concerns in particular the rules on the
exchange of competitively sensitive information between actual or potential competitors through
data sharing services.

(45) BT — 2 RSB E R OWRIN T — 2 RGER B 1T, BRINGES K OB ES OB HI(EV)
2018/1725% D 42 ZRICHESThgEL, [ N\CEREAFRH L,

The European Data Protection Supervisor and the European Data Protection Board were consulted
in accordance with Article 42 of Regulation (EU) 2018/1725 of the European Parliament and of the
Council (*') and delivered an opinion on [...].

(46) ’@%@EU I, BRI SRR, 20, E0blT, T TA 3 —DHER, AT —H DAF
&, REIEEEET A H, MPEOHERI K OFEEEL SOFE OIS AE &), EFHILEHST
D LN FAFRIZ2EET D,

This Regulation respects the fundamental rights and observes the principles recognised in particular
by the Charter, including the right to privacy, the protection of personal data, the freedom to conduct

A RINEA ORERE, KRR, SRR OSBRI L AN T — 2 O ABREBRE#G% B IR A ORI B
LA NCZE DT —ZDXFEDIRWBEENZB T 5, IO, HAIEC) No 452001 & OEE No
1247/2002/EC ZBE 13 DRk N M OFEE20D 2018 4 10 H 23 H ORHIIEU) 2018/1725 (0J L 295,
21.11.2018, p. 39).
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a business, the right to property and the integration of persons with disabilities,
U EDEBYTHLOT, ZOHAEEIRT 5!

HAVE ADOPTED THIS REGULATION:

626



e GRS 6 555 (2021411 A)
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Chapter | General Provisions

815 *RBERRUERTE

Article 1 Subject matter and scope
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@
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This Regulation lays down:

(@ conditions for the re-use, within the Union, of certain categories of data held by public sector
bodies;

(b) anotification and supervisory framework for the provision of data sharing services;

() a framework for voluntary registration of entities which collect and process data made
available for altruistic purposes.

COHRNE, —EDERDT —2~DT 7 AE LUFZ D A LB DEMhES D
MDEATRDRFEDFRIAEIATMEANT — 25 LIIFRENT —Z DAL BT 5 4
BT 720, FINE S OEIRIOIEI 72573, AHIEBFIOMME, 7 — 2 Fh— e 27 m g
FEITT — AR TR O — B A AR DS IVIE RIS L, FF I3RS
HIFEE & D5 B2, FEEDAIMBV N L, EEbEE L E72 Rk OBt T%
ZERT D556, BAES O LRI TR OSSELE SIS,

This Regulation is without prejudice to specific provisions in other Union legal acts regarding access
to or re-use of certain categories of data, or requirements related to processing of personal or non-
personal data. Where a sector-specific Union legal act requires public sector bodies, providers of
data sharing services or registered entities providing data altruism services to comply with specific
additional technical, administrative or organisational requirements, including through an
authorisation or certification regime, those provisions of that sector-specific Union legal act shall
also apply.

E2E T8
Atrticle 2 Definitions
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For the purpose of this Regulation, the following definitions apply:

@
)

©)
)

‘data’ means any digital representation of acts, facts or information and any compilation of
such acts, facts or information, including in the form of sound, visual or audiovisual recording;
‘re-use’ means the use by natural or legal persons of data held by public sector bodies, for
commercial or non-commercial purposes other than the initial purpose within the public task
for which the data were produced, except for the exchange of data between public sector bodies
purely in pursuit of their public tasks;

‘non-personal data’ means data other than personal data as defined in point (1) of Article 4 of
Regulation (EU) 2016/679;

‘metadata’ means data collected on any activity of a natural or legal person for the purposes of
the provision of a data sharing service, including the date , time and geolocation data, duration

629



e GRS 6 555 (2021411 A)

of activity, connections to other natural or legal persons established by the person who uses the

Service;

(5) ‘data holder’ means a legal person or data subject who, in accordance with applicable Union
or national law, has the right to grant access to or to share certain personal or non-personal data
under its control;

(6) ‘data user’ means a natural or legal person who has lawful access to certain personal or non-
personal data and is authorised to use that data for commercial or non-commercial purposes;

(7) ‘data sharing’ means the provision by a data holder of data to a data user for the purpose of
joint or individual use of the shared data, based on voluntary agreements, directly or through
an intermediary;

(8) ‘access’ means processing by a data user of data that has been provided by a data holder, in
accordance with specific technical, legal, or organisational requirements, without necessarily
implying the transmission or downloading of such data;

(9 “main establishment of a legal entity means the place of its central administration in the Union;

(10) ‘data altruism’ means the consent by data subjects to process personal data pertaining to them,
or permissions of other data holders to allow the use of their non-personal data without seeking
a reward, for purposes of general interest, such as scientific research purposes or improving
public services;

(11) ‘“public sector body’ means the State, regional or local authorities, bodies governed by public
law or associations formed by one or more such authorities or one or more such bodies
governed by public law;

(12) ‘bodies governed by public law’ means bodies that have the following characteristics:

(@) they are established for the specific purpose of meeting needs in the general interest, and
do not have an industrial or commercial character;

(b) they have legal personality;

(c) they are financed, for the most part, by the State, regional or local authorities, or by other
bodies governed by public law; or are subject to management supervision by those
authorities or bodies; or have an administrative, managerial or supervisory board, more
than half of whose members are appointed by the State, regional or local authorities, or
by other bodies governed by public law;

(13) ‘public undertaking’ means any undertaking over which the public sector bodies may exercise
directly or indirectly a dominant influence by virtue of their ownership of it, their financial
participation therein, or the rules which govern it; for the purpose of this definition, a dominant
influence on the part of the public sector bodies shall be presumed in any of the following cases
in which those bodies, directly or indirectly:

(@ hold the majority of the undertaking's subscribed capital;

(b) control the majority of the votes attaching to shares issued by the undertaking;

() can appoint more than half of the undertaking’s administrative, management or
supervisory body;
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(14) ‘secure processing environment’ means the physical or virtual environment and organisational
means to provide the opportunity to re-use data in a manner that allows for the operator of the
secure processing environment to determine and supervise all data processing actions,
including to display, storage, download, export of the data and calculation of derivative data
through computational algorithms.

(15) ‘representative’ means any natural or legal person established in the Union explicitly
designated to act on behalf of a provider of data sharing services or an entity that collects data
for objectives of general interest made available by natural or legal persons on the basis of data
altruism not established in the Union, which may be addressed by a national competent
authority instead of the provider of data sharing services or entity with regard to the obligations
of that provider of data sharing services or entity set up by this Regulation.

