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Abstract

With the rapid advancement of Al (artificial intelligence) technologies, governments around
the world have been implementing major national policies to facilitate the development of All,
in the hopes of becoming the pioneers in this emerging industry and technology revolution in
order to take their economies to the next level of growth. As the development of Al has
become an international trend, there are growing demands for relevant laws and regulations,
albeit the international community has not yet come to a consensus on the legal ramifications
of Al. In light of the ubiquitous presence of Al and its significant impact on our societies,
this study aims to identify the key issues surrounding the application of the laws regarding the
development of Al through taking stock of and analyzing relevant literatures and discussions
at home and abroad before proposing adjustments and response strategies specific to the legal
framework in Taiwan. We hope the proposals herein will serve as a reference for the

government’s subsequent planning of Al policies.

Apart from reviewing official policy papers from different countries and reports produced by
international organizations, this study has also analyzed and compared the relevant
legislations, legislative proposals and initiatives, academic journals, expert opinions and other
key discussions before proposing recommendations in law and practice for the following six
major issues: (i) Application of copyright laws on Al-related matters; (ii) data protection and
fair use under the context of Al; (iii) the development of unmanned vehicle and relevant tort
liability; (iv) using Al and big data under public authority; (v) the application of Al and
financial regulatory sandbox; and (vi) legal ramification of the application of Al in healthcare.
As Al-related issues are under constant discussions and development among international
communities, this study believes that continual observation and monitoring on relevant issues
are also required to ensure that the development of the legal framework in Taiwan is in line

with international trends.

Finally, as Al involves a wide array of issues which cannot be covered by this study, we also
recommend the government to conduct further research on a number of relevant legal issues,

such as the impact that Al has on the labor market, the necessity of setting forth Al ethic rules



and ethic committee, the patentability of inventions by Al, in order to mitigate the potential
impact that the application of Al will bring about and to prevent any loss of opportunity in Al

development due to Taiwan’s existing legal restrictions.
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* Googleso® 31 & ~ 23p i ks (GPS) ~ -+ 35k ¥ 7 §F » 53 Al ehgerd o

> John McCarthy et al. (1956). A Proposal for the Dartmouth Summer Research Project on Atrtificial
Intelligence. Retrieved from http://jmc.stanford.edu/articles/dartmouth/dartmouth.pdf.

® Richard D. Arvey et al. (1994, December 13). Mainstream Science on Intelligence. The Wall Street Journal.
Retrieved from http://www1.udel.edu/educ/gottfredson/reprints/1994WSJmainstream.pdf

7 John Frank Weaver (¥ ) > @iz % () (2018) » (4 ® x4 T A 1 A1 u o) » F 4
i AR
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12 17 U.S.C. §201(a): “Initial Ownership. — Copyright in a work protected under this title vests initially in the
author or authors of the work. The authors of a joint work are coowners of copyright in the work.”

¥ The Article 306 of the Compendium of US Copyright Office Practices: “The U.S. Copyright Office will
register an original work of authorship, provided that the work was created by a human being. The copyright law
only protects “the fruits of intellectual labor” that “are founded in the creative powers of the mind.” Trade-Mark
Cases, 100 U.S. 82, 94 (1879). Because copyright law is limited to “original intellectual conceptions of the
author,” the Office will refuse to register a claim if it determines that a human being did not create the work.
Burrow-Giles Lithographic Co. v. Sarony, 111 U.S. 53, 58 (1884). For representative examples of works that do
not satisfy this requirement see Section 313.2 below.”

* The Article 313.2 of the Compendium of US Copyright Office Practices: “The Office will not register works
produced by nature, animals, or plants. Likewise, the Office cannot register a work purportedly created by divine
or supernatural beings, although the Office may register a work where the application or the deposit copy(ies)
state that the work was inspired by a divine spirit.”
® Bpnds o AL F 5665«
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16 Kalin, Hristov (2017). Artificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

7" Annemarie Bridy (2012). Coding Creativity: Copyright and the Avrtificially Intelligent Author. Standford
Technology Law Review, Vol. 5, 54.

B ppnds > i FO76 -

9" Annemarie Bridy (2012). Coding Creativity:Copyright and the Avrtificially Intelligent Author. Standford
Technology Law Review, Vol. 5, 55.

%0 Ryan Abbott (2016). | think, Therefore I Invent: Creative Computers and the Future of Patent Law. Boston
College Law Review, Vol. 57, 1102.

21 Annemarie Bridy (2012). Coding Creativity:Copyright and the Artificially Intelligent Author. Standford
Technology Law Review, Vol. 5, 57.
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22 Ryan Abbott (2016). | think, Therefore | Invent: Creative Computers and the Future of Patent Law. Boston
College Law Review, Vol. 57, 1079.

% Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1257-1258.

24 Kalin, Hristov (2017). Avrtificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

2 Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. &

Tech. Review, 33.
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% Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1258.

77 17 U.S.C. §101: A “derivative work” is a work based upon one or more preexisting works, such as a
translation, musical arrangement, dramatization, fictionalization, motion picture version, sound recording, art
reproduction, abridgment, condensation, or any other form in which a work may be recast, transformed, or
adapted. A work consisting of editorial revisions, annotations, elaborations, or other modifications which, as a
whole, represent an original work of authorship, is a “derivative work”.

% Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. &
Tech. Review, 11.

2 Feist Publications, Inc. v. Rural Telephone Service Co, Inc., 499 U.S.340 (1991) - # i* & % Rural Telephone
Service Co., Inc. = % R 7 (Kansans) & ¥ 7 3 IRix2 ¥ Jﬂ‘ ?,;;Pﬁizz»mse 7 o nzw“—%ﬁui’ A
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1 Annemarie Bridy (2012). Coding Creativity:Copyright and the Avrtificially Intelligent Author. Standford
Technology Law Review, Vol. 5, 64-65.
%2 Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. &

Tech. Review, 15.

%% Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1261. See also
Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. & Tech.

% Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1261.
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% Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L.&
Tech. Review, 22-23.
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% Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1259-1260.
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0 Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. &

Tech. Review, 27.

