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ABSTRACT

This thesis was a qualitative research through a documentary research. The objective of
this qualitative research was to study the background, concepts, significance and benefits of
telemedicine technique by investigating legal problems related to medical malpractice liability with
telemedicine in Thailand and abroad. Most of medical malpractice liability issues result from the
negligence of physicians and their failure to comply with the standards of the professional
practitioners to treat patients. For international level, the United States of America, Malaysia and
South Africa have enforced legal requirements as a standard of care in telemedicine treatment.
However, no legal requirements regarding the foresaid standard of care have been enforced
in Thailand. Therefore, it is important to rely on international legal regulations regarding
telemedicine treatment to analyze and compare advantages and disadvantages. The comparative
results would be applied to formulate legal measures for appropriate telemedicine treatment
in Thailand.

The results of this study indicated that public health services in Thailand are available in
government hospitals, private hospitals including general clinics. Most of patients prefer visiting
their nearest medical facility. However, if patients with complicated or emergent symptoms visit
their nearest medical facility with only general medical practitioners and without specialist medical
practitioners who can treat or diagnose symptoms immediately, the general medical practitioner
needs to make decision to send the patient to another medical facility with medical professionals.
Sometimes, the patient may receive delayed treatment until he/she dies. Therefore, submitting
patient information, physical examination results and symptoms for the professional medical
practitioner for further assessment and treatment through advanced information and communication

technology, leading to immediate treatment can reduce the rate of disability and death of patients.



Although telemedicine is currently available in Thailand, no treatment standards are found, possibly
causing damage to patients who may not receive treatment in accordance with standards.
The professional medical practitioner shall be liable for medical malpractice. The way to protect
both physicians and patients is to formulate legal measures through established standards
for treatment precautions. Physicians who comply with these measures shall be protected and
not be liable, meanwhile patients shall receive standard treatment in timely manner.

In conclusion, the results of this study implied that legal measures are important to
formulate telemedicine treatment precautions through the announcement of Thai Medical Council
in order to obtain well-established telemedicine standards, protect patients, and provide them

appropriate standard of care.
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" World Health Organization, “Telemedicine: opportunities and developments in Member States :

Report on the second global survey on eHealth 2009,” 2 Global Observatory for eHealth series 8,9 (2010).
[means “healing at a distance” signifies the use of ICT to improve patient outcomes by increasing access to care
and medical information.]

* World Health Organization, “A health telematics policy: Report of the WHO group consultation on
health telematics Geneva, 11-16 December 1997,” World Health Organization 10,11 (1998). [Telemedicine is
delivery of health care services, where distance is a critical factor, by all health care professionals using
information and communication technologies for the exchange of valid information for diagnosis, treatment and
prevention of disease and injuries, research and evaluation, and for the continuing education of health care
providers, all in the interests of advancing the health of individuals and their communities]

*World Health Organization, supra note 1, p.9. [Four elements are germane to telemedicine: 1. Its
purpose is to provide clinical support. 2. It is intended to overcome geographical barriers, connecting users who
are not in the same physical location. 3. It involves the use of various types of ICT. 4. Its goal is to improve health

outcomes. |
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N Craig J, Patterson V, “Introduction to the practice of telemedicine,” 1 1 Journal of Telemedicine and Telecare,
3-9 (2005). [Telemedicine, in its modern form, started in the 1960s in large part driven by the military and space
technology sectors, as well as a few individuals using readily available commercial equipment.]

* Benschoter RA, Eaton MT, Smith P, “Use of videotape to provide individual instruction in techniques

of psychotherapy,” 12 Academic Medicine, 1159-1161 (1965). [Examples of early technological milestones in

telemedicine include the use of television to facilitate consultations between specialists at a psychiatric institute
and general practitioners at a state mental hospital and the provision of expert medical advice from a major
teaching hospital to an airport medical centre.]

° World Health Organization, supra note 1, p.9. [The replacement of analogue forms of communication
with digital methods, combined with a rapid drop in the cost of ICTs, have sparked wide interest in the application of
telemedicine among health-care providers, and have enabled health care organizations to envision and implement
new and more efficient ways of providing care.]

7 Ibid., p.9. [The introduction and popularization of the Internet has further accelerated the pace of ICT
advancements, thereby expanding the scope of telemedicine to encompass Web-based applications (e.g. e-mail,
teleconsultations and conferences via the Internet) and multimedia approaches (e.g. digital imagery and video).
These advancements have led to the creation of a rich tapestry of telemedicine applications that the world is

coming to use.]
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' Wootton R, Jebamani LS, Dow SA, “E-health and the Universitas 21 organization: 2. Telemedicine
and underserved populations,” 5 Journal of Telemedicine and Telecare, 221-224,
(November 2005).

 World Health Organization, infra note 1, p.9.

“ Ibid., p.9.
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% Commission Staff Working Document. “On the applicability of the existing EU legal framework to
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agenda/en/news/commission-staff-working-document-applicability-existing-eu-legal-framework-telemedicine.
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who provides a health care service to a patient, and includes, but is not limited to, a licensed physician, nurse,
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82 (New) Telemedicine and Telehealth §§1-6 - C.45:1-61 t045:1-66 [1. “Telemedicine” means the
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s Ibid.,[2¢c. (1) Telemedicine services shall be provided using interactive, real-time, two-way
communication technologies. (2) A health care provider engaging in telemedicine or telehealth may use
asynchronous store-and-forward technology to allow for the electronic transmission of images, diagnostics, data,
and medical information; except that the health care provider may use interactive, real-time, two-way audio in
combination with asynchronous store-and-forward technology, without video capabilities, if, after accessing and
reviewing the patient’s medical records, the provider determines that the provider is able to meet the same
standard of care as if the health care services were being provided in person.]

