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B E B DA OBEEHHRILE 2 /7 L. AANIC X 2 @FEFHHROMGEH & 4 H— b
Y AT L (SaMD CEBRAKA 1 2E&t) ORENRIERSFESEICKD bTnwb
BFEET—2okofclDiE 22 e, BWYARTATIT - EREOMS &
FEEEYEIE DO T TR L R - FRZITI C P AEE L hoTn 5,
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( f:E )

EBEOERT — 2 IcBT kLMl 2 &2 5 L &, BN AAANRE LRV LAAN
BG B RICEM I NS /7T, MAET 2MFOT — 2 X—2 %A L. LYV KEh
g7 — 2 HBA TR T 2 2 bk e mBlic X o THEI ATV 2 MIH AR E T &

Wy,

¥ 7. WFRBAF D b - TR £ <. EEEROFIEHIC 3T % P
BHDITATZ R DlE, EEICE T 24T & RIS - EEESRE o fihElGe (»
W3 FHD . e fEHIcoTHOBLTWwBZ ERn—HE A oTWn5,

EU 12E WX, public health(NREH) OMEEZ IR T 2 2 &Itk b, EET —4
DAHEZBEHL. MAOFEZEZ T, EEN - EREERS ORLENRGE & ek o
mE A LD EOERT — X OFER2 GDPRICX - TH[EEL T LT 5

KENCBWTIE, EET — & O % Research OWES T—H5 L THAMTHFSE L 6
HESMET. THTITICE TS — XD O mEAR. THIREZOIERINE £
T—HL7ZEHROFHZAREE LT3,

MKICEBTE4 v 7r—2LF - -avey ofESE, The New York Court of
Appeals (= =2 —3= —Z7MRE#) D Schroendorf f v.Society of New York Hospitals,
105 N.E. 92 (N.Y. 1914) LUk, 110 % Z 2 3% B, =2 b v L7 ffifH, ~L
YYFHE, EVF - LR - FEOMBFAICKH I LTS

772 NDHE~DREE L ERT — 2 OFGER %2 FH S 5 2 &I IEEmERRY 7 R EE 2
HY. Fric, BBENOWIZE (invitro). EAENICE T 2% (in vive) ZiEEX T, 7
— ZERERTE (5 — 2 BN CTOFE &\ 5 BEIRT in silico & METNRZ) 2SHEIHIAY
R EEART LI ICh o LESORID D & T, ERT —2FEHICE T2 77
ANy — (R T B HEN BN —AER S EE L 72> T 3,

D Eo@bre, fiEE LT, EU® GDPR ICHJ % public health”, US ® HIPAA
IZ B 1T % “Research”, CIOMS Guidelines IZ B 3 EET — X DRV OfHEHAL — L
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(BEANBEE D) 2. Z’AECE T 3EEMEOLS /) X—vavypsEL LT,
ftEes 3,

1 GDPRIZ$ (S % public health

Gip) (54) The processing of special categories of personal data may be necessary
for reasons of public interest in the areas of publichealth without consent of the data
subject. Such processing should be subject to suitable and specific measures so as to
protectthe rights and freedoms of natural persons. In that context, ‘public health” should
be interpreted as defined in Regulation (EC)No 1338/2008 of the European Parliament
and of the Council 11, namely all elements related to health, namely health
status,including morbidity and disability, the determinants having an effect on that health
status, health care needs, resources allocated to health care, the provision of, and
universal access to, health care as well as health care expenditure and financing, and the
causes of mortality. Such processing of data concerning health for reasons of public
interest should not result in personal data being processed for other purposes by third

parties such as employers or insurance and banking companies.

(54) FeRl B OMA T — 2 OBk Vi3, 77— 2 FHROFE AR LI, AREED)
Wicsd s o2 LT, BELBRDZILEH L, 2D X5 HHIK I,
HANOHENMM O HHZRET 2 720 DY 2> BEAN 2B ICRT 2 b D ThiTh
bk, ZOXMRICE T, [AREE] L. BINES I CHEFESOHH] No
1338/200811 ICELINTW2 XS iC, T7abb, BRICHT 2L TOER, e
&, ERREDC L L LUHRE AT RIZARL RV, 2N, FRER REE,
ek I B 2 52 2 RN, EROMLBENE, BEFRICEH Y B Ton 3 EH, EROR
HROPEE~DL=AN—F LT 7 X, WNIC, EREROTHAPESTY, 2 LT,
WCRRZEG, 20X N tofisZ2 i e T 2EELBEET AT — 2 DI
Pz, HHE. RSN SRR O X 5 2E =81 X > Tillo HIND 72 & 1T
AT =2 BB b 2R %2720 LTI AL AV, (EABRRERELSEZRAA
B, THUISIA#EIC L B, )
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2 KE®D The HIPAA Privacy Rule (23 1T % "Research”

HIPAA Administrative simplification at 45 CFR Part1l62 — ADMINISTRATIVE
REQUIREMENTS  Subpart E-Privacy of individually Identifiable Health Information
§ 164.501 Definitions “Research means a systematic investigation, including research
development, testing and evaluation, designed to develop or contribute to generalizable

knowledge.”

Wroe &, WIIERISE. BREE. aHili 2 & ORI ECTH o T, —iRILTE 2D &
JEXZERRD 720 I TH A v EaNTb DRI,

3 CIOMS Guidelines I2H T AT — & FBA E

CIOMS (Council for International Organizations of Medical Sciences ) ¥, 1949 4EiC
WHO & UNESCO (2 & o CTHF Tz & n 7 ERRI 2 3EBUR - FEERMMCTH Y |
International Ethical Guidelines for Health-related Research Involving Humans % 2016

FICNTL,

CIOMS Guidelinel2 . "COLLECTION, STORAGE AND USE OFDATA IN
HEALTH-RELATED RESEARCH”IC 2w T, broad informed consent *°[G]= D R

waiver D57 & FEM R E 23X T 5,

https://cioms.ch/publications/product/international-ethical-guidelines-for-health-

related-research-involving-humans/
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