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The theme of the study was come up from the background of the explosion
of COVID-19 in Taiwan. As the pandemic spread, the need of modification
to current medical law emerged. Through conducting interview with 5
doctors who had experience of telehealth and comparing other countries’
legislation to telehealth, we proposed a strategy for legislation to telehealth
which fit Rules of Medical Diagnosis and Treatment by
Telecommunications. There are three main points in the study, which are
“medical obligation”, “negligence liability”, and “privacy protection”. The
part of comparative law focus on German, United Kingdom, and Malaysia.
As for the other part of interview with doctors, we collected all the opinion
to telehealth legislation from practitioner through interviewing and
compared with the foreign legislation we studied before, and eventually

proposed a feasible suggestion to telehealth legislation.
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Telehealth, Medical diagnosis and treatment by telecommunications,

medical obligation, negligence liability.
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1. %W
& COVID-19 £ R 2 L2 2019 & je e @ (e i LI3T
S aEA ¥R IRIsi2 ) (Digital Healthcare Act, DVG) 2. %2 » 1 fa i & &2
F2E  HEREFHLHFR - B > REALRRAPN 2 BIEF R
75 AR LWL (Hei i pFTee L %5—')%‘ PRi%;# ) ( Digital Healthcare Act,
DVG) - #8232 "4 5 d R HE ~ Kz - > AFp 2 BIEF
B 75 A [Iia BB A “%f A) Z.3Me o ARE WP (- é;?%}:iiﬁ.—gﬁ
#.P]) (General Data Protectlon Regulatlon GDPR) z $ & » & L K
porg H ikaP& e 40 B 72 204012015 1 i A B > i & % ) Das Gesetz
fiir s1chere digitale Kommunikation und Anwendungen im Gesundheltswesen
E-Health-Gesetz ) » ¥4 B 4 soft chfici> 2 B 20 g =3 Ak s 2 & =
Mg o

2. ®WR

d N RERE € R B gy (- TR FE R ) (General Data
Protection Regulation, GDPR ) % 3 15 % 1 78 2_if * 4§ 2 %#18 N
WP (- AL RE AR ) (General Data Protection Regulation, GDPR )
2dadoo P (- TR RERR) LS 1 5 22 g p
FRZBEBPNRFB A TR s pd R R AN (X H R
A TR PR RBIEF R 2 B A TRAIL > R R R AR
Fd o B AREFRAAMALL DEERF LT A4S 11HED R
15 A EF TR LME LAJLE TR E G B2 R FROE

VOBEFACHTIY 0 BRI OHTEY o REBEFHRREER 0 S HIRT
WOH% 2021 & 7% (451 p o https:/reurl.cc/RrkE69 )
https://reurl.cc/YOAVYa (158 p #p : 2022 # 3 7 25 p )
18 General Data Protection Regulation Article 3.1: “This Regulation applies to the processing of
personal data in the context of the activities of an establishment of a controller or a processor in the
Union, regardless of whether the processing takes place in the Union or not.”
19 General Data Protection Regulation Article 1.1: “This Regulation lays down rules relating to the
protection of natural persons with regard to the processing of personal data and rules relating to the free
movement of personal data.”