* Ibid. [“Asynchronous store-and-forward” means the acquisition and transmission of images,
diagnostics, data, and medical information either to, or from, an originating site or to, or from, the health care

provider at a distant site, which allows for the patient to be evaluated without being physically present]
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¥ [bid., [2 ¢ (4) health care provider engaging in telemedicine or telehealth shall review the medical
history and any medical records provided by the patient. For an initial encounter with the patient, the provider
shall review the patient’s medical history and medical records prior to initiating contact with the patient, as
required pursuant to paragraph (3) of subsection a. of section 3 of P.L.]

5 Ibid., [ 3. a. Any health care provider who engages in telemedicine or telehealth shall ensure that a
proper provider-patient relationship is established. The establishment of a proper provider-patient relationship
shall include, but shall not be limited to: (1) properly identifying the patient using, at a minimum, the patient’s
name, date of birth, phone number, and address. When properly identifying the patient, the provider may
additionally use the patient’s assigned identification number, social security number, photo, health insurance
policy number, or other appropriate patient identifier associated directly with the patient; (2) disclosing and
validating the provider’s identity and credentials, such as the provider’s license, title, and, if applicable, specialty
and board certifications; (3) prior to initiating contact with a patient in an initial encounter for the purpose of
providing services to the patient using telemedicine or telehealth, reviewing the patient’s medical history and
any available medical records; and (4) prior to initiating contact with a patient for the purpose of providing
services to the patient using telemedicine or telehealth, determining whether the provider will be able to provide
the same standard of care using telemedicine or telehealth as would be provided if the services were provided in

person. The provider shall make this determination prior to each unique patient encounter.]
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¥ Ibid., [ 3 b. Telemedicine or telehealth may be practiced without a proper provider-patient

relationship, as defined in subsection a. this section, in the following circumstances: (1) during informal
consultations performed by a health care provider outside the context of a contractual relationship, or on an
irregular or infrequent basis, without the expectation or exchange of direct or indirect compensation; (2) during
episodic consultations by a medical specialist located in another jurisdiction who provides consultation services,
upon request, to a properly licensed or certified health care providerin this State; (3) when a health care provider
furnishes medical assistance in response to an emergency or disaster, provided that there is no charge for the
medical assistance; or (4) when a substitute health care provider, who is acting on behalf of an absent health care
provider in the same specialty, provides health care services on an on-call or cross-coverage basis, provided that
the absent health care provider has designated the substitute provider as an on-call provider or cross-coverage

service provider.]
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5 Ibid., [1 “Cross-coverage service provider” means a health care provider, acting within the scope of
a valid license or certification issued pursuant to Title 45 of the Revised Statutes, who engages in a remote medical
evaluation of a patient, without in-person contact, at the request of another health care provider who has
established a proper provider-patient relationship with the patient.]

» Ibid., [2. d. (1) Any health care provider providing health care services using telemedicine or
telehealth shall be subject to the same standard of care or practice standards as are applicable to in-person settings.
If telemedicine or telehealth services would not be consistent with this standard of care, the health care provider

shall direct the patient to seek in-person care. (2) Diagnosis, treatment, and consultation recommendations,
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including discussions regarding the risk and benefits of the patient’s treatment options, which are made through
the use of telemedicine or telehealth, including the issuance of a prescription based on a telemedicine or
telehealth encounter, shall be held to the same standard of care or practice standards as are applicable to in-person
settings. Unless the provider has established a proper provider-patient relationship with the patient, a provider
shall not issue a prescription to a patient based solely on the responses provided in an online questionnaire.]

% Ibid., [2 d (2) Diagnosis, treatment, and consultation recommendations, including discussions
regarding the risk and benefits of the patient’s treatment options, which are made through the use of telemedicine
or telehealth, including the issuance of a prescription based on a telemedicine or telehealth encounter, shall be
held to the same standard of care or practice standards as are applicable to in-person settings. Unless the provider
has established a proper provider-patient relationship with the patient, a provider shall not issue a prescription to
a patient based solely on the responses provided in an online questionnaire.]

! Ibid., [2 c (5) The health care provider engaging in telemedicine or telehealth will also be required to
refer the patient to appropriate follow up care where necessary, including making appropriate referrals for
emergency or complimentary care, if needed. The patient’s consent may be oral, written, or digital in nature,

provided it is appropriate under the standard of care.]
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” B. Sonny Bal. “An Introduction to Medical Malpractice in the United States.” 2. Clinical

Orthopaedics and Related Research (February 2009) :339. [Medical malpractice law in the United States is

derived from English common law, and was developed by rulings in various state courts. Medical malpractice
lawsuits are a relatively common occurrence in the United States. The legal system is designed to encourage
extensive discovery and negotiations between adversarial parties with the goal of resolving the dispute without
going to jury trial. The injured patient must show that the physician acted negligently in rendering care, and that

such negligence resulted in injury.]

93 Aav A Y B o a ua o s a
HUHNANTI I‘W‘iﬁi\iﬁfﬂﬂi, “ﬂi’gﬂ'l"llﬂﬂ%]‘lrfll']EJl,ﬂfJ’JﬂﬁJ‘V;IﬁL’J“]fﬂg“].l@]ﬁ]']ﬂﬂ'liiﬂ‘]elTVINﬂﬁLL‘W“ﬂEJ (noUN

1), 1aud 2 AW, U. 25 (WHHAAN-TINIAN 2556).