FIE 2HEFOEBICL>TRESN S —EDEROREBEIN-T—2D _RFIA
Chapter Il Re-use of certain categories of protected data held by public sector bodies
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Article 3 Categories of data
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This Chapter applies to data held by public sector bodies which are protected on grounds of:
(@ commercial confidentiality ;

(b) statistical confidentiality;

(c) protection of intellectual property rights of third parties;

(d) protection of personal data.
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This Chapter does not apply to:

(@ data held by public undertakings;

(b) data held by public service broadcasters and their subsidiaries, and by other bodies or their
subsidiaries for the fulfilment of a public service broadcasting remit;

(c) dataheld by cultural establishments and educational establishments;

(d) data protected for reasons of national security , defence or public security;

(e) datathe supply of which is an activity falling outside the scope of the public task of the public
sector bodies concerned as defined by law or by other binding rules in the Member State
concerned, or, in the absence of such rules, as defined in accordance with common
administrative practice in that Member State, provided that the scope of the public tasks is
transparent and subject to review.
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The provisions of this Chapter do not create any obligation on public sector bodies to allow re-use
of data nor do they release public sector bodies from their confidentiality obligations. This Chapter
is without prejudice to Union and national law or international agreements to which the Union or
Member States are parties on the protection of categories of data provided in paragraph 1. This
Chapter is without prejudice to Union and national law on access to documents and to obligations
of public sector bodies under Union and national law to allow the re-use of data.
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Article 4 Prohibition of exclusive arrangements
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Agreements or other practices pertaining to the re-use of data held by public sector bodies containing
categories of data referred to in Article 3 (1) which grant exclusive rights or which have as their
object or effect to grant such exclusive rights or to restrict the availability of data for re-use by entities
other than the parties to such agreements or other practices shall be prohibited.

5 1 BLOFHINCED, RIPRIORS 7 — 2% RIS M S H 7R E, — AR
(2B DY —EAE TSROSO 7D L BRI T HA B0,

By way of derogation from paragraph 1, an exclusive right to re-use data referred to in that paragraph
may be granted to the extent necessary for the provision of a service or a product in the general
interest.
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Such exclusive right shall be granted in the context of a relevant service or concession contract in
compliance with applicable Union and national public procurement and concession award rules, or,
in the case of a contract of a value for which neither Union nor national public procurement and
concession award rules are applicable, in compliance with the principles of transparency, equal
treatment and non-discrimination on grounds of nationality.
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In all cases not covered by paragraph 3 and where the general interest purpose cannot be fulfilled
without granting an exclusive right, the principles of transparency, equal treatment and non-
discrimination on grounds of nationality shall apply.

7 =50 ZRFMOMEOHIIT, 3 (FEER TTRbR, BRSNS, G
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The period of exclusivity of the right to re-use data shall not exceed three years. Where a contract is
concluded, the duration of the contract awarded shall be as aligned with the period of exclusivity.

56 2 THIRWLUES 5 T A0 SRR DA 51X, B H LD EL, 1o, FDIH7
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The award of an exclusive right pursuant to paragraphs (2) to (5), including the reasons why it is
necessary to grant such aright, shall be transparent and be made publicly available online, regardless
of a possible publication of an award of a public procurement and concessions contract.

26 1 HO O AFINICHH BB EATTNLIINOEE ThH-C, 5 2 THIZED DL
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Agreements or other practices falling within the scope of the prohibition in paragraph 1, which do
not meet the conditions set out in paragraph 2, and which were concluded before the date of entry
into force of this Regulation shall be terminated at the end of the contract and in any event at the
latest within three years after the date of entry into force of this Regulation.

FE5FE ZRMADEY

Article 5 Conditions for re-use
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Public sector bodies which are competent under national law to grant or refuse access for the re-use
of one or more of the categories of data referred to in Article 3 (1) shall make publicly available the
conditions for allowing such re-use. In that task, they may be assisted by the competent bodies
referred to in Article 7 ().

ZURRADT= 0 DS, T — 2 OB O RAMHAD B BN ZIRMFADFTEAES L
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Conditions for re-use shall be non-discriminatory, proportionate and objectively justified with regard
to categories of data and purposes of re-use and the nature of the data for which re-use is allowed.
These conditions shall not be used to restrict competition.

ZDEORAFBLBDMANT —F DEA LS LA A EL, FT2iT, EEWEL S
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Public sector bodies may impose an obligation to re-use only pre-processed data where such pre-
processing aims to anonymize or pseudonymise personal data or delete commercially confidential
information, including trade secrets.

(4  AHTEFHOMER T, UL FOEBEIRLSS:
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Public sector bodies may impose obligations

(@ toaccessand re-use the data within a secure processing environment provided and controlled
by the public sector ;

(b) to access and re-use the data within the physical premises in which the secure processing
environment is located, if remote access cannot be allowed without jeopardising the rights and
interests of third parties.

(6) AHHBPADAERL L, SN DL R MBBR RO AT AT DOBBOD St 4%
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The public sector bodies shall impose conditions that preserve the integrity of the functioning of the
technical systems of the secure processing environment used. The public sector body shall be able
to verify any results of processing of data undertaken by the re-user and reserve the right to prohibit
the use of results that contain information jeopardising the rights and interests of third parties.

(6) % 3 WL b HIZEDDFRISIINEAT=T — XD — AR HIVRNEATHY,
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Where the re-use of data cannot be granted in accordance with the obligations laid down in
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paragraphs 3 to 5 and there is no other legal basis for transmitting the data under Regulation (EU)
2016/679, the public sector body shall support re-users in seeking consent of the data subjects and/or
permission from the legal entities whose rights and interests may be affected by such re-use, where
it is feasible without disproportionate cost for the public sector. In that task they may be assisted by
the competent bodies referred to in Article 7 (1).

T 2D _YHIL, FIRIMENEZ ST D5 A ZRY, FPASND, T8 96/6/EC D 7
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Re-use of data shall only be allowed in compliance with intellectual property rights. The right of the
maker of a database as provided for in Article 7(1) of Directive 96/9/EC shall not be exercised by
public sector bodies in order to prevent the re-use of data or to restrict re-use beyond the limits set by
this Regulation.