General Data Protection Regulation Article 1.2: “This Regulation protects fundamental rights and
freedoms of natural persons and in particular their right to the protection of personal data.”
2 General Data Protection Regulation Article 4.11: “ ‘consent’ of the data subject means any freely
given, specific, informed and unambiguous indication of the data subject's wishes by which he or she,
by a statement or by a clear affirmative action, signifies agreement to the processing of personal data
relating to him or her;”
2L General Data Protection Regulation Article 4.15: “ ‘data concerning health’ means personal data
related to the physical or mental health of a natural person, including the provision of health care
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services, which reveal information about his or her health status;”
22 General Data Protection Regulation Article 5.1 (a): “processed lawfully, fairly and in a transparent
manner in relation to the data subject (‘lawfulness, fairness and transparency’);”
2 General Data Protection Regulation Article 5.1 (b): “collected for specified, explicit and legitimate
purposes and not further processed in a manner that is incompatible with those purposes; further
processing for archiving purposes in the public interest, scientific or historical research purposes or
statistical purposes shall, in accordance with Article 89(1), not be considered to be incompatible with
the initial purposes (‘purpose limitation’);”
24 General Data Protection Regulation Article 89.1: “Processing for archiving purposes in the public
interest, scientific or historical research purposes or statistical purposes, shall be subject to appropriate
safeguards, in accordance with this Regulation, for the rights and freedoms of the data subject. Those
safeguards shall ensure that technical and organizational measures are in place in particular in order to
ensure respect for the principle of data minimization. Those measures may include pseudonymization
provided that those purposes can be fulfilled in that manner. Where those purposes can be fulfilled by
further processing which does not permit or no longer permits the identification of data subjects, those
purposes shall be fulfilled in that manner.”
%5 Federal Ministry of Health, Driving the digital transformation of Germany’s healthcare system for
the good of patients. (2020)
https://reurl.cc/veZQga (E P #F : 2022 & 3 # 25 El )
% priw i~ Gilbert Gornig » BIFEFF ik 0 B <A HHE - F 190 2014# 90 T 213-
258 o
27 Pribilla Kaldenhoff, Die Haftpflicht des Arztes, der Pflegekraft und des Krankenhaustrigers,
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BRP WA AR EEF R TR F A & A F M I COVID-19 %
FagpF o DFERF KRR HACPERESERLF AR F R BM
woh v e ez FhigPM—ERLSTL R ¢ (CareQuality Commission,
C@DT#*?w%f%ﬁT*ﬁﬁu£ L #tdp 2 BEEF R B T 2 Ap k2 R

Fitme i g

= REESEL R ¢ (CareQuality Commission, CQC) #tig BEF i 2 4p T &2
R EFF ERE S

FIp 0 m W AT RIEFREZRE FIUREFHAET 220G
2012 # e (it B Ak ¢ PR3k ) (Health and Social Care Act 2012 ) » p#* &7k ¥
R BIEFREE TR FHF AR REL LT AR EL T -

&ﬂ’%ﬂ&?iﬁgtﬁ%iﬁﬁj%%%mﬁﬁa&imﬁﬁﬁ'é%’
FTHEE %5 R PRARJE 14 & (B 224 € B2 )(Health and Social Care Act2012)
2 g o o By sb  FEE X %% (National Health Service, NHS ) » #2021 & 1
LI S IR BEF B dp = ( A guide to good practice for digital and data-driven health
technologies) - B ﬂé«,i% PR AR IR E R K b wﬁriﬁﬁf B A
BEREAXLINERES 2 T4 5 ¢ 2k (Medicines & Healthcare products
RegulatoryAgency, MHRA) 2. & ¢ » M 2 $% i@ FEF I%PFJZ-E\ ﬁ: 2R E
B 2 g it b % e3P (The General Pharmaceutical Council ) o

(=) AR &EPB

dOEREE D AR RIEF R 7S LRI &AL ERETA
R ¢ (CareQuality Commission, CQC) % # B %“EEPPE R dpw & = i;#};, Ao
o Pl BT R R PE o BEEF R TR AT ¢ BT (iR AL L) (Health
and Social Care Act 2012) 2 it & A+ % PIF A2 M2 EFF 4%

abrufbar unter.
http://www.prikalneg.de/Arzthaftpflicht htm (5 p £ : 2022 & 3 # 25 p )
2 Jayne McGlynn Partner and Paul Ranson Consultant, Telehealth in the United Kingdom:
Considerations for Providers (2021).
https://reurl.cc/7e8dL9 (iFIFE P #F : 2022 # 3 » 25 p )
2 A guide to good practice for digital and data-driven health technologies.
https://reurl.cc/OpyYp9 (iI5E P # : 2022 & 3 % 25 p )
30 Care Quality Commission, Transport services, triage and medical advice provided remotely.
https://reurl.cc/2Dd30n (1 p #F : 2022 # 3 7 26 P )
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%2012 & (i &4k ¢ B2 ) (Health and Social Care Act2012) % 234 i
315%*&%1%5—‘1%5 e EERERT %51,%‘ T2 PMEEFLR €7 & RERARF 7
B 22 PR 5 A%F7 7 I3 (The National Institute for Health and Care Excellence, NICE )

31 Health and Social Care Act 2012 Article 234: “Quality standards

(1) The relevant commissioner may direct NICE to prepare statements of standards in relation to the
provision of—

(a)NHS services,

(b)public health services, or

(c)social care in England.