*1 Robert Yu (2017). The Machine Author: What Level of Copyright Protection Is Appropriate for Fully
Independent Computer-Generated Works? University of Pennsylvania Law Review, Vol. 165, 1264-1265.
*2 Kalin, Hristov (2017). Atrtificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

17 U.S.C. §101: A “work made for hire” is — (1) a work prepared by an employee within the scope of his or

her employment;
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# 17 U.S.C. §101: A “work made for hire” is — (2) a work specially ordered or commissioned for use as a

contribution to a collective work, as a part of a motion picture or other audiovisual work, as a translation, as a
supplementary work, as a compilation, as an instructional text, as a test, as answer material for a test, or as an
atlas, if the parties expressly agree in a written instrument signed by them that the work shall be considered a

work made for hire...

** Kalin, Hristov (2017). Artificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

442-443

*® Darlin Glasser (2001). Copyrights in Computer-Generated Works: if Anyone, Do We Reward. Duke L. &

Tech. Review, 24.

" Kalin, Hristov (2017). Artificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

445-447.

8 Annemarie Bridy (2012). Coding Creativity:Copyright and the Avrtificially Intelligent Author. Standford

Technology Law Review, Vol.5,68. &~ %
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9 Kalin, Hristov (2017). Artificial Intelligence and the Copyright Dilemma. IDEA: The IP Law Review, 57(3),

443.
SUa— i o F 444-445 -
- x> F 445 -

52 Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,

Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 19.

53 Article 1 (3) of the Software Directive 91/250/EEC: A computer program shall be protected if it is original in
the sense that it is the author’s own intellectual creation. No other criteria shall be applied to determine its

eligibility for protection.

5 Article 3 (1) of the Database Directive 96/9/EC: In accordance with this Directive, databases which, by reason
of the selection or arrangement of their contents, constitute the author's own intellectual creation shall be
protected as such by copyright. No other criteria shall be applied to determine their eligibility for that protection.
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* HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 14.

% Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 19-20. See also HM
Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399 Master’s
thesis Faculty of Law of University of Law, 16-17.

% HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 18.
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* Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 54.

% HM Behler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 27-28.

% Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 50.

" HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 28.

%8 European Parliament (2017). European Parliament resolution of 16 February 2017 with
recommendations to the Commission on Civil Law Rules on Robotics, 16.

% Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 51.
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® HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 29.

™ 4on g F https://www.politico.eu/article/europe-divided-over-robot-ai-artificial-intelligence-personhood/ %
https://www.dailymail.co.uk/sciencetech/article-5612735/Experts-Europe-loggerheads-electronic-persons-legal-s

tatus-robots.ntml ({5 P 10/01/2018 )

"2 Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 45.

® Samuelson Pamela (1985). Allocating Ownership Rights in Computer-Generated Works, University of
Pittsburth Law Review, 1205.

* HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 30.

™ Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 46.

® HM Bphler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 30.

i 3L

® Tuomas Sorjamaa (2016). I, Author: Authorship and Copyright in the Age of Artificial Intelligence,
Department of Accounting and Commercial Law, Hanken School of Economics, Helsinki, 48.
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8 HM Baghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 31.

81 Article 2 (3) of the Software Directive 91/250/EEC: Where a computer program is created by an employee in
the execution of his duties or following the instructions given by his employer, the employer exclusively shall be
entitled to exercise all economic rights in the program so created, unless otherwise provided by contract.

82 HM Bghler (2017). EU copyright protection of works created by artificial intelligence systems, JUS399
Master’s thesis Faculty of Law of University of Law, 31.
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8 Copyright, Designs and Patents Act 1988, Section 9(1):” (1) In this Part “author”, in relation to a work, means
the person who creates it.”

8 Section 178 of CDPA: “generated by computer in circumstances such that there is no human author of the
work.”

88 Section 9(3) of CDPA provides that the author of a computer-generated work is deemed to be the person “by
whom the arrangements necessary for the creation of the work are undertaken”.
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8 Abbott, Ryan Benjamin, Artificial Intelligence, Big Data and Intellectual Property: Protecting
Computer-Generated Works in the United Kingdom (November 2, 2017). Research Handbook on Intellectual
Property and Digital Technologies (Tanya Aplin, ed), Edward Elgar Publishing Ltd, Forthcoming. At 1.

% Section 1(1) of CDPA: (1) Copyright is a property right which subsists in accordance with this Part in the
following descriptions of work —

(a)original literary, dramatic, musical or artistic works,

(b)sound recordings, films [or broadcasts], and

(c)the typographical arrangement of published editions.”

1 Mark Perry & Thomas Margoni (2010), From music tracks to Google maps: Who owns computer-generated
works?, 26(6), Computer Law & Security Review, pp. 621-623.

% Express Newspapers Plc v Liverpool Daily Post & Echo Plc [1985] 3 All E.R. 680.
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10 parliament of Australia (1999), ‘Simplification of the Copyright Act 1968 - Part 2: Categorisation of Subject
Matter and Exclusive Rights, and Other Issues’ 15 Research Note 1, 2.

11 Mark Perry & Thomas Margoni (2010), From music tracks to Google maps: Who owns computer-generated
works?, 26(6) Computer Law & Security Review, 621 and 622.

12 Copyright Act 1968, 32(1): Subject to this Act, copyright subsists in an original literary, dramatic, musical or
artistic work that is unpublished and of which the author:

(a) was a qualified person at the time when the work was made; or

(b) if the making of the work extended over a period—was a qualified person for a substantial part of that period.
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269 81a Motor vehicles with highly or fully automated function

(1) The operation of a motor vehicle by means of a highly or fully automated driving function is permissible
provided the function is used for its intended purpose.

(2) Motor vehicles with highly or fully automated driving function within meaning of this Act are those which
have technical equipment which

1. is able to perform, after activation, the driving task — including longitudinal and lateral control — for the
respective motor vehicle (vehicle control),

2. is able to comply with the traffic regulations applicable to the vehicle driving task during highly automated or
fully automated driving,

3. can be manually overridden or deactivated by the driver at any time,

4. is able to recognized the necessity of manual vehicle control by the driver,

5. is able to visually, acoustically, tactilely or otherwise perceivably notify the vehicle driver of the requirement
to pass vehicle control to the driver with sufficient reserve of time ahead of passing control, and

6. notifies of use that is contrary to the system description.