94Black’s Law Dictionary, 7th Ed., 1999, Medical Malpractice (definition), p. 971. [medical malpractice
is “a doctor’s failure to exercise the degree of care and skill that a physician or surgeon of the same medical

specialty would use under similar circumstances]
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% Fremgen, Bonnie F, Medical law and ethics, 4 th ed.(Boston : Pearson, 2012), p.134. [Professional

misconduct or demonstration of an unreasonable lack of skill with the of injury,loss, or damage to the patient is
considered malpractice. Malpractice consist of professional misconduct, improper discharge of professional
duties, and failure to meet professional standards of care that result in harm to another person.]

. Ibid., p134. [This standard is set by observing what a competent peer in another location would do a
similar circumstance.]

4 Ibid., p134. [standard of care" is actually the minimum that is considered acceptable.]

. Ibid., p134.[ Negligence, which is often an unintentional action, occurs when a person either performs
or fails to perform an action that a reasonable professional person would or would not have performed in a similar

situation]
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* Michael D. Greenberg, “Medical Malpractice and New Devices: Defining an Elusive Standard of
Care,” Health Matrix: The Journal of Law-Medicine vol. 19, p.426 (2009) See PROSSER AND KEETON ON
THE LAW OF TORTS 164-65 (W. Page Keeton et al. eds., 5th ed. 1984). [Medical malpractice is a form of tort,
or in other words, a civil claim in which an injured person requests damages from an alleged perpetrator, in
compensation for a wrongful, harmful act. As with negligence-based torts more generally, a claim for medical
malpractice generally requires that the plaintiff establish four basic legal elements in order to obtain a recovery.
First, she must show that the defendant owed a duty of care to the plaintiff; second, that that duty was breached
by the defendant; third, that the plaintiff was harmed (and experienced damages); and fourth, that the plaintiffs
harm was caused by the defendant's actions.]

100 Fremgen, Bonnie F, supra note 95, p.136.
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103 Carol A. Schwab, “The Physician-Patient Relationship,” Retrieved June 2019, from
https://www.uthsc.edu/Medicine/legaledu/UT/factsheets/PhysicianPatientRelationship.pdf [If the relationship
exists, the physician owes the patient a duty to provide medical care that falls within
a standard of care, obtain consent, maintain confidentiality, and provide continuity of care..]

'AMA Principles of Medical Ethics: I, IV, VI, “Code of Medical Ethics Opinion 1.1.4” Retrieved June
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18 Fremgen, Bonnie F, supra note 95, p.136. [Dereliction, or neglect, of duty is a physician's failure to
act as any ordinary and physician (a peer) would act in a similar circumstance. To prove dereliction or neglect of
duty, a patient would have to prove that the physician's performance or treatment did not comply with the
acceptable standard of care. For example, if a physician does not properly inform patients about all the risks
associated with surgical procedures, then the physician has neglected, or breached, his or her duty to patients, if
the outcome of a procedure is one that the patient did not anticipate or was not informed about, then this may

constitute grounds for a lawsuit claiming dereliction of duty.]
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1 Ibid., [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—(i) holds a certificate
to practise telemedicine issued by the Council; and (ii) practises telemedicine from outside Malaysia through a

fully registered medical practitioner holding a valid practicing certificate, may practise telemedicine.]
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1 Ibid., [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. (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. ]
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120 Ibid., [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 provided pursuant to subsection (2) and that this information has been discussed with the fully
registered medical practitioner. (4) The written consent under subsection (1) and statement under subsection (3)
of a patient shall become part of the patient’s medical record. (5) Where the patient is a minor, or is under such
mental disability as to render him incapable of giving an informed consent, consent may be given on his behalf
by his next friend or guardian ad idem.]

2! Ibid., [6 (1) The Minister may make such regulations as appear to him to be necessary or expedient
for carrying into effect the provisions of this Act. (2) Without prejudice to the generality of subsection (1),
regulations may be made —(a) to prescribe the minimum standards in respect of any facility, computer, apparatus,
appliance, equipment, instrument, material, article and substance which are to be used in the practice of

telemedicine on any premises ...]
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124 Jonathan Herring, medical law and ethics, 5 th ed, (Great Clarendon Street : Oxford, 2014)

p. 106.[The effect of the Bolam decision is that it is difficult to show a doctor breached duty of care. It will not
be enough to introduce evidence from an expert witness that he or she would not have carried out the procedure
in the way that the defendant did. It would be necessary to show that there is no responsible body of medical
opinion that would have approved of acting in that way. All that the defendant need do to win the case would be
to find an acknowledged expert to agree that the way in which the defend ant dealt with the patient was within
the range of acceptable practice.]

" Puteri Nemie bt. Jahn Kassim, MEDICAL NEGLIGENCE LITIGATION IN MALAYSIA:
CURRENT TREND AND PROPOSALS FOR REFORM, Retrieved June 2019, from

http://mdm.org.my/downloads/dr_puteri nemie.pdf
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"% There were different opinions presented to the court in this case as to what was supposed to be the
proper treatment and the procedure in giving such treatment to the plaintiff. The majority judgment accepted the
testimony of the defendant doctor and his explanation that the prescription and the dosage given to the plaintiff,
although at variance with the manufacturer’s recommendation, was made based on is personal experience. The
emphasis in the majority judgment in discounting the contrary evidence is the classic doctor-centric approach.
The court did not examine the reasonableness of the treatment. The court found the medical practitioner not

negligent because medical practitioners need not have the highest degree of skill.