(2) In this Part such a statement is referred to as a “quality standard”.

(3) In preparing a quality standard NICE must consult the public and, for that purpose, may publish
drafts of the standard.

(4) NICE must keep a quality standard under review and may revise it as it considers appropriate.

(5) A quality standard (and any revised standard)—

(a)has no effect unless it is endorsed by the relevant commissioner, and

(b)must not be published by NICE unless the relevant commissioner so requires.

(6) The relevant commissioner may require NICE—

(a)to publish the standard (or revised standard) or to disseminate it to persons specified by the relevant
commissioner, and

(b)to do so in the manner specified by the relevant commissioner.

(7) NICE must—

(a)establish a procedure for the preparation of quality standards, and

(b)consult such persons as it considers appropriate in establishing that procedure.

(8) Subsection (9) applies in a case where the Secretary of State and the Board each has power under
this section to give NICE a direction to prepare a quality standard in relation to the same matter or
connected matters.

(9) In such a case—

(a)the Secretary of State and the Board may issue a joint direction under subsection (1), and

(b)if they do so, NICE must prepare a joint quality standard in respect of the matter or matters
concerned.

(10) In this section “the relevant commissioner”—

(a)in relation to a quality standard in relation to the provision of NHS services, means the Board, and
(b)in relation to a quality standard in relation to the provision of public health services or of social care
in England, means the Secretary of State, and a reference to the relevant commissioner in relation to a
joint quality standard is a reference to both the Secretary of State and the Board.

(11) In this Part—

“NHS services” means services the provision of which is arranged by the Board or a clinical
commissioning group under the National Health Service Act 2006 (including pursuant to arrangements
made under section 7A of the National Health Service Act 2006) or section 117 of the Mental Health
Act 1983 (after-care);

“public health services” means services provided pursuant to the functions of—

(a)the Secretary of State under section 2A or 2B of, or paragraph 7C, 8 or 12 of Schedule 1 to, that Act,

or

(b)a local authority under section 2B or 111 of, or paragraphs 1 to 7B or 13 of Schedule 1 to, that Act.”
(F 4L %k : https:/reurl.cc/0pIMME6 )
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FHEEEEE > R NICER FAg 2R L f AL A 28 K73 74l 3
tEwFR T ETRES FEAR

ARPER Y pAp s FRE RS FR TS AFEF RS EA FELAE
A F ,114%,4%%} 323334
lrzsnpeik &4%2 3 & (duty of care)
2.7 miEF RERE (breach of standard of care )
3T ERE2ZF TS % (causality)
43T FF 5 2 7 (damage)

(2) AX&BEFFE

—a T o FEREF FRALEDE R FREL > BLATREFSF
EEFFROLI2ZENFTE N L_F'Ec"é, EAEAZEN TR EANETE
RF)E R ATER (T2 %5)%‘# B & NHS = Pﬁ# (National Health Service » % % ¥ % %
LR AEREIGR LR HLFH I ) wERFFREIFEBLLE L
&2 o Fp ’1EFP57%"‘1’T{%‘J_E;%Z§ Lﬁ—’i'ﬁ_‘f{i AEREE ST E @A
HEREA L REELFIT AR R THA T EAMA VT R A L
2 e RO A Fnkpb iy rsj%fr.ef?%;afx;o%

o

I~ AR TBIEFRZRFRERR

(-) ZFH*ZR

BORE LIMFE Y 20505 1997 & (80 F R i+ )( Telemedicine Act 1997)-
ARG EITRIEF R L AR TRE T RFRIEFHLFF A ATR ER
B d HE S 2 BB

