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EDPB(European Data Protection Board)
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and Scientific Research.” European Data Protection Supervisor, 2020. EDPS2|
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ICHGDPR Art. 68(3), Recital 140).
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22 LS 2T “For the purposes of this Preliminary Opinion, therefore, the special

t245104, GDPR
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data protection regime for scientific research is understood to apply where each of the

three criteria are met: 1) personal data are processed; 2) relevant sectoral standards of
methodology and ethics apply, including the notion of informed consent, accountability
and oversight; 3) the research is carried out with the aim of growing society’s collective

knowledge and wellbeing, as opposed to serving primarily one or several private

interests.
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3) EDPS 0f|H|2|Z42] A|AHH
EDPS= 2tatA] o120 Cigh ZHEH) A0 A5te| N7k Bint 22(7(Z&0|
REAE A7 EIEST (European Research Area) 817 2{=|0fof STt BT Ofof W2, A5y Qe J|2 Koz ¢l7o)
L2 7Kz A0|H, A+l= DRet WHEN R2[H 7|ES 7HX| 22 0o 2
GDPR Recital 159 &2 1t 1719 At Eg1t olsliet 0|8 S Z|THE ZEIS= THE UL UCH 7HHEE | &80 2ol =2l woi|x, 71EX 2| XIS Sl
o|ojof| raff HHSE T QUCE 22H| 0] ZEHoll= Hero 2, X|A9| O|H™of| 2AIE F7HH &9 Ao Mol FEEICIT BY|= 0{F7| WiZ0|Ch 71EA2|E ZHl-E o
ApctAZ7he 7S TFEU Art. 179(1) Rge|  FMZ MHEXMOZ ARMSIEE QFSIRILE 80| 2hofl =2|st= WtolM L, ZHRIFE BSHA| 0|29 oM A==
2xg 12{510{0f SHH= LIRO| ZEHE|0] QICE28  T2|1 1H5HE X0 tHeto Open Access YEO|L} 7|EE FAlSHE A2 2ESIThH= FE0I2H = 4 QUCH
0|2 Fai2 Qlolst=7t? S E{t0{of BTt QESIYCES Y9 L0 M 1fefA A15o] HQ|S O g dEE AKX, &YX A7t 58 &
1980 RE RE2 2etA duel Bxlg TlyEs dEsH2018F Hu oAM= 2t Hel Lol ZebE 2K Soi| 2tslf =2fsh= UM T, JHIFEE S| 7|2
SO = Framework Programme S K| Aofl et =X e| &2 2 H 0|T(Optimal A2 2SI, 1 ol HH =AM F15h= 7[=2 ZHR|L RE2 RAIX]|
2HSIRICE Ol Z2 M2 Ex A0 Hedt circulation, access to and transfer of scientific D& ZQJt QICH AUX o117t nfehx o110 ZEtE|=X| 0{EHE S3{mT
a2 XY= SH2 RUSIAL, 3ld= knowledge)O|2t= Ao 2tal, @ 2tetA ZHHZ|7F O] F0{X|= HiZOl =, 7HEFES| X 0/80| 518E BS
ALO|2| IFebA o11et 2| E FHAO| AH|X X|4lo] o|M 1, @ Open Access HH{2| MEH HEFHQ| 0|20] 2t=5HA| FSEICAL AFRE7F HIEE == /= 7tsd
SS FotX|= OtLlstICt J2{CF 2000 24 M2 725101 HESIACE 2Hetd X|4[2 SO0l st 27t = A& HRICEL & A7 E Sl Y &2 20|
0| =tthstod 2| A= HM2H(Lisbon Strategy)Ol 0|2l EHO|M =, 33YAnt 2IZFI Ato[2 2dlist= 20 XkA|of| CHEE SRH0|LE RE{ELt=, I22H MR E 22
OFAE[QUCE2 O] M2F2 RE 2| ZH7t X[A]0f s 2AVE FQ5 X Zo|2 2, A 7|Y0| 2220]| cist 2|7 [2] £HO| 2 W22 HoIch JZCHH, MX =5
7\grst Mz 3Mo= Ollst= S of7| 2l e, F8, S3¢77(|2 e Bzt | @St XAl =HE StF7| Bhh= 2tEE 22182 7tsde o EH zaske
Aot AIE YHME o= H8S 1 HHSHH|Z2S SEAMCE HESIHA, Rzt ZRIX|of E&Est= 20| o Al F20| 2 Zolct
U= AO|ACEI APChUZ7EO| Y2 B[22  XF0| SH AFE LORt X {SIA=A] 2
Hefo| MM @iz HYUEUCE FALCHE T2} 0| 50| ©¥25H0] ZHdgh M= 0| EotLt Ch 82| 7|& : zZiciaely
ot A= XA AES fl6 EatEe2 SUE|U=A] R E B2 SIS0t
e EYUSHES St 0| XA, 0|2 Open Access FH2| ZHO|M =, 7HEE HE0| HMRIHE Hoy et A1o| 7 dat 1 of2(2] AN 27k =
Q5 DIz o2 HE|Q| XIZX|IS MIXOR2  JhsEh ISt X£2| H|80| OfIeHK| ZAXMoz 22|7|FE AMO|9] #SAEO0[Lt ZR3HE O A g ARUK|Qf 2S04,
et YHO| FE=ACE gholstn A Yol 2utE HESIRIC.S2 HHo g HAHo FRE S0M EHET|Z st FHH 2 JelgE
E|2o| At S tel Y2 afetA S FEI QI E FEchs MHRE[H 2= 420,
QUM A= MRS T2 S2|H 2 JHYSIALE QA S, el
) o , , HE 52 4EAEE So10] £35h= 7 = S Alde = U=
28 "Where personal data are processed for scientific research purposes, this Regulation should also apply to that
MHE 0|25}= © rAHOd | Ed = S) O|ZICHALO:
processing. For the purposes of this Regulation, the processing of personal data for scientific research purposes MEE 0|85H= AF0|CHMHR M, M2E H15). QlZicHaked=of
should be interpreted in a broad manner including for example technological development and demonstration, CHaiM = e o Z @ L sH= AFH S2|(informed consent)2t @ S&E
fundamental research, applied research and privately funded research. In addition, it should take into account the FHof| ol R2|H Z=H|A|(independent ethical oversight)& 2=
Union's objective under Article 179(1) TFEU of achieving a European Research Area...” (GDPR Recital 159) 40| QEIC} 0|= 1710 Z7}et MEZH|7} S5t MEHE jj2we 5
29 Elera, Alvaro de, “The European Research Area: On the Way Towards a European Scientific Community?” European Ko AL0|| 7|510] S22 51010} stCH= KIET} H|32| SEIX S2|2 3]
L 112, n0. 5 (2 : -66. = - .
aw Journal 12, no. 5 (2006): 56066 = 7|2 22|9213(Institutional Review Board, IRB)0IA 11 210
30 Commission of the European Communities, “Towards a European Research Area,” (2000): 4-5. 2H0{5t0 D L|E{SHOF BiCH= QRIS 1845k Z10|C} 0]0f 2Hat =20 104,
31 Council of the European Union, “Draft Council conclusions on the European Research Area Roadmap 2015-2020,” O|=29| QIZtcjAtA o] ARCHAX} HSE 2|TH A= X|Zl(Federal Policy for
(2015): 3-5. the Protection of Human Subject)@! ‘AT Z(Common Rule) 0| &5t
32 Council of the European Union, “Draft Council conclusions on the European Research Area Roadmap 2015-2020,”
(2015): 3-5.
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1) HIPAA2} Common Rule
O|=20 M= YetH2 Sall QI MEE THXOZ A251K| 41, 2|22}