270 §1b Rights and responsibilities of the driver when using highly or fully automated driving functions

(1) The driver of the vehicle may turn away his attention from the traffic and the vehicle control when the
vehicle is controlled by means of highly or fully automated driving functions according to 81a; he/she must
remain sufficiently responsive that he can fulfill his duty under paragraph (2) at any time.

(2) The driver is obligated to take over the vehicle control immediately.

1. when the highly or fully automated system asks him to do so or

2. if he recognizes or, on the basis of obvious circumstances, realizes that the prerequisites for the intended use
of the highly or fully automated driving functions no longer exist. # <~ %% %+ Czarnecki, Krzysztof. (2017).
English Translation of the German Road Traffic Act Amendment Regulating the Use of “Motor Vehicles with
Highly or Fully Automated Driving Function” from July 17, 2017. 10.13140/RG.2.2.10796.77441.

21§12 Maximum Amounts

The person liable to pay compensation is liable
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1. in the event of the death or injury of one or more people by the same event, only up to a total amount of five
million euros, and if the damage is caused by the use of highly or fully automated driving in accordance with §1a,
only up to a total of ten million euros; in the case of paid passengers transport, for the holder of the transporting
motor vehicles or trailer who is liable to pay compensation for the killing or injury of more than eight passengers,
that amount shall be increased by 600000 euros for each additional person killed or injured,;

2. in the event of damage to property, even if several things are damaged by the same event, only up to a total
amount of one million euros, if the damage is caused by the use of a highly or fully automated driving function

in accordance with 8§1a, only up to an amount of a total two million euros.

The maximum amounts according to sentence (1) 1.also apply to the net present value of a pension to be paid as

compensation.

¥ %+ Czarnecki, Krzysztof. (2017). English Translation of the German Road Traffic Act Amendment

Regulating the Use of “Motor Vehicles with Highly or Fully Automated Driving Function” from July 17, 2017.
10.13140/RG.2.2.10796.77441.
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328 Electronic Privacy Information Center, Algorithms in the Criminal Justice System.
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330 Matt Burgess (2018, March 1), UK police are using Al to inform custodial decisions — but it could be
discriminating against the poor (2018, March 1). Retrieved from
https://www.wired.co.uk/article/police-ai-uk-durham-hart-checkpoint-algorithm-edit; Bernard Marr (2017,

September 19), How Robots, 10T And Atrtificial Intelligence Are Transforming The Police. Retrieved from
https://www.forbes.com/sites/bernardmarr/2017/09/19/how-robots-iot-and-artificial-intelligence-are-transformin

g-the-police/#27e3182a5d61; Ed Yong (2018, January 17), A Popular Algorithm Is No Better at Predicting

Crimes Than Random People. Retrieved from
https://www.theatlantic.com/technology/archive/2018/01/equivant-compas-algorithm/550646.
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%32 Ira S. Rubinstein, Ronald D. Lee and Paul M. Schwartz (2008). Data Mining and Internet Profiling:

Emerging Regulatory and Technological Approaches 75 U. Chi. L. Rev. 263. #|4ri¢ * pattern-based data
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33 Executive Office of the President (2016). Big Data A Report on Algorithmic Systems, Opportunity, and Civil

Rights, 19-21.

3% Mark Smith, Can we predict when and where a crime will take place?

https://www.bbc.com/news/business-46017239 (30 October 2018)
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%36 perfected in China, a threat in the West (June 2, 2018). The Economist.
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%% Science and Technology Committee, House of Common (2016). Robotics and Artificial Fifth Report of

Session 2016-17, 16.
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3 Andrew Guthrie Ferguson (2015). Big Data and Predictive Reasonable Suspicion, 163 U. Pa. L. Rev., 7-9.
%4 Solon Barocas and Andrew D. Selbst (2016). Big Data’s Disparate Impact, 104 California Law Review,
684-687.

% Raso et al. (October 25, 2018). Artificial Intelligence & Human Rights: Opportunities and Risks, Berkman
Klein Center Research Publication No. 2018-6  24.

348 Ferguson, at 402. See also Julia Angwin, Jeff Larson, Surya Mattu and Lauren Kirchner, ProPublica (2016,
May 23). Machine Bias. Retrieved from
https://www.propublica.org/article/machine-bias-risk-assessments-in-criminal-sentencing.

347" State v. Loomis, 881 N.W.2d 749 (Wis. 2016).
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%49 Ewert v. Canada, 2018 SCC 30. Para. 80.
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%1 Room document for the 38th International Conference of Data Protection and Privacy Commissioners (2016).
Artificial Intelligence, Robotics, Privacy and Data Protection, 4; Government Office for Science (2016).
Artificial intelligence: opportunities and implications for the future of decision making, 14.

%2 House of Commons, Science and Technology Committee (2016). Robotics and artificial intelligence: Fifth
Report of Session 2016-17, 18.

%3 Government Office for Science (2016). Artificial intelligence: opportunities and implications for the future
of decision making, 14.

%4 Jon Kleinberg et al. (2017). Human Decisions and Machine Predictions. National Bureau of Economic
Research, Working Paper No. 23180.
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9 Danielle Kehl, Priscilla Guo, and Samuel Kessler (2017). Algorithms in the Criminal Justice System:
Assessing the Use of Risk Assessments in Sentencing. Responsive Communities Initiative, Berkman Klein Center
for Internet & Society, Harvard Law School, 30.

%0 Joshua Kroll (2016, February 10). Accountable Algorithms (A Provocation). Retrieve from
http://blogs.lse.ac.uk/mediapolicyproject/2016/02/10/accountable-algorithms-a-provocation/; Christopher Bavitz
(2018, June 26), Morality in the Machines. Harvard Law Bulletin - Summer 2018. Retrieve from
https://today.law.harvard.edu/feature/morality-in-the-machines/; Cary Coglianese and David Lehr (2017).
Regulating by Robot: Administrative Decision Making in the Machine-Learning Era, Georgetown Law Journal,
1189-90.