(=) RA&B
(2 peF 2 ) (Telemedicine Act 1997) @ % 3 % 1352% > 7§ #7

32 Tan SY, Medical Malpractice: Understanding the Law, Managing the Risk, 21-27 (2006).
33 Sanbar SS, Firestone MH, Buckner F, et al: Legal Medicine (6th edition).
3 American College of Legal Medicine. Philadelphia, Mosby (2004).
35 o FREATELRL LEN I FRTERPEP ALY < AEF R R
P"”*v %(5) » 103 & » F 55-78 -
3% Telemedicine Act 1997 Article 3. (1): “No person other than—
(a) a fully registered medical practitioner holding a valid practising certificate; or
(b) a medical practitioner who is registered or licensed outside Malaysia and—
(1) holds a certificate to practise telemedicine issued by the Council; and
(i1) practises telemedicine from outside Malaysia through a fully registered medical practitioner
holding a valid practicing certificate,
may practise telemedicine.”
( F# %k ¢ https:/reurl.cc/ErlNzg )
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AR AR EFRIRBFLILL R R RS
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FELZBIRE TR EARBEHLEERT LA ER 2

ER LI AR AR

PEBREEFRL 2 RR
27 4 acd 138

A o

(z) AR&BEFTE
JEIR (7 2. (i‘é&ﬁ%v‘%‘ %Y (Telemedicine Act 1997) Mmoo A fEJ'i%'?r% AT iR

fkﬁﬁ)?‘ﬂf’— l“*ﬁﬁﬁ*»p.&,azl‘gﬁ FP R A FE B R A B30
W RIEEF 2 TR o BlAe® 3 R E S SE”?% f%%ﬁﬁhﬁgﬁf

14§L9L&gﬁ,%q&5iaﬁﬁf“ij%f%’wﬁw%ﬁoa%ﬁ
T2 B AR S ET G YR é‘ér‘bﬂﬁm%o MO S IER 6 IEOR R T

-

37 Telemedicine Act 1997 Article 5 (1): “5. (1) Before a fully registered medical practitioner practises

telemedicine in relation to a patient, the fully registered medical practitioner shall obtain the written
consent of the patient.”
Article 5 (2): “The consent given by a patient under subsection (1) is not valid for the purpose of that
subsection unless the fully registered medical practitioner has, before the consent is given, informed the
patient—
(a) that he is free to withdraw his consent at any time without affecting his right to future care or treatment;
(b) of the potential risks, consequences and benefits of telemedicine;
(c) that all existing confidentiality protection apply to any information about the patient obtained or
disclosed in the course of the telemedicine interaction;
(d) that any image or information communicated or used during or resulting from telemedicine
interaction which can be identified as being that of or about the patient will not be disseminated to any
researcher or any other person without the consent of the patient.”
Article 5 (3): “The consent given by a patient under subsection (1) shall not be valid for the purpose of
that subsection unless the consent contains a statement signed by the patient indicating that he
understands the information prewided pursuant to subsection (2) and that this information has been
discussed with the fully registered medical practitioner.”
Article 5 (4): “The written consent under subsection (1) and statement under subsection (3) of a patient
shall become part of the patient's medical record.”

(F 4L %k : https:/reurl.cc/anL.3mY )
¥ B35 F 6162
3 Telemedicine Act 1997 Article 3. (3): “Any person who practises telemedicine in contravention of
this section, notwithstanding that he.so practises from outside Malaysia, shall be guilty of an offence and
shall on corwiction be liable to a fine not exceeding five hundred thousand ringgit or to imprisonment
for a term not exceeding five years or to both.”
40 Telemedicine Act 1997 Article 5. (6): “Any fully registered medical practitioner who contravenes
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this section shall be guilty of an offence and shall on conviction be liable to a fine not exceeding one
hundred thousand ringgit or to imprisonment for a term not exceeding two years or to both.”
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%8 General Data Protection Regulation Article 9.2 (h): “processing is necessary for the purposes of

preventive or occupational medicine, for the assessment of the working capacity of the employee,

medical diagnosis, the provision of health or social care or treatment or the management of health or

social care systems and services on the basis of Union or Member State law or pursuant to contract

with a health professional and subject to the conditions and safeguards referred to in paragraph 3;”
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