P LRI B AROMNEAYEF I ZEPNIEICHE, sROBIDT —H RO D&
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When data requested is considered confidential, in accordance with Union or national law on
commercial confidentiality, the public sector bodies shall ensure that the confidential information is
not disclosed as a result of the re-use.
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The Commission may adopt implementing acts declaring that the legal, supervisory and

enforcement arrangements of a third country:

(@ ensure protection of intellectual property and trade secrets in away that is essentially equivalent
to the protection ensured under Union law;

(b) are being effectively applied and enforced; and

(c) provide effective judicial redress.

FNOOFEETAIL, 5 29 5556 2 T ORI AR Tt it TRIRES N,
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Those implementing acts shall be adopted in accordance with the advisory procedure referred to in
Article 29 (2).
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Public sector bodies shall only transmit confidential data or data protected by intellectual property

rights to a re-user which intends to transfer the data to a third country other than a country designated

in accordance with paragraph 9 if the re-user undertakes:

(@ to comply with the obligations imposed in accordance with paragraphs 7 to 8 even after the
data is transferred to the third country; and

(b) toaccept the jurisdiction of the courts of the Member State of the public sector body as regards
any dispute related to the compliance with the obligation in point ).
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Where specific Union acts adopted in accordance with a legislative procedure establish that certain
non-personal data categories held by public sector bodies shall be deemed to be highly sensitive for
the purposes of this Article, the Commission shall be empowered to adopt delegated acts in
accordance with Article 28 supplementing this Regulation by laying down special conditions
applicable for transfers to third-countries. The conditions for the transfer to third-countries shall be
based on the nature of data categories identified in the Union act and on the grounds for deeming

them highly sensitive, non-discriminatory and limited to what is necessary to achieve the public
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policy objectives identified in the Union law act, such as safety and public health, as well as risks of
re-identification of anonymized data for data subjects, in accordance with the Union’s international
obligations. They may include terms applicable for the transfer or technical arrangements in this
regard, limitations as regards the re-use of data in third-countries or categories of persons which are
entitled to transfer such data to third countries or, in exceptional cases, restrictions as regards transfers
to third-countries.

(12) FEHEAT =2 D “IRIHOHERDS G2 5N HIRNEITEND, 55 9 TRWLES 11 11
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The natural or legal person to which the right to re-use non-personal data was granted may transfer
the data only to those third-countries for which the requirements in paragraphs 9 to 11 are met.

(13) ZFIAFEDE = ENCKRIL AT — 2 ORBRA B TODEE, AR
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Where the re-user intends to transfer non-personal data to a third country, the public sector body shall
inform the data holder about the transfer of data to that third country.

EOoFE Fin
Aurticle 6 Fees
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Public sector bodies which allow re-use of the categories of data referred to in Article 3 (1) may
charge fees for allowing the re-use of such data.
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Any fees shall be non-discriminatory, proportionate and objectively justified and shall not restrict
competition.
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Public sector bodies shall ensure that any fees can be paid online through widely available cross-
border payment services, without discrimination based on the place of establishment of the payment
service provider, the place of issue of the payment instrument or the location of the payment account
within the Union.

INHTERPHORRRR)S TR A1 F 9 AR, Ok T, JEERID BEDT=5H 0, KO, [Eo
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Where they apply fees, public sector bodies shall take measures to incentivise the re-use of the
categories of data referred to in Article 3 (1) for non-commercial purposes and by small and
medium-sized enterprises in line with State aid rules.

FHENT, 553 555 1 TR T FRD T — 2 D Uz Kb HBRE DAL E B g5 F,
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Fees shall be derived from the costs related to the processing of requests for re-use of the categories

of data referred to in Article 3 (1). The methodology for calculating fees shall be published in
advance.

IRETEPIORRR S, EETREHO L K O OF DB OO BRI AFK T2,

The public sector body shall publish a description of the main categories of costs and the rules used
for the allocation of costs.

57 & BEEROHOME

Avrticle 7 Competent bodies
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Member States shall designate one or more competent bodies, which may be sectoral, to support the
public sector bodies which grant access to the re-use of the categories of data referred to in Article 3
(1) in the exercise of that task.
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The support provided for in paragraph 1 shall include, where necessary:

(@ providing technical support by making available a secure processing environment for
providing access for the re-use of data;

(b) providing technical support in the application of tested techniques ensuring data processing in
a manner that preserves privacy of the information contained in the data for which re-use is
allowed, including techniques for pseudonymisation, anonymisation, generalisation,
suppression and randomisation of personal data;

(c) assisting the public sector bodies, where relevant, in obtaining consent or permission by re-
users for re-use for altruistic and other purposes in line with specific decisions of data holders,
including on the jurisdiction or jurisdictions in which the data processing is intended to take
place;

(d) providing public sector bodies with assistance on the adequacy of undertakings made by a re-
user, pursuant to Article 5 (10).
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The competent bodies may also be entrusted, pursuant Union or national law which provides for
such access to be given, to grant access for the re-use of the categories of data referred to in Article
3 (2). While performing their function to grant or refuse access for re-use, Articles 4, 5, 6 and 8 (3)
shall apply in regard to such competent bodies.
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The competent body or bodies shall have adequate legal and technical capacities and expertise to be
able to comply with relevant Union or national law concerning the access regimes for the categories
of data referred to in Article 3 (2).
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The Member States shall communicate to the Commission the identity of the competent bodies
designated pursuant to paragraph 1 by [date of application of this Regulation]. They shall also
communicate to the Commission any subsequent modification of the identity of those bodies.

HoE BB

Article 8 Single information point
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Member States shall ensure that all relevant information concerning the application of Articles 5 and
6 is available through a single information point.
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The single information point shall receive requests for the re-use of the categories of data referred to
in Article 3 (1) and shall transmit them to the competent public sector bodies, or the competent bodies
referred to in Article 7 (1), where relevant. The single information point shall make available by
electronic means a register of available data resources containing relevant information describing
the nature of available data.
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UDNRDEFAIZIBVNTHEDEGED A5 2 7 H LANIZ, TERSHEIRD &5 A EFHORH R
I T S 1 TR TSRO M 2> RO BV EZI HERSND,

Requests for the re-use of the categories of data referred to in Article 3 (1) shall be granted or refused

by the competent public sector bodies or the competent bodies referred to in Article 7 (1) within a
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reasonable time, and in any case within two months from the date of the request.

@) FRITIY, AHFERRIOFERROTIE ET I IIHHERROH DAREDIE Lo THEE ST T
FARNFETEND, BOES DA T DARE DRI T, £DOII72RE
ZANRE LTI RIERS EORGZ ST DR At D,

Any natural or legal person affected by a decision of a public sector body or of a competent body, as
the case may be, shall have the right to an effective judicial remedy against such decision before the
courts of the Member State where the relevant body is located.