"My Rathor, Informed Consent: A Socio-Legal Study Med J Malaysia Vol 66 No 5 December 2011

, p-425.
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"% Mable Kekana, Pitso Noe, Boyce Mkhize, “The practice of telemedicine and challenges to the
regulatory authorities,” SAJBL 33 (June 2010).
" Health Professions Act 56 of 1974. [1198180A9NANAHLIN %]

130Heal‘rh Professions Council of South Africa, “General Ethical Guidelines for Good Practice in Telemedicine,”
(AUG 2014). [1. INTRODUCTION 1.2 The Health Professions Council of South Africa (HPCSA) has a mandate
to regulate healthcare provision by ensuring that services are provided by qualified and skilled healthcare practitioners.
This regulatory mandate applies to healthcare practitioners in both state and privately-owned healthcare institutions.
It is the mandate of the HPCSA to protect the “patient” against possible abuse by healthcare practitioner on one hand

and to provide guidance for good practice to the professions.] (5100210 ﬂﬂ@ﬁmﬂwum ]
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1. ANUHNIBVDI INTNIFNTTY (Definition of Telemedicine)
BuIN1FU JUAG1HTUN15 8142035 TN5199n55Y (General Ethical
Guidelines for Good Practice in Telemedicine (Guidelines)) voalszmauensnild 1ddvua
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! [Practising as a healthcare professional is based upon a relationship of mutual trust between patients
and healthcare practitioners. The term “profession” means “a dedication, promise or commitment publicly
made”. To be a good healthcare practitioner, requires a life-long commitment to sound professional and ethical
practices and an overriding dedication to the interests of one’s fellow human beings and society.In essence, the
practising of healthcare professions is a moral enterprise. In this spirit, the HPCSA presents the following ethical
guidelines to guide and direct the practice of healthcare practitioners. These guidelines form an integral part of

the standards of professional conduct against which a complaint of professional misconduct will be evaluated.]
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"2 Ibid. [The practice of medicine using electronic communications, information technology or other
electronic means between a healthcare practitioner in one location and a healthcare practitioner in another location. This
is for facilitating, improving and enhancing clinical, educational and scientific healthcare and research, particularly to
the under serviced areas in the Republic of South Africa.]

" Ibid. [3.2 “Healthcare practitioner” means a person providing health services, registered in terms of
the Health Professions Act No 56 of 1974, to include any other appropriate disciplines as defined in the National

Health Act No 61 0f 2003.]

134 . .. . . . ..
Ibid. [Note: 1. Telemedicine involves secure videoconferencing or similar forms

of technology which enable healthcare practitioners to replicate the interaction of traditional face to-face
consultations between healthcare practitioners and the patient. 2. Telemedicine as defined refers to where
information is exchanged electronically either on or off-line, formally, informally or as a need for a second

opinion.]
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" Ibid. [4.5.1 Healthcare practitioners engaging in telemedicine must observe the professional duties
imposed in the HPCSA’s General Ethical Guidelines for Good Practice.]

" Ibid. [4.5.2 Duties to patients include, but are not limited to, always acting in the best interest or
well-being of the patient, respecting patients’ privacy and dignity, giving patients the information they need about
their conditions, and maintaining confidentiality at all times as required by the National Health Act No 61 02003
and the SA National Patients’ Rights Charter.]

7 Ibid. [4.5.3 Healthcare practitioners should not give medical advice or provide treatment using
telemedicine without obtaining proper informed consent from the patient for both the treatment to be given and

the use of telemedicine technology.]
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" Ibid [4.5.4 The consulting and servicing healthcare practitioners they should verify:

(a) The location of the consulting or servicing healthcare practitioner; (b) The identity and qualifications of the consulting or
servicing healthcare practitioner; and (c) The identity of the patient.]

" Ibid. [3.4 The “consulting healthcare practitioner” refers to the practitioner who conducts a “face to-
face” interview or examination with the patient or refers patient’s information to a remote location for further
advice or intervention]

“ Ibia [4.4.1 A documented medical evaluation must be done and the relevant clinical history necessary
to diagnose underlying conditions as well as any contra-indications regarding the recommended treatment must

be obtained before providing treatment, including issuing prescriptions electronically or otherwise.]
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141 1pig. [4.6.1 This section must be read in conjunction with HPCSA guidelines
regarding informed consent in Booklet 9 and the provisions of the National Health Act.]

1 Ibid. [4.6.2 Informed consent for the use of telemedicine technologies must be obtained in writing.]

" Ibid [4.6.3 Informed consent documentation for telemedicine practice should include the following:
(a) The identities of the patient and the servicing healthcare practitioner. (b) The servicing healthcare
practitioner’s practice number. (¢) The types of transmissions consented to using telemedicine technologies (e.g.
prescriptions, refills, appointment scheduling, patient education etc.). (d) Agreement by the patient that the
servicing practitioner will decide whether or not the condition being diagnosed or treated is appropriate for a
telemedicine consultation. (e) Details of the security measures taken with the use of telemedicine technologies,
such as encrypting data, password protected screen savers and data files, or the use of other reliable authentication
techniques. (f) Any material risks to confidentiality arising from the use of telemedicine technologies that may
influence the patient’s decision to consent. (g) The patient’s express consent to the transmission of the patient’s

personal medical information to a consulting healthcare practitioner or other appropriate third parties.]
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" Ibid. [4.6.5 The documentation regarding informed consent for telemedicine practice should include
the following: (a) The patient’s name and address and the location or site of consultation; (b) The consulting
practitioner’s name, practice address and number, and location; (c) The servicing practitioner’s or practitioner’s
names, practice addresses and numbers, and location; (d) A brief explanation of telemedicine; (¢) The types of
transmissions consented to using telemedicine technologies (e.g. prescriptions, refills, appointment scheduling,
patient education etc.). (f) Details of the security measures taken with the use of telemedicine technologies, such
as encrypting data, password protected screen savers and data files, or the use of other reliable authentication
techniques. (g) Any material risks to confidentiality arising from the use of telemedicine technologies that may
influence the patient’s decision to consent. (h) The expected risks, possible benefits of and alternatives to
telemedicine; (i) Agreement by the patient that the servicing practitioner will decide whether or not the condition
being diagnosed or treated is appropriate for a telemedicine consultation. (j) The patient’s agreement, after a full
explanation was given, including the patient’s express consent to the transmission of the patient’s personal
medical information to a consulting healthcare practitioner or other appropriate third parties. (k) The signature of
patient, the patient’s parent, the patient’s guardian or the patient’s caregiver - the relationship to the patient should