%L State v. Loomis at 774. See also Kehl et al., at 28.
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Auvailable on https://ghr.nlm.nih.gov/primer/consult/prognosis

#% Regulation (EU) 2017/745 of the European Parliament and of the Council of April 5, 2017 on medical
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC, Acrticle 2 (1)

*® Frank, Sharon. A new model for European Medical Device Regulation: a comparative analysis in the EU and
the USA, Europa Law Pub, 2003, p.38

1" Chung, Jason, Hey Watson, Can | Sue You for Malpractice? Examining the Liability of Avrtificial
Intelligence in Medicine, Forthcoming, Asia-Pacific Journal of Health Law, Policy and Ethics, Novermber 2017,
retrived from https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3076576
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8 Judgment of the European Court (Fourth Chamber) of 7 December 2017 - Case no. C 329/16: Syndicat
national de I'industrie des technologies médicales (Snitem) and Philips France v Premier ministre and Ministre
des Affaires sociales et de la Santé.

479 DIRECTIVE 2007/47/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 September

2007, Whereas (6)

“81 Mariana Alpalh&o Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
health? (Tilburg Law School Tilburg University), p7, Retrived from http://arno.uvt.nl/show.cgi?fid=146408
8 Eyropean Commission (2017). Report of the Working Group on mHealth assessment guidelines. Retrieved
from http://ec.europa.eu/newsroom/document.cfm?doc_id=45251

*8 Lincoln Tsang, Daniel A. Kracov, Jacqueline Mulryne, Louise Strom, Nancy Perkins, Richard Dickinson,
Victoria M. Wallace, and Bethan Jones, The Impact of Artificial Intelligence on Medical Innovation in the
European Union and United States (2017/8)
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1. mizRa 5~ 245 % i 4k 5.7+ (Federal Food, Drug, and Cosmetic Act )

FRHETAIZARA P N2 R EHARARY P HAIFHE A
% 0 BB A2 - ’%{Al AT EHIRTS FhEH > o FHEN
8 5~ #4214 &3 (Federal Food, Drug, and Cosmetic Act) R4~ f&
£ 2 Wa &% ¢ =5 (Foodand Drug Administration » i £ FDA) &
%o FDAGREF R EH Rtg LM " 204 & L8 B 0
BE SRR ARA PMRRL RE KL 15 BEFL
g MU ERAE S s e R 2R T
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P kAL R HES e p AR E BRY LW A FDA
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ARV < R /,,\_&ﬁg # o &~ ¢;T.]§§)%x ER T RHZ >ME P E

F2 @ A2 gF42R Class | - &g 4] ~ Class Il #7x¢ 412
Classlll + 5 525+ o H ¢ » &7 Al F"a}ﬁﬁm}ﬁ M2 =< FDA =2 4
AR F R BHATAIA B 5 78 F R s 425% (Mobile Medical Apps »
i # MMAs) - FREM 7R % % (Medical Device Data Systems »
# MDDS) - fmﬁ% + (Software as a Medical Device > #§ - SAMD) -
Tk -k £ # ik su (Clinical Decision Support System » i # CDSS ) -
M FDA . & % 2> % 4p B & iiﬁ%ﬁig C

(1) F&FR k" 25 (MMAS)

4 MMAs > § 34 al2 Bt A2t 0 (1) 2R FREH L&Y

8 Federal Food, Drug and Cosmetic Act 21 U.S.C. § 321(h).
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% Class| (&%) s FDA 32015 %2 "% 9p i% ((%3:),%: E )
T ks B iaEs B 42 P # il & ) (Guidance for
Industry and Food and Drug Administration Staff: Medical Device
Data Systems, Medical Image Storage Devices, and Medical Image
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FRPGESEHZ FRRGALCEHFRA LI 5547
e
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FDA #-SAMD % & 5 "R {7 B2A2E - B Ffp i 225 F
FAE2 - Fnengedl o 74 (et F 4 TRk =) (Guidance for

Industry and Food and Drug Administration Staff: Software as a

Medical Device (SAMD): Clinical Evaluation (December, 2017) )**" »

% EDA, Guidance for Industry and Food and Drug Administration Staff: Mobile Medical Applications (Feb.
2015), available at
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM263
366.pdf

* EDA, Guidance for Industry and Food and Drug Administration Staff: Medical Device Data Systems,
Medical Image Storage Devices, and Medical Image Communications Devices (Feb. 2015), available on
https://www.fda.gov/ downloads/medicaldevices/deviceregulationand guidance/
guidancedocuments/ucm401996.pdf.

*8" FDA Guidance for Industry and Food and Drug Administration Staff: Software as a Medical Device
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“%%m%%ﬁwﬂﬁﬁ&ﬁuéif BIAT ~ FRORIEZ b % 2

SEKNCE Pﬁfﬁﬂi&”/’v\ﬁi%ﬂ"#k%‘“?% EHhTEFFRS T
ABF R EH -
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%94 ¥ 2140 & F % % % 3060 i%( Section 3060 of the 21st Century
Cures Act) { #-+ %4 >t CDSS 2 #ic 8 £ ",f WEREEML &
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(SAMD): Clinical Evaluation (December 2017), available on
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm524904.p

8 parasidis, E. (2018) Clinical Decision Support: Elements of a Sensible Legal Framework. Journal of Health
Care Law & Policy, 20(183), 1-37.
89 21st Century Cures Act, Pub. L. No. 114 — 255 § 360.
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1 Chung, Jason, Hey Watson, Can | Sue You for Malpractice? Examining the Liability of Avrtificial

Intelligence in Medicine, Forthcoming, Asia-Pacific Journal of Health Law, Policy and Ethics, Novermber 2017,
retrived from https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3076576

92 Jeremy Hsu, “FDA Assembles Team to Oversee Al Revolution in Health,” IEEE Spectrum, May 29, 2017,
available on https:// spectrum-ieee-org.cdn.ampproject.org/c/spectrum.ieee.org/the-human-os/biomedical/
devices/fda-assembles-team-to-oversee-ai-revolution-in-health.amp.html; Megan Molteni, “Medicine is going
Digital. The FDA is Racing to Catch Up,” Wired (May 22, 2017), available on https://www.wired.com/2017/05/
medicine-going-digital-fda-racing-catch/.
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9 The Parliamentary Office of Science and Technology (2014), Big Data and Public Health, July 2017,
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European Union and United States (2017/8)
(https://www.arnoldporter.com/-/media/files/perspectives/publications/2017/08/the-impact-of-artificial-inteellige
nce-on-medical-innovation.pdf)

504" Article 5(2) of the GDPR.