FE F—A#FEY—EXIEATTRGEY
Chapter Il Requirements applicable to data sharing services
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Article 9 Providers of data sharing services
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The provision of the following data sharing services shall be subject to a notification procedure:

@

intermediation services between data holders which are legal persons and potential data users,
including making available the technical or other means to enable such services; those services

may include bilateral or multilateral exchanges of data or the creation of platforms or databases
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enabling the exchange or joint exploitation of data, as well as the establishment of a specific
infrastructure for the interconnection of data holders and data users;

(b) intermediation services between data subjects that seek to make their personal data available
and potential data users, including making available the technical or other means to enable
such services, in the exercise of the rights provided in Regulation (EU) 2016/679;

(c) services of data cooperatives, that is to say services supporting data subjects or one-person
companies or micro, small and medium-sized enterprises, who are members of the cooperative
or who confer the power to the cooperative to negotiate terms and conditions for data
processing before they consent, in making informed choices before consenting to data
processing, and allowing for mechanisms to exchange views on data processing purposes and
conditions that would best represent the interests of data subjects or legal persons.
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This Chapter shall be without prejudice to the application of other Union and national law to
providers of data sharing services, including powers of supervisory authorities to ensure compliance
with applicable law, in particular as regard the protection of personal data and competition law.
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Article 10 Noatification of data sharing service providers

@

@

©)

559 450 LR Y —E AR it 2 L2 BT 57 — A — e A7 20,
55 12 SRR T IHSHEROD OB TR, L2t 2,

Any provider of data sharing services who intends to provide the services referred to in Article 9 (1)
shall submit a notification to the competent authority referred to in Article 12.
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For the purposes of this Regulation, a provider of data sharing services with establishments in more
than one Member State, shall be deemed to be under the jurisdiction of the Member State in which
it has its main establishment.
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Aprovider of data sharing services that is not established in the Union, but offers the services referred
to in Article 9 (1) within the Union, shall appoint a legal representative in one of the Member States
in which those services are offered. The provider shall be deemed to be under the jurisdiction of the
Member State in which the legal representative is established.
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Upon notification, the provider of data sharing services may start the activity subject to the conditions
laid down in this Chapter.
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The notification shall entitle the provider to provide data sharing services in all Member States.
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The notification shall include the following information:

(@ the name of the provider of data sharing services;

(b) the provider’s legal status, form and registration number, where the provider is registered in
trade or in another similar public register;

(c) the address of the provider’s main establishment in the Union, if any, and, where applicable,
any secondary branch in another Member State or that of the legal representative designated

pursuant to paragraph 3;
644



)

©

©)

e GRS 6 555 (2021411 A)

(d) awebsite where information on the provider and the activities can be found, where applicable;
(e) the provider’s contact persons and contact details;

() adescription of the service the provider intends to provide;

(9) the estimated date for starting the activity;

(h) the Member States where the provider intends to provide services.
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At the request of the provider, the competent authority shall, within one week, issue a standardised
declaration, confirming that the provider has submitted the notification referred to in paragraph 4.

THBHMERRDBH LB, B AVRTFBUTIY, B, ZOMREDBHEHERDHHEN
FEBAZHIL, fill % DI EZHRET D,

The competent authority shall forward each notification to the national competent authorities of the
Member States by electronic means, without delay.
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The competent authority shall notify the Commission of each new natification. The Commission
shall keep a register of providers of data sharing services.
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The competent authority may charge fees. Such fees shall be proportionate and objective and be
based on the administrative costs related to the monitoring of compliance and other market control
activities of the competent authorities in relation to notifications of data sharing services.
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Where a provider of data sharing services ceases its activities, it shall notify the relevant competent
authority determined pursuant to paragraphs 1, 2 and 3 within 15 days. The competent authority
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shall forward without delay each such notification to the national competent authorities in the
Member States and to the Commission by electronic means.
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Article 11 Conditions for providing data sharing services
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The provision of data sharing services referred in Article 9 (1) shall be subject to the following
conditions:
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the provider may not use the data for which it provides services for other purposes than to put
them at the disposal of data users and data sharing services shall be placed in a separate legal
entity;

the metadata collected from the provision of the data sharing service may be used only for the
development of that service;

the provider shall ensure that the procedure for access to its service is fair, transparent and non-
discriminatory for both data holders and data users, including as regards prices;

the provider shall facilitate the exchange of the data in the format in which it receives it from
the data holder and shall convert the data into specific formats only to enhance interoperability
within and across sectors or if requested by the data user or where mandated by Union law or
to ensure harmonisation with international or European data standards;

the provider shall have procedures in place to prevent fraudulent or abusive practices in relation
to access to data from parties seeking access through their services;

the provider shall ensure a reasonable continuity of provision of its services and, in the case of
services which ensure storage of data, shall have sufficient guarantees in place that allow data
holders and data users to obtain access to their data in case of insolvency;

the provider shall put in place adequate technical, legal and organisational measures in order to
prevent transfer or access to non-personal data that is unlawful under Union law;

the provider shall take measures to ensure a high level of security for the storage and
transmission of non-personal data;

the provider shall have procedures in place to ensure compliance with the Union and national
rules on competition;

(10) the provider offering services to data subjects shall act in the data subjects’ best interest when

facilitating the exercise of their rights, in particular by advising data subjects on potential data
uses and standard terms and conditions attached to such uses;

(11) where a provider provides tools for obtaining consent from data subjects or permissions to

process data made available by legal persons, it shall specify the jurisdiction or jurisdictions in
which the data use is intended to take place.

812 & WBISHERDHLHHE
Article 12 Competent authorities
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Each Member State shall designate in its territory one or more authorities competent to carry out the
tasks related to the notification framework and shall communicate to the Commission the identity of
those designated authorities by [date of application of this Regulation]. It shall also communicate to
the Commission any subsequent modification.