be specified; (1) The signature of the witness.]
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" Ibid. [4.8.3 Emergency telemedicine (a) Emergency telemedicine involves judgements by the
healthcare practitioner often based on sub-optimal patient information. (b) In emergencies, the health and well-
being of the patient are the determining factors with regard to stabilising the patient and having the patient referred
for thorough medical care. (c) The practitioner must provide the patient with emergency instructions when the
care provided by telemedicine indicates that a referral to an acute care or emergency facility is necessary for the
immediate treatment of the patient. (d) The emergency instructions should be in writing and appropriate to the

services being rendered via telemedicine.]
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4.1. ANNHMYUDIAINTIVNITH (Definition of Telemedicine)
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4.2 vENNvaNNENNAL I8 (Professional duties)
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4.4 ANVLULON (Informed consent)
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7/18/2019 Patient Responsibilities | American Medical Association

ETHICS

Patient Responsibilities

Code of Medical Ethics Opinion 1.1.4

Successful medical care requires ongoing collaboration between patients and physicians. Their partnership requires both
individuals to take an active role in the healing process.

Autonomous, competent patients control the decisions that direct their health care. With that exercise of self-governance
and choice comes a number of responsibilities. Patients contribute to the collaborative effort when they:

(a) Are truthful and forthcoming with their physicians and strive to express their concerns clearly. Physicians likewise should
encourage patients to raise questions or concerns.

(b) Provide as complete a medical history as they can, including providing information about past ilinesses, medications,
hospitalizations, family history of iliness, and other matters relating to present health.

(c) Cooperate with agreed-on treatment plans. Since adhering to treatment is often essential to public and individual safety,
patients should disclose whether they have or have not followed the agreed-on plan and indicate when they would like to
reconsider the plan.

(d) Accept care from medical students, residents, and other trainees under appropriate supervision. Participation in medical
education is to the mutual benefit of patients and the health care system; nonetheless, patients’ (or surrogates’) refusal of
care by a trainee should be respected in keeping with ethics guidance.

(e) Meet their financial responsibilities with regard to medical care or discuss financial hardships with their physicians.
Patients should be aware of costs associated with using a limited resource like health care and try to use medical resources
judiciously.

(f) Recognize that a healthy lifestyle can often prevent or mitigate illness and take responsibility to follow preventive
measures and adopt health-enhancing behaviors.

(g) Be aware of and refrain from behavior that unreasonably places the health of others at risk. They should ask about what
they can do to prevent transmission of infectious disease.

(h) Refrain from being disruptive in the clinical setting.
(i) Not knowingly initiate or participate in medical fraud.

(j) Report illegal or unethical behavior by physicians or other health care professionals to the appropriate medical societies,
licensing boards, or law enforcement authorities.

AMA Principles of Medical Ethics: I, IV, VI

Read more opinions about this topic
Code of Medical Ethics: Patient-Physician Relationships

Visit the Ethics main page to access additional Opinions, the Principles of Medical Ethics and more information about the
Code of Medical Ethics.

Ethics of Patient-Physician Relationships ~ AMA Code of Medical Ethics

https://www.ama-assn.org/delivering-care/ethics/patient-responsibilities 1/5
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Title 45.
Subtitle 1.
Chapter 1.
Article 6. (New)
Telemedicine and
Telehealth
§§1-6 -
C.45:1-61 to
45:1-66

§7 - C.30:4D-6k
§8 - C.26:28-29

§9 — C.52:14-17.29w
§10 — C.52:14-17.46.6h

§11 - Note

(CORRECTED COPY)
P.L.2017, CHAPTER 117, approved July 21, 2017
Senate Substitute for Senate Committee Substitute for
Senate, Nos. 291 SCS, 652, and 1954

AN AcT authorizing the provision of health care services through

telemedicine and telehealth, and supplementing various parts of
the statutory law,

BE IT ENACTED by the Senate and General Assembly of the State
of New Jersey:

Il Asiised in P.L. , &0V (C. ) (pending before the
Legislature as this bill):

“Asynchronous store-and-forward” means the acquisition and
transmission of images, diagnostics, data, and medical information
cither to, or from, an originating site or to, or from, the health care
provider at a distant site, which allows for the patient to be
evaluated without being physically present.

“Cross-coverage service provider” means a health care provider,
acting within the scope of a valid license or certification issued
pursuant to Title 45 of the Revised Statutes, who engages in a
remote medical evaluation of a patient, without in-person contact, at
the request of another health care provider who has established a
proper provider-patient relationship with the patient.

“Distant site” means a site at which a health care provider, acting
within the scope of a valid license or certification issued pursuant to
Title 45 of the Revised Statutes, is located while providing health
care services by means of telemedicine or telehealth.

“Health care provider” means an individual who provides a
health care service to a patient, and includes, but is not limited to, a
licensed physician, nurse, nurse practitioner, psychologist,
psychiatrist, psychoanalyst, clinical social worker, physician
assistant, professional counselor, respiratory therapist, speech
pathologist, audiologist, optometrist, or any other health care
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professional acting within the scope of a valid license or
certification issued pursuant to Title 45 of the Revised Statutes.

“On-call provider” means a licensed or certified health care
provider who is available, where necessary, to physically attend to
the urgent and follow-up needs of a patient for whom the provider
has temporarily assumed responsibility, as designated by the
patient’s primary care provider or other health care provider of
record.