%% The provision of informed consent is addressed by Articles 6(1) and 7 of the GDPR.

%% Recital 71 and Article 13 of the GDPR.
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2K FDA & (G471 AR —‘F%Féi? PV S AR RERBAE S
PF R B 0 blde : B Tk % (infusion pump system) o % 4
¥ % (atrial defibrillator ) f=4& » 3] % 4 §[;# (implantable drug pumps )

%97 Directive (EU) 2016/1148 of the European Parliament and of the Council of July 6, 2016 concerning
measures for a high common level of security of network and information systems across the Union.

%% Tsang L, Kracov D, Mulryne and others, The Impact of Artificial Intelligence on Medical Innovation in the
European Union and United States, Intellectual Property & Technology Law Journal, August 2017.
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509 Webb, T., & Dayal S.(2018) Medical devices and the 10T: regulatory perspectives on cybersecurity risks in

health care. Internet Law Bulletin, 20(8) 138.
510
Id.

*1 Tsang L, Kracov D, Mulryne and others, The Impact of Artificial Intelligence on Medical Innovation in the
European Union and United States, Intellectual Property & Technology Law Journal, August 2017.

*12 EDA (2016). Guidance for Industry and Food and Drug Administration Staff: Postmarket Management of
Cybersecurity in Medical Devices. Retrieved from
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm482022.p
df

W ERRRAFFLL 2 IR R T (FAHF SRFDAF TR AL #RA 2P s 10
FAR ) o https://www.nccst.nat.gov.tw/NewsRSSDetail?lang=zh&RSSType=news&seq=15865 ( # {s i§l %ﬁ P
2018/10/23 )

514 Office of the Australian Information Commissioner. Notifiable Data Breaches scheme. Australian
Government. Retrieved on 9 October 2018 at
https://www.oaic.gov.au/privacy-law/privacy-act/notifiable-data-breaches-scheme.
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FAM Ao BB L R 07 2004 4 T3 PR AIATRNL s
FiEAp B ARG 155 H 5 2015 & 5 0 g

#ci- 8 - B HWes (Digital Single Market Strategy ) >®« s £ B ¢ &

515 Commission of the European Communities Communication from the Commission to the Council, the
European Parliament, the European Economic and Social committee and the Committee of the Regions e-Health

- making healthcare better for European citizens: An action plan for a European e-Health Area {SEC(2004)539}
Brussels, 30.4.2004 COM (2004) 356 final, available on
https://eur-lex.europa.eu/legal-content/EN/T XT/PDF/?uri=CELEX:52004DC0356&from=EN

516 European Commission, Communication from the Commission to the European Parliament, the Council, the
European Economic and Social Committee and the Committee of the Regions - A Digital Single Market Strategy
for Europe - COM(2015) 192 final available on
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HERERRE PP ESHFRAIZ A L T e
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BEFR AT ST TP

BREPRGHEFR AR &S ERLF LS Medical Devices
Regulation 12 # 1085 i 7 ¥ 25 p & % § ¥ 85/374/EEC 445 4
( the Council Directive 85/374/EEC of 25 July 1985 > f # " %
85/374/EEC %47 4 | )

$2017/745 8L AP EEH SF T M2 % 2R e H X2 R
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i3 ~mrﬁ§%@%%fﬁ%fﬂwﬁé ST ARG T
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https://ec.europa.eu/digital-single-market/en/news/digital-single-market-strategy-europe-com2015-192-final

*18 Mariana Alpalh&o Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
health? (Tilburg Law School Tilburg University), p7, Retrived from http://arno.uvt.nl/show.cgi?fid=146408
*% Mariana Alpalh&o Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
health? (Tilburg Law School Tilburg University), p8, Retrived from http://arno.uvt.nl/show.cgi?fid=146408
2Mariana Alpalhdo Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
health? (Tilburg Law School Tilburg University), p30, Retrived from http://arno.uvt.nl/show.cgi?fid=146408

522 petra WILSON, Isabelle Andoulsi, Tony SOLOMONIDES, Vincent BRETON, Jean Herveg, Data protection
and confidentiality in healthgrids: the SHARE project : a framework for developing a roadmapfor the adoption
of Grid technology in healthcare, Medizinische Informatik, Biometrie und Epidemiologie, 2006, p. 16-24
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52 Mariana Alpalhdo Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
?galth? (Tilburg Law School Tilburg University), p32, Retrived from http://arno.uvt.nl/show.cgi?fid=146408

Id.
°2 1n the words of Sara E. Dyson “Whether software can be the subject of a strict liability claim is contentious™
- Cf. Dyson, Sara E. op. cit.
°2% petra WILSON, Isabelle Andoulsi, Tony SOLOMONIDES, Vincent BRETON, Jean Herveg, Data protection
and confidentiality in healthgrids: the SHARE project : a framework for developing a roadmapfor the adoption
of Grid technology in healthcare, Medizinische Informatik, Biometrie und Epidemiologie, 2006, p. 16-24
527 Mariana Alpalhdo Gongalves, (Aug, 2018), Liability arising from the use of Artificial Intelligence for the
purposes of medical diagnosis and choice of treatment: who should be held liable in the event of damage to
health? (Tilburg Law School Tilburg University), p7, Retrived from http://arno.uvt.nl/show.cgi?fid=146408
528 UK’s Parliament, Select Committee on artificial intelligence collated written evidence volume - House of
Lords (UK) - Statement of Cooley (UK) LLP (written evidence AIC0217) available on
https://www.parliament.uk/documents/lords-committees/Artificial-Intelligence/Al-Written-Evidence-Volume.pd
f
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*2 See 21 C.F.R. Part 820.