FRESIHFSHEROH OB, 55 23 ST 92,
The designated competent authorities shall comply with Article 23.
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The designated competent authorities, the data protection authorities, the national competition
authorities, the authorities in charge of cybersecurity, and other relevant sectorial authorities shall
exchange the information which is necessary for the exercise of their tasks in relation to data sharing
providers.
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Article 13 Monitoring of compliance
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The competent authority shall monitor and supervise compliance with this Chapter.
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The competent authority shall have the power to request from providers of data sharing services all
the information that is necessary to verify compliance with the requirements laid down in Articles
10 and 11. Any request for information shall be proportionate to the performance of the task and
shall be reasoned.
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Where the competent authority finds that a provider of data sharing services does not comply with
one or more of the requirements laid down in Article 10 or 11, it shall notify that provider of those
findings and give it the opportunity to state its views, within a reasonable time limit.
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The competent authority shall have the power to require the cessation of the breach referred to in

paragraph 3 either immediately or within a reasonable time limit and shall take appropriate and

proportionate measures aimed at ensuring compliance. In this regard, the competent authorities shall

be able, where appropriate:

(@ toimpose dissuasive financial penalties which may include periodic penalties with retroactive
effect;

(b) torequire cessation or postponement of the provision of the data sharing service.
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The competent authorities shall communicate the measures imposed pursuant to paragraph 4 and
the reasons on which they are based to the entity concerned without delay and shall stipulate a
reasonable period for the entity to comply with the measures.
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If a provider of data sharing services has its main establishment or legal representative in a Member
State, but provides services in other Member States, the competent authority of the Member State of
the main establishment or where the legal representative is located and the competent authorities of
those other Member States shall cooperate and assist each other. Such assistance and cooperation

may cover information exchanges between the competent authorities concerned and requests to take
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the measures referred to in this Article.

E 145 Fin
Article 14 Exceptions
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This Chapter shall not apply to not-for-profit entities whose activities consist only in seeking to collect
data for objectives of general interest, made available by natural or legal persons on the basis of data
altruism.

FIVE T5FMhER
Chapter IV Data altruism
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Article 15 Regjister of recognised data altruism organisations
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Each competent authority designated pursuant to Article 20 shall keep a register of recognised data
altruism organisations.

RINZEE AN, ARSI T — 5 R fth T2 BB G OB ERE AR B D,
The Commission shall maintain a Union register of recognised data altruism organisations.
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An entity registered in the register in accordance with Article 16 may refer to itself as a ‘data altruism
organisation recognised in the Union’ in its written and spoken communication.

55 16 & TERICBEY SO EY

Article 16 General requirements for registration
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In order to qualify for registration, the data altruism organisation shall:

(@ bealegal entity constituted to meet objectives of general interest;

(b) operate ona not-for-profit basis and be independent from any entity that operates on a for-profit
basis;

(c) performthe activities related to data altruism take place through a legally independent structure,
separate from other activities it has undertaken.

FITE SR
Article 17 Registration
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Any entity which meets the requirements of Article 16 may request to be entered in the register of
recognised data altruism organisations referred to in Article 15 (1).
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For the purposes of this Regulation, an entity engaged in activities based on data altruism with
establishments in more than one Member State, shall register in the Member State in which it has its
main establishment.
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An entity that is not established in the Union, but meets the requirements in Article 16, shall appoint
a legal representative in one of the Member States where it intends to collect data based on data
altruism. For the purpose of compliance with this Regulation, that entity shall be deemed to be under
the jurisdiction of the Member State where the legal representative is located.

BIRO RS, LU O RE a0 5!
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Applications for registration shall contain the following information:

(@ name of the entity;

(b) the entity’s legal status, form and registration number, where the entity is registered in a public
register;

(c) the statutes of the entity, where appropriate;

(d) the entity’s main sources of income;

(e) the address of the entity’s main establishment in the Union, if any, and, where applicable, any
secondary branch in another Member State or that of the legal representative designated
pursuant to paragraph (3);

(H awebsite where information on the entity and the activities can be found;

(9) the entity’s contact persons and contact details;

(h) the purposes of general interest it intends to promote when collecting data;

(i) any other documents which demonstrate that the requirements of Article 16 are met.

BTN 4 TIZ SO ET 2 COMFIEARITL, 720, TOIELEDE 16 SO 228
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Where the entity has submitted all necessary information pursuant to paragraph 4 and the competent
authority considers that the entity complies with the requirements of Article 16, it shall register the
entity in the register of recognised data altruism organisations within twelve weeks from the date of
application. The registration shall be valid in all Member States. Any registration shall be
communicated to the Commission, for inclusion in the Union register of recognised data altruism

organisations.
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The information referred to in paragraph 4, points (a), (b), (f), (g), and (h) shall be published in the
national register of recognised data altruism organisations.
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Any entity entered in the register of recognised data altruism organisations shall submit any changes
of the information provided pursuant to paragraph 4 to the competent authority within 14 calendar
days from the day on which the change takes place.
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Article 18 Transparency requirements
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Any entity entered in the national register of recognised data altruism organisations shall keep full

and accurate records concerning:

(@ all natural or legal persons that were given the possibility to process data held by that entity;

(b) the date or duration of such processing;

(c) the purpose of such processing as declared by the natural or legal person that was given the
possibility of processing;

(d) the fees paid by natural or legal persons processing the data, if any.
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Any entity entered in the register of recognised data altruism organisations shall draw up and transmit
to the competent national authority an annual activity report which shall contain at least the
following:

(@ information on the activities of the entity;

(b) adescription of the way in which the general interest purposes for which data was collected
have been promoted during the given financial year;

(c) alistofall natural and legal persons that were allowed to use data it holds, including a summary
description of the general interest purposes pursued by such data use and the description of the
technical means used for it, including a description of the techniques used to preserve privacy
and data protection;

(d) asummary of the results of the data uses allowed by the entity, where applicable;

(e) information on sources of revenue of the entity, in particular all revenue resulted from allowing
access to the data, and on expenditure.
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Article 19 Specific requirements to safeguard rights and interests of data subjects and legal entities as
regards their data
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Any entity entered in the register of recognised data altruism organisations shall inform data holders:

(@) aboutthe purposes of general interest for which it permits the processing of their data by a data
user in an easy-to-understand manner;

