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U.S. Congress, 1996
two House Reports on HIPAA  (EBz- FReREISX)

Example of such use include...

the transfer of information from health plan to an organization for the sole purpose of conducting health care-related research. As health
plan and providers continue to focus on outcomes research and innovation, it is important that the exchange and aggregated use of
health care data be allowed.
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HIPAA Research use and disclosures without individual authorization {EADRIZEOE V#7515 H

The HIPAA Privacy Rule establishes the conditions under which protected health information may be used or disclosed by covered
entities for research purposes. Research is defined in the Privacy Rule as, “a systematicinvestigation, including research development,
testing, and evaluation, designed to develop or contribute to generalizable knowledge.” See 45 CFR 164.501.
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4{ SI2HHATF (reasonable expectation) ‘

4{ AHOF)ZE (public interest)& NFRE % (public health) ‘

4{ B8R (scientific research) ‘

T AE
The legitimate interests of a controller, including those of a controller to which the personal data may be disclosed, or of  a third party,
GDPR may provide a legal basis for processing, provided that the interests or the fundamental rights and freedoms of the data subject are not
(27 April 2016) overrifling, ta kiig into con sideration the reasonable expectations of datisubje:ts based onth ﬂr relationship with the controller. _
s (a7) EAT-50RTREZRIISEREDES Hﬂﬁ&ﬁw. TEENIE=HOEZLHEL, 7—95@&"52#&0)@%1:5:‘(7—_9
%g%ﬁggﬂ HBMRFEERIONE LT, T-9 240 E VLR ENLEY RSB B2 TE0LL5EMES(C, BIRVOLHOE
g #L53

The processing of special categories of personal data may be necessary for reasons of publicinterest in the areas of public health
without consent of the data subject. Such processing should be subject to suitable and specific measures so as to protect the 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 Parliamentand of the Council, namely all elements related to health, namely health status,including morbidity and disability,

GDPR the determinants having an effect on that health status, health care needs, resources allocated to health care, the provision of, and
(27 April 2016) universal access to, health care as well‘as health care expenditure and financing, and the causes of mortality,
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+ CCPA : California Consumer Privacy Act (2021 F{3L)
2 )EHBBAIBEREN L #iEi8(2024.5)

« California Artificial Intelligence Transparency Act (SB 942)
« Artificial Intelligence Accountability Act(SB 896)

+ Safe and Secure Innovation for Frontier Artificial
Intelligence Models Act(SB 1047)
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4, RIEAERL Al & EREEFRS]) - Al FRH] & Sandbox

SaMD (Software as a Medical Device, ¥ 7 + v = 7 EBEHEER) &1, BRI E LT
B CHRET 2y 7 by 2T RIELE S, ~—F v =T R EbAviiflay 7 by <
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B cl SN2 eoicid, Bl E oA A ICHD BB A BESLETT,

¥, SaMD o #flicBI L <, EEHIc i IMDRF (International Medical Device
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FDA: Artificial Intelligence and Machine Learning in
Software as a Medical Device September 21, 2021

Model training
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Figure 2: Qverlay of FDA's TPLC approach on Al/ML workflow
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2. T AU ADFDA &z JiT1,

EU @ Al Act ici%, 594178 (a) (i) Regulatory Sandbox for Public Health & \» 5 £
H2AH Y ¥3, T it“public safety and public health, including disease detection,
diagnosis, prevention, control and treatment and improvement of health care systems”.
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@559 1. (a) (i) RegulatorySandbox for Public Health

Further processing of personal data for developing certain Al systems

in the public interest in the Al regulatory sandbox

1.Personal data lawfully collected for other purposes may be processed in an Al regulatory sandbox solely for the purpose of developing,
training and testing certain] Al systems in the sandbox when all of the following conditions are met:

(a) Al systems shall be developed for safeguarding substantial public interest by a public authority or another natural or legal person and in
one or more of the following areas:

(i) public safety and public health, including disease detection, diagnosis prevention, control and treatment and improvement of health
care systems;

(i)

@55 7 Regulatory Sandbox

Member States shall ensure that their competent authorities establish at least one Al regulatory sandbox at national level, which shall be
operational by ... [24 months from the date of entry into force of this Regulation]. That sandbox may also be established jointly with the
competent authorities of one or more other Member States. The Commission may provide technical support, advice and tools for the
establishment and operation of Al regulatory sandboxes.

The obligation under the first subparagraph may also be fulfilled by participating in an existing sandbox in so far as that participation
provides an equivalent level of national coverage for the participating Member States.

KIT Regulatory Sandbox IZ 2\ T, Al Act7TIRICTED L H RERLH Y £, H
AFECHHICE S &, WHEEBERER B0y Yy Ry 72 2HE L3 THi-affiox
b, 77 v b 73 —~—Rlvop2 227 ) v x2a) I - EDH LIS
AETNDOEMBBBTHEIE OBRCcREEicd 2561, FLVEiveyr2ET
LDt RFEEICTENT, FEEOHRGICE O R, BHIE T ORE &% T L EiE 2T,
FKiLic kv BohzEHReTr —22HO O RE LICBF W idlETT] &L
TWET, PV PRy 7R 0D THLO LBV T, BRERMZUH ST 2 L
TG TR BRI E T, ERICEEST 25 Al OWt%E - FRERIZ. 25> TH
KoLK 7e & 5 ICWI5IciE < & 9 administrative sandbox DB 220 R & 72 3 X 9 ic
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o RFIDY Y PRy IARE (REAEE)

BHOTY PRI AR L, 10T, TOVIFI-2, DRy MEOHFEBEIOERL P, FIy b4 —Y-REIRR, YITUVITI/-BED
HIZBEIRATTIORRED, RITRHEOBMRTEETHBIBSIC, HLVKITPEIRATT N OLSRE(CAT, BEEORBCEIS,
BHBTOREEZOERIHET RIAEICIVBONEERPT-F2ANTREIORELIIRITWHIETY

®EU Al Act Recital (64)

* *For example, machinery or medical devices products incorporating an Al system might present risks not addressed by the essential
health and safety requirements set out in the relevant Union harmonised legislation, as that sectoral law does not deal with risks specific to
Al systems. This calls for a simultaneous and complementary application of the various legislative acts. To ensure consistency and to avoid an
unnecessary administrative burden and unnecessary costs, providers of a product that contains one or more high-risk Al system, to which
the requirements of this Regulation and of the Union harmonisation legislation based on the New Legislative Framework and listed in an
annex to this Regulation apply, should have flexibility with regard to operational decisions on how to ensure compliance of a product that
contains one or more Al systems with all the applicable requirements of that Union harmonised legislation in an optimal manner.
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