WS ZLesh ZF 2ORllM JHEH S Sl M EES ZXE CHED QUL
1% BA92HE 0| 28| M= Health Insurance Portability and Accountability

Act(0]5t ‘HIPAA)Z HQIMEE S 0|5 2H&tsict 2|1 My ea|t 2 s
BH2roj M= Common Rule| #&0| A0|Ct 24 HIPAA &2 A7 E
HAM o= Folsta ULt of Felol| ofstH A= utst 7hsth X|42
MDt 7|04E 2I5t04 0| F0{X|= HM|AIZ ZALE 2|0|5HH, ZHRDF Algdlt WIHE
0ol Ho|2 WII=ICHHintes, 2019).
HEE 0|85t S HIPAA

7| HMHR2|S|(RB) MelE HAMAM 7H°._|§EE I%a % sh=d|, HIPAA
2l(authorization)2 22 0| 0i|0F Al
ALK S7Hote Ag HEe= @it J2{Lt 0= ﬁ!“a”f%g*
ZHRIF Hoi 25t Z240|1, HIAEXZ| S 510 HEFHIE &
HIPAA 182 ME& Mg &~ QAL M2t HIPAA 82 HE7L AEIHsst
ZQIX| o 2ofl w2t ME0o{R 7} Hatzich

HIPAA Privacy Rule2| “M|0| 5} (Safe Harbor)” 2410i| 2|5HH
[AERE| = RUMoZ AHItStt HEE H7ots WA= HEICL
EAMIEAMHSE et AFH o Z FHE 012] AEXK(identifier)
=2 XK quasi-identifier)E Mt S of= HAISZ, 0] 2HH S HE
HRIHE= HIPAAS| X E2 &X| OtL[stCt 0]2F E2|, (I1‘E‘7|'7217<(SI(EXDGI”[
Determination)” &4l2 Mg & ULt Ol MZR7IE S3
ClIO|EHMIEO|| CHa #HX o2 HESH0] THAIH Q|| +FS LIS 5t
0|22, & & = xHAIEHO| 7+540| 0 HCH0 EHEHEICHA HIPAA
TEE MEWX| 4 ot EAlo|Ch
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2) 7§EEl Common Rule

19793 0|2 2|3|0f| WEE E I M(Belmont Report) 7t KIS &3 A

33 HHE2 0|F0|M HRXHo=
O

2xoz Q% FYOIX| Kol FE0| Cisi 2451 U= EDPS2
olblolANNE HIES £1 AHF

S| ALt

34 “Research means a systematic investigation, including research development, testing,
and evaluation, designed to develop or contribute to generalizable knowledge.” (45 CFR
§164.501).
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9|7t 7hSOHESE oYLt CHot ZZXOl S0/ O|RFX Q1 410
SHYstRiEtt 2200 ZHRIME E EE GAIS] S2{0] 77} OfLALE HEO|
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2| = 2E BiHIE Zo|Tt.

35 “Research means a systematic investigation, including research development, testing,
and evaluation, designed to develop or contribute to generalizable knowledge.” (45 CFR
§ 46.102(1)).

36 “(1) Scholarly and journalistic activities... (2) Public health surveillance activities... (3)
Collection and analysis of information, biospecimens, or records by or for a criminal
justice agency for activities authorized by law or court order solely for criminal justice or
criminal investigative purposes. (4) Authorized operational activities (as determined by
each agency) in support of intelligence, homeland security, defense, or other national
security missions.” (45 CFR & 46.102())).
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37 “Secondary research for which consent is not required.” (45 CFR § 46.104(d)(4)).
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