(b) about any processing outside the Union.
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The entity shall also ensure that the data is not be used for other purposes than those of general
interest for which it permits the processing.
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Where an entity entered in the register of recognised data altruism organisations provides tools for
obtaining consent from data subjects or permissions to process data made available by legal persons,
it shall specify the jurisdiction or jurisdictions in which the data use is intended to take place.
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Article 20 Competent authorities for registration
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Each Member State shall designate one or more competent authorities responsible for the register of
recognised data altruism organisations and for the monitoring of compliance with the requirements
of this Chapter. The designated competent authorities shall meet the requirements of Article 23.
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Each Member State shall inform the Commission of the identity of the designated authorities.
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The competent authority shall undertake its tasks in cooperation with the data protection authority,
where such tasks are related to processing of personal data, and with relevant sectoral bodies of the

same Member State. For any question requiring an assessment of compliance with Regulation (EU)
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2016/679, the competent authority shall first seek an opinion or decision by the competent
supervisory authority established pursuant to that Regulation and comply with that opinion or
decision.
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Article 21 Monitoring of compliance
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The competent authority shall monitor and supervise compliance of entities entered in the register
of recognised data altruism organisations with the conditions laid down in this Chapter.
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The competent authority shall have the power to request information from entities included in the
register of recognised data altruism organisations that is necessary to verify compliance with the
provisions of this Chapter. Any request for information shall be proportionate to the performance of
the task and shall be reasoned.
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Where the competent authority finds that an entity does not comply with one or more of the
requirements of this Chapter it shall notify the entity of those findings and give it the opportunity to
state its views, within a reasonable time limit.
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The competent authority shall have the power to require the cessation of the breach referred to in
paragraph 3 either immediately or within a reasonable time limit and shall take appropriate and
proportionate measures aimed at ensuring compliance.
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If an entity does not comply with one or more of the requirements of this Chapter even after having

been notified in accordance with paragraph 3 by the competent authority, the entity shall:

(@ lose its right to refer to itself as a ‘data altruism organisation recognised in the Union’ in any
written and spoken communication;

(b) be removed from the register of recognised data altruism organisations.
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If an entity included in the register of recognised data altruism organisations has its main
establishment or legal representative in a Member State but is active in other Member States, the
competent authority of the Member State of the main establishment or where the legal representative
is located and the competent authorities of those other Member States shall cooperate and assist each
other as necessary. Such assistance and cooperation may cover information exchanges between the
competent authorities concerned and requests to take the supervisory measures referred to in this
Avticle.
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Article 22 European data altruism consent form
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In order to facilitate the collection of data based on data altruism, the Commission may adopt
implementing acts developing a European data altruism consent form. The form shall allow the
collection of consent across Member States in a uniform format. Those implementing acts shall be
adopted in accordance with the advisory procedure referred to in Article 29 (2).
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The European data altruism consent form shall use a modular approach allowing customisation for
specific sectors and for different purposes.
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Bl CEDZ LIRS D,

Where personal data are provided, the European data altruism consent form shall ensure that data
subjects are able to give consent to and withdraw consent from a specific data processing operation
in compliance with the requirements of Regulation (EU) 2016/679.

ZDOENTL, MUZFIRITE, 7230, AR HEeZENTEHRET, MUY, BT BT
AR B0 dD, R ATRE R DET D,

The form shall be available in a manner that can be printed on paper and read by humans as well as
in an electronic, machine-readable form.

SBVE BHHERDHIMBERUFHRFEA

Chapter VV Competent authorities and procedural provisions

% 23 & BBEROHLIHELEEYT SEY

Article 23 Requirements relating to competent authorities
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ABETN TGRSV T — Z R FZE D BRI AN ST AR SUEHE EXS)
L, 130, BERE FISZOBDET D,

The competent authorities designated pursuant to Article 12 and Article 20 shall be legally distinct
from, and functionally independent of any provider of data sharing services or entity included in the
register of recognised data altruism organisations.

TISHETR DI DRERAIE, NETHY, BIAMENGHY, —EMNRHY, (SRS HY, 7o,
FEORERE T, ZOREAF AT 5,

Competent authorities shall exercise their tasks in an impartial, transparent, consistent, reliable and
timely manner.
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The top-management and the personnel responsible for carrying out the relevant tasks of the
competent authority provided for in this Regulation cannot be the designer, manufacturer, supplier,
installer, purchaser, owner, user or maintainer of the services which they evaluate, nor the authorised
representative of any of those parties or represent them. This shall not preclude the use of evaluated
services that are necessary for the operations of the competent authority or the use of such services
for personal purposes.

e E LR Q@i E 1L, ZNoDOFEDHEOMN E - ITZNHOHICEFESN
TR EED S B2 se e EARATOTEEN HEEL T,

Top-management and personnel shall not engage in any activity that may conflict with their
independence of judgment or integrity in relation to evaluation activities entrusted to them.

TRHMESRD D DB, B2 BN DR M Oz 2D, ZOREBITEY THHk
Ba T D120 D+ R8BS RN EZAHTELbDET S,

The competent authorities shall have at their disposal the adequate financial and human resources to
carry out the tasks assigned to them, including the necessary technical knowledge and resources.

RERRIEIDREZSHERO B OIERIL, BIMZ B2 K OBIORERIEI DR HEIRD DB 6t
L, BRFRE L7 EGHITIEC T, ZOMANIEE S ENOOREBIDRE 2121 T3 D720 ik
BLIR DG BAARMES D, BEREE T T rE LR M OWHEE LR Z B9 2Bk
WG DTER M OEPIER TG THE DB D T D LIBESHEIRD &2 [E KRS Ik
FTHLEL, BINEER L OB DMOMFHERODOHERNT, £ D ID7 VARl
ERAR

The competent authorities of a Member State shall provide the Commission and competent
authorities from other Member States, on reasoned request, with the information necessary to carry
out their tasks under this Regulation. Where a national competent authority considers the
information requested to be confidential in accordance with Union and national rules on commercial
and professional confidentiality, the Commission and any other competent authorities concerned

shall ensure such confidentiality.
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Article 24 Right to lodge a complaint
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Natural and legal persons shall have the right to lodge a complaint with the relevant national
competent authority against a provider of data sharing services or an entity entered in the register of
recognised data altruism organisations.

Efia L COIVRERRI, T OEEHNLNITHL, TOFRDEBIRILL O ThirH
WradiEl, S7o, TOEEHRNLNIHL, 5 25 RITED LIV RIER EORKFEOHER]
T D,

The authority with which the complaint has been lodged shall inform the complainant of the progress
of the proceedings and of the decision taken, and shall inform the complainant of the right to an
effective judicial remedy provided for in Article 25.