“Originating site” means a site at which a patient is located at the
time that health care services are provided to the patient by means
of telemedicine or telehealth.

“Telehealth™ means the use of information and communications
technologies, including telephones, remote patient monitoring
devices, or other electronic means, to support clinical health care,
provider consultation, patient and professional health-related
education, public health, health administration, and other services in
accordance with the provisions of P.L. ,c¢. (C. ) (pending
before the Legislature as this bill).

“Telemedicine” means the delivery of a health care service using
electronic communications, information technology, or other
electronic or technological means to bridge the gap between a
health care provider who is located at a distant site and a patient
who is located at an originating site, either with or without the
assistance of an intervening health care provider, and in accordance
with the provisions of P.L. ,e. (C. ) (pending before the
Legislature as this bill). “Telemedicine” does not include the use,
in isolation, of audio-only telephone conversation, electronic mail,
instant messaging, phone text, or facsimile transmission.

“Telemedicine or telehealth organization” means a corporation,
sole proprietorship, partnership, or limited liability company that is
organized for the primary purpose of administering services in the
furtherance of telemedicine or telehealth.

2. a. Unless specifically prohibited or limited by federal or
State law, a health care provider who establishes a proper provider-
patient relationship with a patient may remotely provide health care
services to a patient through the use of telemedicine. A health care
provider may also engage in telehealth as may be necessary to
support and facilitate the provision of health care services to
patients.

b. Any health care provider who uses telemedicine or engages
in telehealth while providing health care services to a patient, shall:
(1) be validly licensed, certified, or registered, pursuant to Title 45
of the Revised Statutes, to provide such services in the State of New
Jersey; (2) remain subject to regulation by the appropriate New
Jersey State licensing board or other New Jersey State professional
regulatory entity; (3) act in compliance with existing requirements
regarding the maintenance of liability insurance; and (4) remain
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subject to New Jersey jurisdiction if either the patient or the
provider is located in New Jersey at the time services are provided.

c. (1) Telemedicine services shall be provided using
interactive, real-time, two-way communication technologies,

(2) A health care provider engaging in telemedicine or
telehealth may use asynchronous store-and-forward technology to
allow for the clectronic transmission of images, diagnostics, data,
and medical information; except that the health care provider may
use interactive, real-time, two-way audio in combination with
asynchronous  store-and-forward technology, without video
capabilities, if, after accessing and reviewing the patient’s medical
records, the provider determines that the provider is able to meet the
same standard of care as if the health care services were being
provided in person,

(3) The identity, professional credentials, and contact
information of a health care provider providing telemedicine or
telehealth services shall be made available to the patient during and
after the provision of services. The contact information shall enable
the patient to contact the health care provider, or a substitute health
care provider authorized to act on behalf of the provider who
provided services, for at least 72 hours following the provision of
services,

(4) A health care provider engaging in telemedicine or
telehealth shall review the medical history and any medical records
provided by the patient. For an initial encounter with the patient,
the provider shall review the patient’s medical history and medical
records prior to initiating contact with the patient, as required
pursuant to paragraph (3) of subsection a. of section 3 of P.L. ,¢.
(C: ) (pending before the Legislature as this bill). In the case of
a subsequent telemedicine or telehealth encounter conducted
pursuant to an ongoing provider-patient relationship, the provider
may review the information prior to initiating contact with the
patient or contemporaneously with the telemedicine or telehealth
encounter.

(5) Following the provision of services using telemedicine or
telehealth, the patient’s medical information shall be made available
to the patient upon the patient’s request, and, with the patient’s
affirmative consent, forwarded directly to the patient’s primary care
provider or health care provider of record, or, upon request by the
patient, to other health care providers. For patients without a
primary care provider or other health care provider of record, the
health care provider engaging in telemedicine or telehealth may
advise the patient to contact a primary care provider, and, upon
request by the patient, assist the patient with locating a primary care
provider or other in-person medical assistance that, to the extent
possible, is located within reasonable proximity to the patient. The
health care provider engaging in telemedicine or telehealth shall
also refer the patient to appropriate follow up care where necessary,
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including making appropriate referrals for emergency or
complimentary care, if needed. Consent may be oral, written, or
digital in nature, provided that the chosen method of consent is
deemed appropriate under the standard of care.

d. (1) Any health care provider providing health care services
using telemedicine or telehealth shall be subject to the same
standard of care or practice standards as are applicable to in-person
settings.  If telemedicine or telehealth services would not be
consistent with this standard of care, the health care provider shall
direct the patient to seek in-person care.

(2) Diagnosis, treatment, and consultation recommendations,
including discussions regarding the risk and benefits of the patient’s
treatment options, which are made through the use of telemedicine
or telehealth, including the issuance of a prescription based on a
telemedicine or telehealth encounter, shall be held to the same
standard of care or practice standards as are applicable to in-person
settings. Unless the provider has established a proper provider-
patient relationship with the patient, a provider shall not issue a
prescription to a patient based solely on the responses provided in
an online questionnaire.

e. The prescription of Schedule II controlled dangerous
substances through the use of telemedicine or telehealth shall be
authorized only after an initial in-person examination of the patient,
as provided by regulation, and a subsequent in-person visit with the
patient shall be required every three months for the duration of time
that the patient is being prescribed the Schedule II controlled
dangerous substance. However, the provisions of this subsection
shall not apply, and the in-person examination or review of a patient
shall not be required, when a health care provider is prescribing a
stimulant which is a Schedule 1l controlled dangerous substance for
use by a minor patient under the age of 18, provided that the health
care provider is using interactive, real-time, two-way audio and
video technologies when treating the patient and the health care
provider has first obtained written consent for the waiver of these
in-person examination requirements from the minor patient’s parent
or guardian.