>3 EDA, Guidance for Industry and Food and Drug Administration Staff: General Principles of Software
Validation (Jan. 2002), available at https://www.fda.gov/ Regulatorylnformation/Guidances/ucm085281.htm.
1 ARTIFICIAL INTELLIGENCE IN HEALTH CARE, 14 No. 1 ABA SciTech Law. 10

532 Miller, R., & Miller, S. (2007) Legal and Regulatory Issues Related to the Use of Clinical Software in Health
Care Delivery. Clinical decision support: the road ahead. Retrieved from
https://doi.org/10.1016/B978-0-12-369377-8.X5000-4.

53 Scott, M.D. (2008) Tort Liability for Vendors of Insecure Software: Has the Time Finally Come?, Medical
Law Review (67) 425-462.

>3 Parasidis, E. (2018) Clinical Decision Support: Elements of a Sensible Legal Framework. Journal of Health
Care Law & Policy, 20(183), 1-37.
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%% Swanson, A., & Khan, F. The legal challenge of incorporating artificial intelligence into medical practice.
Journal of Health & Life Science Law, 6(90), 20.
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55 Federal Trade Commission (2016). Big Data: A Tool for Inclusion or Exclusion?. Retrieved from
https://www.ftc.gov/system/files/documents/reports/big-data-tool-inclusion-or-exclusion-understanding-issues/1
60106big-data-rpt.pdf
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1.  For a Meaningful Artificial Intelligence - towards a French and European

Strategy®®

il 2

FREAL TR - 2EH L P L ek 1 FEF B H 0 2 M1 Edouard
PWWEi?%?%LHRmVKUWLMA%WWQ&&%QM?E99SB
32018 % 3" 8piiFAY o

AAFET AL 2 S BRA

(1) 2z Fa i £z Gl

AR AIFEREY > LHEEBTHL IR RSME - F ENY R

BRNZ ERBELL AT RS 22 Ak 1R

PRSP AE TR LS » X AT HFRLFTHRAN 02 A3 A~
FIENE £ 32 G R 2ipd2iist > PRGBS F

£33 o Folipd BEEFIPFLTHRES  FAPRRLEG FLF
ALz 0T kYR B R TR o

b. At axJIFE HTFTH

%63 Cédric Villani & Marc Schoenauer & Yann Bonnet & Charly Berthet & Anne-Charlotte Cornut & Frangois
Levin &Bertrand Rondepierre. (2018). For a Meaningful Artificial Intelligence. Retrieved from:
https://www.aiforhumanity.fr/pdfs/MissionVillani_Report ENG-VF.pdf
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(5) *1ELRERE
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C AlETALIFERECHRLGEFAL§ 0L 02 BR 2 L5
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(6)

(1)

FEW-A LA E L SR s mit

BRBES R ARY R OMEE FF S A IFEF LT - AR E .
b L b B3RP 33% 0 BORH AT L B Ko A 1R
RALE L FH DT UE foF o) F T RALE BRI

FaA4 22T o 0 2L RERAARSE PR FET § AL ST

HRLETETEFLIFER LTI

4

a. FEF3I] 2020 & > SAv@cim1 ARIRARA ¢ 5 40% A4 o

b. FRrEZEE - BFRERER DB R - AT UL F
bR FRCRAIILE FARR e g B A7 Feo

C. FREAFAIFEZAE LA H  UARHGEEN S § F3 A

€ TR AR 1 T A

BRAREFTMNAIFE2 e AP

2018 # 3 7 29 p > ;2 Wi se%d CEDRICVILLANI z (5 - %% & &2
CLAFEMATERE LR ) PRS0 B A R e 2 W
AFEAB A EH iz 2 LI S E R T o

LA LATEZ A AT RTE A 2 A A

a d ZRERRFAE &7 7 (Institut national de recherche en

informatique et en automatique, INRIA) % > B &+ 1 FEF -
b. &7 &#p > B AZRBIAIFERD A FKEIR A KD B o

AT RHE AR LY Y AR T LM 5001 (ERER

the Government Information Service. (2018). Artificial Intelligence: “Making France a leader”. Retrieved
from: https://www.gouvernement.fr/en/artificial-intelligence-making-france-a-leader

%5 Al for Humanity, French Strategy for Artificial Intelligence. Retrieved from:
https://www.aiforhumanity.fr/en/
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d. A2 @Ay HENR KRR 2 Ay B F AL H 3 £
BB iRA 2 T ERE

FERAEAKRT BN BN TRBEAF A IFEGER 2 o

FERRTHRFAK > B2 A LK FLBRATERY L 1L bk

a. BT FHo
CHREHTAE T 24 -

d. yj-h[&] FIE B TR 7 47 (National Institute for Research in Computer
Scienceand Control, INRIA) % 5 22 % 27 % L2 FTHP 342 R

ﬁiﬂ.u °
BIEE 2 ERIER AR A LFER P ERAAIA F
a. FREH > b RpEmAFEAIFE -
b. #HEA1FEeL > o

|X A LRGP FRFR P ERFRELT 4
a AEAHFPEEFTAGBES G
b, BRFAFFEZEMALER® LI FEP L o

C. #-rpcrRf iz %8 2 (Intergovernmental Panel on Climate Change,
IPCC) #5558 » A2 - # B ple2 A T ERZHHY -

Pk £29 3

SEFE AP R P LA IFERE S SRR

Boave g
2 i}u#ﬁ‘gg & 45 IBM (Gt #-fo & 3 4e 400 BB ) ~ Samsung
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(Fp3 34 +c 100 @& i~ ) ~ DeepMind 12 2 Fujitsu - ¢+ *t - Facebook { =
fhezrd3r 1000 FRAgpc Ep AN E R A 1FEF % T - Google

m AR LR R AR T AR
VII. 44+

1.  Challenge Ahead: Integrating Robotics, Artificial Intelligence and 3D Printing

Technologies into Canada's Healthcare System>®®
(1) 4R2 (v 5

2016 & 10 * 25 p » 4c £+ $@pi - L3246 4 (Order of Reference ) 4
B SRRALE ~ 5 2 HF¥ 424 B € (Standing Senate Committee on
Social Affairs, Science and Technology > T # "2 R ¢ , ) # " p # 1t R
Fird fART AR d R RHBIRNEL A wE B g e