% 25 & SIRVSER L DORFERITHHEF
Article 25 Right to an effective judicial remedy
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AT DR EIVIFRES LORG ST, FELFTZARALNENT, LML,

FERE7 275 L DORGEOMER At -

@ 5512 5K OV 20 SRR T TRESHERR DS DFEEAI Z I ST T L= w5 B BIL T, L7
(AN

() T —FIFHY—E AT A O EOEE, BB RO TIZIBT, W,
HGRENT= T — R EZE RO BEE AN O N IE RO BT T
7o, %13 55, 5 17 SR IOV 21 RIS HERR DS DA DR TE,

Notwithstanding any administrative or other non-judicial remedies, any affected natural and legal

persons shall have the right to an effective judicial remedy with regard to:

(@ afailure to act on a complaint lodged with the competent authority referred to in Articles 12
and 20;

(b) decisions of the competent authorities referred to in Articles 13, 17 and 21 taken in the
management, control and enforcement of the notification regime for providers of data sharing
services and the monitoring of entities entered into the register of recognised data altruism
organisations.
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AL DFFRATFHUL, 55 EORGED KD O TODIFS ThH OB BT DMK
EDLHFRZ BV THRESLD,

Proceedings pursuant to this Article shall be brought before the courts of the Member State in which
the authority against which the judicial remedy is sought is located.

BVIE BMT—HEiiEHEaER
Chapter VI European data innovation board
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Article 26 European Data Innovation Board
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RRMZEE S, 57 L —T7 OIFREIC LY, 2 CORRKEDIREHERD H OB RE,
WM T — 2 R B, BONEES, BhET —# 28, NS, ZinLsho, [E5RH
DRFEHEBRO D DFERD RN I TSN DRI 7 — 3l B ([ RE R )
ZRXIET Do

The Commission shall establish a European Data Innovation Board (“‘the Board”) in the form of an
Expert Group, consisting of the representatives of competent authorities of all the Member States,
the European Data Protection Board, the Commission, relevant data spaces and other representatives
of competent authorities in specific sectors.

HMIEBRE L OBE T =13, ZERIRG~OHFERTHESH, £, ZRROE
FEDOBNEATTESIGD,

Stakeholders and relevant third parties may be invited to attend meetings of the Board and to
participate in its work.

BMNEERIT, ZEROREGETFETD,
The Commission shall chair the meetings of the Board.
ZERIT, BINEBS RSN D FH I L oMilEAE2T%

The Board shall be assisted by a secretariat provided by the Commission.
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Atrticle 27 Tasks of the Board
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The Board shall have the following tasks:
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to advise and assist the Commission in developing a consistent practice of public sector bodies
and competent bodies referred to in Article 7 (1) processing requests for the re-use of the
categories of data referred to in Article 3 (1);

to advise and assist the Commission in developing a consistent practice of the competent
authorities in the application of requirements applicable to data sharing providers;

to advise the Commission on the prioritisation of cross-sector standards to be used and
developed for data use and cross-sector data sharing, cross-sectoral comparison and exchange
of best practices with regards to sectoral requirements for security, access procedures, while
taking into account sector-specific standardisations activities;

to assist the Commission in enhancing the interoperability of data as well as data sharing
services between different sectors and domains, building on existing European, international or
national standards;

to facilitate the cooperation between national competent authorities under this Regulation
through capacity-building and the exchange of information, in particular by establishing
methods for the efficient exchange of information relating to the notification procedure for
data sharing service providers and the registration and monitoring of recognised data altruism

organisations.
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BVIE ZRERVEE
Chapter VII Committee and delegation
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Article 28 Exercise of the Delegation
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FAESN AT AR DRI, ASRITEDDRIHTRL T, BMNZEERITHL TER
5%,

The power to adopt delegated acts is conferred on the Commission subject to the conditions laid
down in this Article.

555 505 IR T ZAESN AT 2% BRI DRI, [ 1S NEBIR TN ZE =
XL THEZBND,

The power to adopt delegated acts referred to in Article 5 (11) shall be conferred on the Commission
for an indeterminate period of time from [...].

%5 5508 LW RIORTHEROZTATE, Vo Th, BN F 3PS > THyHs S
%o BUHLOWEE, [FRRED T CHRSNDMEROZATA K TS5, ZOREL, EU
B ETOARSNER RIS, £203, ZORED P THRSNIZHO B35,
ZOWRTEL, BRI QBTSN TADAMEEEL TUIb0,

The delegation of power referred to in Article 5 (11) may be revoked at any time by the European
Parliament or by the Council. A decision to revoke shall put an end to the delegation of the power
specified in that decision. It shall take effect the day following the publication of the decision in the
Official Journal of the European Union or at a later date specified therein. It shall not affect the
validity of any delegated acts already in force.

FTAESNV DA TR DRI, BRNERERL, JVRWIHAICE TS 2016 424 7 13 H
OREBAME B ED DHAJFRNIAE > TEAERIEI S L > T SO MLk 975,

Before adopting a delegated act, the Commission shall consult experts designated by each Member
State in accordance with the principles laid down in the Interinstitutional Agreement of 13 April
2016 on Better Law-Making.

TSN TAERRINEB SO EIRUTZIE DI, BONEER, BONES MO FEAIC
$IL, [AIRAS, ZDZ L2 mEnd 5,
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As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the European
Parliament and to the Council.

755 285 1L TSI VPRSI ESN A T2, BRI R OB 90 i T4y
O 3 73 H PPICHRINGESS LIFHFROWT N Hh G RSN L E,
F2iL, TOHIRDN T DRI, BONGESM OPESEROMEDBERINER 2R T
w7 BASERES N ESITIRD N %, OB, BRINGER E2 T HERO
FEEIZIY, 3MHAETIERSND,

A delegated act adopted pursuant to Article 5 (11) shall enter into force only if no objection has been
expressed either by the European Parliament or by the Council within a period of three months of
notification of that act to the European Parliament and to the Council or if, before the expiry of that
period, the European Parliament and the Council have both informed the Commission that they will
not object. That period shall be extended by three months at the initiative of the European Parliament
or of the Council.

F20F RESDFH
Avrticle 29 Committee procedure
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The Commission shall be assisted by a committee within the meaning of Regulation (EU) No
182/2011.

KIS HS RO TONDEEIT, HHI(EU) No 182/2011 D5 4 s,
Where reference is made to this paragraph, Article 4 of Regulation (EU) No 182/2011 shall apply.

ZE2OFRPEFIFRUCLVEONLGEITBWT, BEREORHBIRAIC, ZE20
RN DINTPIELI G, F2id, ZEROMKBENZDINEZLRUISE, AT
REL, FRm AT RNEFIE T D, TOIORGE, #EIT, AHERFNICERRO=
BEAET D,

Where the opinion of the committee is to be obtained by written procedure, that procedure shall be
terminated without result when, within the time-limit for delivery of the opinion, the chair of the
committee so decides or a committee member so requests. In such a case, the chair shall convene a
committee meeting within a reasonable time.
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Chapter V111 Final provisions
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Avrticle 30 International access
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The public sector body, the natural or legal person to which the right to re-use data was granted under
Chapter 2, the data sharing provider or the entity entered in the register of recognised data altruism
organisations, as the case may be, shall take all reasonable technical, legal and organisational
measures in order to prevent transfer or access to non-personal data held in the Union where such
transfer or access would create a conflict with Union law or the law of the relevant Member State,
unless the transfer or access are in line with paragraph 2 or 3.