f. A mental health screener, screening service, or screening
psychiatrist subject to the provisions of P.L.1987, c.116 (C.30:4-
27.1 et seq.):

(1) shall not be required to obtain a separate authorization in
order to engage in telemedicine or telehealth for mental health
screening purposes; and

(2) shall not be required to request and obtain a waiver from
existing regulations, prior to engaging in telemedicine or telehealth.

g. A health care provider who engages in telemedicine or
telehealth, as authorized by P.L. ,c. (C. ) (pending before
the Legislature as this bill), shall maintain a complete record of the
patient’s care, and shall comply with all applicable State and federal
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statutes and regulations for recordkeeping, confidentiality, and
disclosure of the patient’s medical record.

h. A health care provider shall not be subject to any
professional disciplinary action under Title 45 of the Revised
Statutes solely on the basis that the provider engaged in
telemedicine or telehealth pursuant to P.L. G (C. )
(pending before the Legislature as this bill),

i. (1) In accordance with the “Administrative Procedure Act.”
P.L.1968, c.410 (C.52:14B-1 et seq.), the State boards or other
entities that, pursuant to Title 45 of the Revised Statutes, are
responsible for the licensure, certification, or registration of health
care providers in the State, shall each adopt rules and regulations
that are applicable to the health care providers under their
respective jurisdictions, as may be necessary to implement the
provisions of this section and facilitate the provision of
telemedicine and telehealth services. Such rules and regulations
shall, at a minimum:

(a) include best practices for the professional engagement in
telemedicine and telehealth;

(b) ensure that the services patients receive using telemedicine
or telehealth are appropriate, medically necessary, and meet current
quality of care standards;

(c) include measures to prevent fraud and abuse in connection
with the use of telemedicine and telehealth, including requirements
concerning the filing of claims and maintaining appropriate records
of services provided; and

(d) provide substantially similar metries for evaluating quality
of care and patient outcomes in connection with services provided
using telemedicine and telehealth as currently apply to services
provided in person.

(2) In no case shall the rules and regulations adopted pursuant to
paragraph (1) of this subsection require a provider to conduct an
initial in-person visit with the patient as a condition of providing
services using telemedicine or telehealth.

(3) The failure of any licensing board to adopt rules and
regulations pursuant to this subsection shall not have the effect of
delaying the implementation of this act, and shall not prevent health
care providers from engaging in telemedicine or telehealth in
accordance with the provisions of this act and the practice act
applicable to the provider’s professional licensure, certification, or
registration.

3. a. Any health care provider who engages in telemedicine or
telehealth shall ensure that a proper provider-patient relationship is
established. The establishment of a proper provider-patient
relationship shall include, but shall not be limited to:

(1) properly identifying the patient using, at a minimum, the
patient’s name, date of birth, phone number, and address. When
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properly identifying the patient, the provider may additionally use
the patient’s assigned identification number, social security number,
photo, health insurance policy number, or other appropriate patient
identifier associated directly with the patient;

(2) disclosing and validating the provider’s identity and
credentials, such as the provider’s license, title, and, if applicable,
specialty and board certifications;

(3) prior to initiating contact with a patient in an initial
encounter for the purpose of providing services to the patient using
telemedicine or telehealth, reviewing the patient’s medical history
and any available medical records; and

(4) prior to initiating contact with a patient for the purpose of
providing services to the patient using telemedicine or telehealth,
determining whether the provider will be able to provide the same
standard of care using telemedicine or telehealth as would be
provided if the services were provided in person. The provider
shall make this determination prior to each unique patient
encounter.

b. Telemedicine or telehealth may be practiced without a
proper provider-patient relationship, as defined in subsection a. of
this section, in the following circumstances:

(1) during informal consultations performed by a health care
provider outside the context of a contractual relationship, or on an
irregular or infrequent basis, without the expectation or exchange of
direct or indirect compensation;

(2) during episodic consultations by a medical specialist located
in another jurisdiction who provides consultation services, upon
request, to a properly licensed or certified health care provider in
this State;

(3) when a health care provider furnishes medical assistance in
response to an emergency or disaster, provided that there is no
charge for the medical assistance; or

(4) when a substitute health care provider, who is acting on
behalf of an absent health care provider in the same specialty,
provides health care services on an on-call or cross-coverage basis,
provided that the absent health care provider has designated the
substitute provider as an on-call provider or cross-coverage service
provider.

4. a. Each telemedicine or telehealth organization operating in
the State shall annually register with the Department of Health.

b. Each telemedicine or telehealth organization operating in the
State shall submit an annual report to the Department of Health in a
manner as determined by the commissioner. The annual report
shall include de-identified encounter data including, but not limited
to: the total number of telemedicine and telehealth encounters
conducted; the type of technology utilized to provide services using
telemedicine or telehealth; the category of medical condition for
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which services were sought; the geographic region of the patient
and the provider; the patient’s age and sex: and any prescriptions
issued. The commissioner may require the reporting of any
additional information as the commissioner deems necessary and
appropriate, subject to all applicable State and federal laws, rules,
and regulations for recordkeeping and privacy. Commencing six
months after the effective date of PL. ,c. (C. ) (pending
before the Legislature as this bill), telemedicine and telehealth
organizations shall include in the annual report, for each
telemedicine or telehealth encounter: the patient’s race and
ethnicity; the diagnostic codes; the evaluation management codes;
and the source of payment for the encounter.