HE L A LFER 3D SRR -

LR ¢ aBy 12BApM €3 £ 2017 227 1p aiEs X 82017
#5727 15p bEXEFRARFEAFH A I OF T RKEFLH
BT A wILEFE FRARMEPN AL 32017 £ 10 7 (T AR AR

o

B!
I

gt £ % iR T4 (Canadian Institute for Health Information) 2 4%
2 5 e £ % 2016 & hE )’;%5)%‘,&;{ NI e iR 2280 g 0 £ 2 £ FiE
27% @ fe P A M £ G hEp A E FHW g R LRl
fEI AL WL A e S T LR £ X T E R
FF B LIRTLE pE L R F R LML O 2L KRS

TSR S

2 LR ¢H2FRTR

%66 standing Senate Committee on Social Affairs, Science and Technology (2017). Challenge Ahead:
Integrating Robotics, Artificial Intelligence and 3D Printing Technologies into Canada's Healthcare System.
Retrieved from https://sencanada.ca/content/sen/committee/421/SOCl/reports/RoboticsAI3DFinal_Web e.pdf
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3)

(4)

LR MNP H AT LRSS EL S LI 3D SE
T ARFELF AR TRZ AL = 3F PAR B #&17?
E3r o ARFLFURI A IFEARY o ¢ HEHN S A7 e
Ter v 2 1% Ap b F R Sk R A F Y (deep learning) o LTI

t
BALApBERY T gREAIFECRELE -

P}

el

ERLE S ER Y ’%5—‘),%".‘??5‘3‘_ PRAR R A B d & K IE R SR F o
PR T BB EAPME 4 TR FRGTLAE 0 F T E
R %}}‘?‘ B2 (s B FI B FT o gt b BN 2 T 3 S
Bt R gL r PR M g -

417?;& %5}%1 w4 Ak KT R P E

AIGER S At £ X R B aWT Y AT 5 A 58 (neural networks)
BFREY o AR BB L 1 HER ¢ (Association for the
Advancement of Artificial Intelligence ) Subbarao Kambhampati % 1 1§+ »
e h A ENHARRRFEFE R A AIFE (FRUFAFY ) Y 0 2

W EARRFEEEHE A I FEORARAF I RET R R b AR
ARG PR LGEA > T AFERE G ER KD KBRS
AFEFLE  bFRFLOEY S 6 A IFEOFRBT Y VL&
ARFEOELRE S e DER CERFR S PEL LN RRE
FESPFE A FREZ FREGFRBLF L3 -

G EF R GERY

R ATHATE * T fi%‘fé’r AERRAgR NEAAMEE A2 RE
PRI AFRLERHRAS 6 - LR EP DA B
( Canadian Institute for Advanced Research ) i /& Alan Bernstein 3 3 »
BEAFALFELDE 2 ANARBE N BREER T ZRL £, 7 =
Prebend pien i B AL ] L& 2% Bar o R FH B iﬁfﬁvgﬁ ek
FRRA R AR PR SR R HREF A B Y
ERA iR "E o
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(6)

AR i < R R TR TR 2 T Lenktd T RS R A
PR oo &R € FP-F s 57248 4 (Open Roboethics Institution ) £ %
Adung Moon ez 2 & 7 B ALEEFREA F & T B AT h g 1\
(FEEAHLIA LT AIFERTRBLTPOTRL I 44, -
Ppot o FHONPER A TAGRFET AR 2 HEEY A A EIRR
FYREZ2 LIARYALSS 77 HERE -

jpeimma T o BEALTEL L L%ié;%%f%“{@ RN s L
3 A4 E 4 (autonomous robot) @ % > F1 A A T A KA~ 0 Fpt F AL
BT P Ep gL s A X p A A E A (semi-autonomous robot) =hig 2

FRARPIPA PN R h iz R A TR o Ra > AL g
IR PHA A FATHAEY F R LRI DIGIE A S B F

A AR 2 pRAT VB FoRE  F7 FREFDESE > R iy

FaredlE e e LR f R RRIRA S 0 0 IR
il g B R 0 TRk FORAIRTE i -

A P
BES

AR GEEPE R b £ B S L B R SRR T A
FpompbAE gL Ra £ *‘ﬁz\—r I A I Sva?}%‘;i‘"?

W LIRTA SR MO B2 R A RS Bk h o H Y - fii"é*—;‘{
s @ Kinova s 3 35 98% %k p 2t v o KA\i?*ﬁéﬁﬁ*tiﬂ’fﬁt
N AIFTA BRE R ML B RT] 0 T Ak f TR 2 Z aF ena

FE T o

TR AR AL ARENARTOARF L R BT A LRI A
BoEL 4 ,fgégﬁ—’:,}'()ff]—i gg'ri%#ﬁ{, TR L 54 BH LA S
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R RERE RS PV S M EM A PR ERL
(7) 3% KT A

BIRTHATE » FRM A0 FRAPRL B PRT 2 R 41 6 F R
IR X FTHATRES ) RAhER A B TR L DI T R AR

(8) FIATF R EHHinbit £ K

‘v £ % fF4 3% (Health Canada) 451 - % 4 ~ « 14 E 2 3D 7| e 4p B

FTFRBEHRABNFY e E TR L LT Ra > § X

RIS > i £ 197 50 TRIRT, Fi8- HAK « bl e b I

R FHEHREFFTEROALS TR EPHEH DT 22
2

FZ e chs N7 F SR & AIRTHAE 0 SR

>

=k

© w2 1H g

Bt £ 4 BGRFRen 2017 & 3 0 22 p WZRIEE K0 BT e £ % BB

AT L aEFEH RIS S o A - FFE R TR AIRTE R L - 3

For 12500~k d e £ mpEam P BER R Tl £ 1 42 9F
# %% (Pan-Canadian Artificial Intelligence Strategy) | > * 3t 515 4 2
L