INHTEIOMAE, 5 2 BT TT —2% “URIHT oM E 52 0N - AR LIHE
N, T2 IET 0 E KRS =T — 2RI SO BRI AN SIVTZE
ERITHLT, BRMEGPIZIBWTZORANIIRT DIENT — 2Bl 52 L F 21
ZDT —=F~DT e A 52 5T 2 BERT 55 —[EOBHFTE I TEEOHR L O T
BUERADIRIES, ZhEoeH —EERMNE S LORIZIWTHEZI R, 158 O A
DISREBRAVR R, F2i3, [ZOMBIDOFB O BTG — [E LAERRIE L ORI THE
RS- Z DI Ea HAEL T DRERRODG AT IR, AGRSH, F2i3, FATSASD,

Any judgment of a court or tribunal and any decision of an administrative authority of a third country
requiring a public sector body; a natural or legal person to which the right to re-use data was granted
under Chapter 2, a data sharing provider or entity entered in the register of recognised data altruism
organisations to transfer from or give access to non-personal data subject to this Regulation in the
Union may only be recognised or enforceable in any manner if based on an international agreement,
such as a mutual legal assistance treaty, in force between the requesting third country and the Union
or any such agreement between the requesting third country and a Member State concluded before
[the entry into force of this Regulation].

INHIERPIORERE, o5 2 O T TT —4% "R oMERZ 5N BB LITE
N, T —=HHET 0 A E IR S =T — 2RI SO B AN S IZTE
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Where a public sector body, a natural or legal person to which the right to re-use data was granted
under Chapter 2, a data sharing provider or entity entered in the register of recognised data altruism
organisations is the addressee of a decision of a court or of an administrative authority of a third
country to transfer from or give access to non-personal data held in the Union and compliance with
such a decision would risk putting the addressee in conflict with Union law or with the law of the
relevant Member State, transfer to or access to such data by that third-country authority shall take
place only:

(@ where the third-country system requires the reasons and proportionality of the decision to be
set out, and it requires the court order or the decision, as the case may be, to be specific in
character, for instance by establishing a sufficient link to certain suspected persons, or
infringements;

(b) the reasoned objection of the addressee is subject to a review by a competent court in the third-
country; and

(c) in that context, the competent court issuing the order or reviewing the decision of an
administrative authority is empowered under the law of that country to take duly into account
the relevant legal interests of the provider of the data protected by Union law or the applicable
Member State law.

ZOWRFEDZAFENTE, TNODRIHIEE T D HIET 578D, ZOMANCLY, B
BT DIRESHERO SRR LI A B R A RD DB DET D,

The addressee of the decision shall ask the opinion of the relevant competent bodies or authorities,

pursuant to this Regulation, in order to determine if these conditions are met.
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If the conditions in paragraph 2, or 3 are met, the public sector body, the natural or legal person to
which the right to re-use data was granted under Chapter 2, the data sharing provider or the entity
entered in the register of recognised data altruism organisations, as the case may be, shall, provide
the minimum amount of data permissible in response to a request, based on a reasonable
interpretation of the request.

INPEFHORERE, 25 2 T T CT —4% _URIHT DM A G2 STz BRANEIIREA,
T A G T NAL R OT — AR AT DI, ETO BT EDOE
FEONEESNIZATHY, 7o, IEPITEEND AR T 57D I LB FPHNIC S
DGEERE, T—HAREEIIHL, TOT —2EHEDOT —H~DT I EATHIEDH
ZEOI TERSBEID ELEENGAET HZEIZBEIL, #ET D,

The public sector body, the natural or legal person to which the right to re-use data was granted under
Chapter 2, the data sharing provider and the entity providing data altruism shall inform the data
holder about the existence of a request of an administrative authority in a third-country to access its
data, except in cases where the request serves law enforcement purposes and for as long as this is
necessary to preserve the effectiveness of the law enforcement activity.

E3E A
Avrticle 31 Penalties

HERKEN S, ZORRRINODIERA T2 IR i TR/ SNANZ B D BUEZ 2, £ OEIRI
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Member States shall lay down the rules on penalties applicable to infringements of this Regulation
and shall take all measures necessary to ensure that they are implemented. The penalties provided
for shall be effective, proportionate and dissuasive. Member States shall notify the Commission of
those rules and measures by [date of application of the Regulation] and shall notify the Commission
without delay of any subsequent amendment affecting them.
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Avrticle 32 Evaluation and review
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By [four years after the data of application of this Regulation], the Commission shall carry out an
evaluation of this Regulation, and submit a report on its main findings to the European Parliament
and to the Council as well as to the European Economic and Social Committee. Member States shall
provide the Commission with the information necessary for the preparation of that report.

% 33 % #RBI(EV) No 2018/1724 DHIE
Article 33 Amendment to Regulation (EU) No 2018/1724
, FATRORE T 1D T,

FHI(EV) No 2018/1724 ORI Il 123UV, [FHEDBRLA VRN
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In Annex II to Regulation (EU) No 2018/1724, the following line is added under ““Starting, running
and closing a business’:

Starting, running and closing a
business

Notification as a provider of
data sharing services

Confirmation of the receipt of
notification

Registration as a European Data

Confirmation of the registration

Altruism Organisation

U E BEEE

Article 34 Transitional arrangements
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Entities providing the data sharing services provided in Article 9(1) on the date of entry into force of
this Regulation shall comply with the obligations set out in Chapter 111 by [date - 2 years after the
start date of the application of the Regulation] at the latest.

BB EMRUER
Article 35 Entry into force and application

ZORANT, EU B LTRSS 20 HEZICHEDT5,

This Regulation shall enter into force on the twentieth day following that of its publication in the
Official Journal of the European Union.

ZOMANE, [ZOMANDIEND 12 HH )5l 45,

It shall apply from [12 months after its entry into force].

ZOHIANZ, ZDORKITHOWTHR N DY, 4 CORREIZ IV TEEA TS5,

This Regulation shall be binding in its entirety and directly applicable in all Member States.

TV 2B/ ZBW T Tz

Done at Brussels,
ERINGEREL T PRI T
i =
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