A AR A I FEORT S £ AHNP IR H B RS 2 T
Microsoft ~ Google ~ Facebook % 2> P ig— H P T o L I FE Ty B35 £ 1 %
§IERPEAPIEDRT L[ § P BRI ORI o &
A o4 B g K IEE >H ¢k (National Conference) - 44t & 35 B
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PREERESNL L FAIE ) B B R EF R X 2P ALE 0 By
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FRAE S PSR T 2 foE Ak B A DT £ o

&k T4 3% & (Minister of Health) ~ T A]#7 - £ 4 2 ‘g B3
2% £ (Minister of Innovation, Science and Economic Development) 2 % T i
e FE 2 ¥ L (Minister of Employment, Workforce

Development and Labour) = & § (7] fes-f4k e AR 2 - £ 3 & @

PR G TR S L B R R

ER TN ME e 2T ? & R iE ’Bf;?—.ﬂ‘iiiﬂdgf(fzz LA I'%g
R EMAPME L LT3 (AT ) FHELR -
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(9) 3k TRIAT L8 2 GG B, NE s 102 & Fa 1] gt
(7 9) FEMARIPMABREDL L -

(10) 22 3k 4e £ * fFF4 3R1F 5 4c £ % 4B Fd i (Canada Health Infoway »
#Minfoway ; ) %2 - B > 3FInfoway %22 2Rk P P 4

v“’—‘ﬁln\ % Infoway ftv £ < Bz it @B F g g > T BT w4 o

(1) k4 £ X 2 NIT L 40 £ 5 B 5.2 2 8% (Canadian Agency for
Drugs and Technologies in Health) ¥ %2 - f > & £H $4c 2 H g K% 49
M end g 1%/ o

(12)EHka £ Az BERXRERIGER©EAFP 2B EL - L2FE
3D 7 ﬁv««P&;?ng OB B R s Ty I T A AT R o

()Z&k+ £~ FLFY L1 ( Canadian Institutes of Health Research) =
hwh < pAFEZ 1~y 4R ¢ (Natural Sciences and Engineering
Research Council of Canada) 1 /& 2 4 ¢ #1585 2 A g7 £ R ¢ (Social
Sciences and Humanities Research Council ) i & %4 ¢ & 343 & 1F484]

MAvEREA A1 EZ DALY e

(14) & 3% e £ = FoRt #Ps K g2 % I 3 (Forum for Healthcare Discovery ) »
AT HBPLIATE 2 E X R oW E FhEIAMA LSS HAFR T
TR DFREFLIR

VIII. p &
1. Alxy F7—rits i s HkiF2 2018%

PARIERFLCARRFLTRELFE AR REER LR TAl
BLit AL € deie € 3k 0 j€.2016 £ 10 P Ax4¥At e 2 H

Béﬁig N ég‘_/;i’f“ I;WIW z /z‘ ‘f—di__" m,%%\‘g‘ ]"T :JT: 'H’_’Fﬁ;‘j’ °

o7 ngE g B4R Bpc g or (2018) > (Al % v M7 —rab bk £ EIFEL 3 2018) o Bp
http://www.soumu.go.jp/menu_news/s-news/01iicp01 02000072.html
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FIZMAAFDERE ~ FIURAL PR KT/A ] RS FBREER -
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IX. e

1.  Discussion Paper: Artificial Intelligence (Al) and Personal Data — Fostering

Responsible Development and Adoption of AI°%®

%8 personal Data Protection Commission (2018). Discussion Paper: Artificial Intelligence (Al) and Personal
Data — Fostering Responsible Development and Adoption of Al. Retrieved from
https://www.pdpc.gov.sg/-/media/Files/PDPC/PDF-Files/Resource-for-Organisation/Al/Discussion-Paper-on-Al
-and-PD---050618.pdf
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5 Al A2 3% 0 AT4es B A FTALREL B € (Personal Data Protection
Commission) *+ 2018 # 6 * 5 p % TAl 2B A FTH | HFHEL > ZHEL R
Al 2o FFEIATEFEZE o 3%4R 2305 Al IBIEZE R » T 25 38 R B (L)
Eiwd Al #rivSgd Al e iv2 ) & & 7 242 (explainable) ~

BRPPE T H o BERT 22 Al RSB EAUZ EE Al T2 K
L AREE Py T ﬁfr 74 (Beneficence) & % i % (Do no harm) B -
BRga 3 o AlSEIEZERA LT A BRAE (L) fERaiei P (2 &£
B e iemays o (3) Y EAEEM ¢ 4e A (Consumer Relationship

_L

Management Processes ) ; % (4) & KE R GG o

PR Al in®iER2 PR

2

F - FEE O Al IR R T R v e (verifiability) ~ 24 #icdy
R # F 4% (good data accountability practices) % /P it 2 P H ¢ » 7 fZ
g v maEtte p o BF Z R Al 25 i Al ik aEae e o
Lz T By M1 PR EHRFEAIZTY T ETIHE P ARER ALK T
2R HER Lo A VRS F R AL PR R Al kST 2 a2
k2 T - (downstream decisions) # ¢ 3 2 35| (false positive) £ if 2]
(false negative )2 45 3%+ % ¢ & 2 & & @4 (unintentional discrimination )
2 e Bfs o B2 PR BIFF & ALY E4a (valuechain) ¢ o 13 M

BAZ LR FER R EP > N B AlL L B R BER .

ERFF OBEIIHS

CIEN R A A SEE LK RPN SRES AR L S -2 B Sl B
B TipIL | BNT 0 BRI S AR (1) P RVRIR L BB AR
P Al ot BT P A DAY A LHRAHAE Q) b
AT 2 R R R R o SRR Al TR L AL
() Al & * {2 T dfpprlig & @ Biei * AL BHERY g T
FhARER > R A REAEY Q8 sy i Al ko
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Bl ITE I R MR N T BRI P L W ¢ 40 (1) B (data
accountability ) @ T3t p # iv L P AT * 2 fiedy 0 BNk b B
B BRI B RGN TP AL S (2) T EAFE D THRET
EAEMEREHW Al RRAPRFRT TR LA E G - RIE > 1Y
iR Gee 5 (3) FaEBUE L Tisdn M ficdy ~ BB Al TR
F oo it AR EE RS 2 VB S (4) A ALBF] L Al A 2
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