¢. The Department of Health shall compile the information
provided in the reports submitted by telemedicine and telehealth
organizations pursuant to subsection b. of this section to generate
Statewide data concerning telemedicine and telehealth services
provided in the State. The department shall annually share the
Statewide data with the Department of Human Services, the
Department of Banking and Insurance, the Telemedicine and
Telehealth Review Commission established pursuant to section 5 of
RO (C. ) (pending before the Legislature as this bill),
State boards and other entities that, under Title 45 of the Revised
Statutes, are responsible for the professional licensure, certification,
or registration of health care providers in the State who provide
health care services using telemedicine or telehealth pursuant to
Edmr. (O ) (pending before the Legislature as this bill),
and the Legislature pursuant section 2 of P.L.1991, c.164 (C.52:14-
19.1). The department shall also transmit a report to the Legislature
and the Telemedicine and Telehealth Review Commission that
includes: an analysis of each rule and regulation adopted pursuant
to subsection i. of section 2 of PL. ,c. (C. ) (pending
before the Legislature as this bill) by a State board or other entity
responsible for the professional licensure, -certification, or
registration of health care providers in the State who provide health
care services using telemedicine or telehealth; and an assessment of
the effect that telemedicine and telehealth is having on health care
delivery, health care outcomes, population health, and in-person
health care services provided in facility-based and office-based
settings.

d. A telemedicine or telehealth organization that fails to
register with the Department of Health pursuant to subsection a. of
this section or that fails to submit the annual report required
pursuant to subsection b. of this section shall be liable to such
disciplinary actions as the Commissioner of Health may prescribe
by regulation.

5. a. Six months after the effective date of P.L. ,¢c. (C. )
(pending before the Legislature as this bill), there shall be
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established in the Department of Health the Telemedicine and
Telehealth Review Commission, which shall review the information
reported by telemedicine and telehealth organizations pursuant to
subsection b. of section 4 of P.L. ,¢c. (C. ) (pending before
the Legislature as this bill) and make recommendations for such
executive, legislative, regulatory, administrative, and other actions
as may be necessary and appropriate to promote and improve the
quality, efficiency, and effectiveness of telemedicine and telehealth
services provided in this State.

b. The commission shall consist of seven members, as follows:
the Commissioner of Health, or a designee, who shall serve ex
officio, and six public members, with two members each to be
appointed by the Governor, the Senate President, and the Speaker of
the General Assembly. The public members shall be health care
professionals with a background in the provision of health care
services using telemedicine and telehealth. The public members
shall serve at the pleasure of the appointing authority, and vacancies
in the membership shall be filled in the same manner as the original
appointments.

¢. Members of the commission shall serve without
compensation but may be reimbursed for necessary travel expenses
incurred in the performance of their duties within the limits of funds
made available for that purpose.

d. The members shall select a chairperson and a vice
chairperson from among the members. The chairperson may
appoint a secretary, who need not be a member of the commission.
The Department of Health shall provide staff and administrative
support to the commission.

e. The commission shall meet at least twice a year and at such
other times as the chairperson may require. The commission shall
be entitled to call to its assistance and avail itself of the services of
the employees of any State, county, or municipal department, board,
bureau, commission, or agency as it may require and as may be
available for its purposes.

f. The commission shall report its findings and
recommendations to the Governor, the Commissioner of Health, the
State boards or other entities that, pursuant to Title 45 of the
Revised Statutes, are responsible for the licensure, certification, or
registration of health care providers in the State who provide health
care services using telemedicine or telehealth pursuant to P.L. | c.
{C. ) (pending before the Legislature as this bill), and, pursuant
to section 2 of P.L.1991, c¢.164 (C.52:14-19.1), the Legislature no
later than two years after the date the commission first meets. The
commission shall expire upon submission of its report.

6. If any provision of P.L. ,c. (C. ) (pending before the
Legislature as this bill) or its application to any person or
circumstance is held to be invalid, the invalidity shall not affect any
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other provision or application of PL. ,c. (C. ) (pending
before the Legislature as this bill) which can be given effect without
the invalid provision or application, and, to this end, the provisions
ofPL: ;¢ (€. ) (pending before the Legislature as this bill)
are severable.

7. a. The State Medicaid and NJ FamilyCare programs shall
provide coverage and payment for health care services delivered to
a benefits recipient through telemedicine or telehealth, on the same
basis as, and at a provider reimbursement rate that does not exceed
the provider reimbursement rate that is applicable, when the
services are delivered through in-person contact and consultation in
New Jersey. Reimbursement payments under this section may be
provided either to the individual practitioner who delivered the
reimbursable services, or to the agency, facility, or organization that
employs the individual practitioner who delivered the reimbursable
services, as appropriate.

b. The State Medicaid and NJ FamilyCare programs may limit
coverage to services that are delivered by participating health care
providers, but may not charge any deductible, copayment, or
coinsurance for a health care service, delivered through
telemedicine or telehealth, in an amount that exceeds the deductible,
copayment, or coinsurance amount that is applicable to an in-person
consultation.

c. Nothing in this section shall be construed to:

(1) prohibit the State Medicaid or NJ FamilyCare programs
from providing coverage for only those services that are medically
necessary, subject to the terms and conditions of the recipient’s
benefits plan; or

(2) allow the State Medicaid or NJ FamilyCare programs to
require a benefits recipient to use telemedicine or telehealth in lieu
of obtaining an in-person service from a participating health care
provider.

d. The Commissioner of Human Services, in consultation with
the Commissioner of Children and Families, shall apply for such
State plan amendments or waivers as may be necessary to
implement the provisions of this section and to secure federal
financial participation for State expenditures under the federal
Medicaid program and Children’s Health Insurance Program.

€. As used in this section:

“Benefits recipient” or “recipient” means a person who is
eligible for, and who is receiving, hospital or medical benefits under
the State Medicaid program established pursuant to P.L.1968, ¢.413
(C.30:4D-1 et seq.), or under the NJ FamilyCare program
established pursuant to P.L.2005, c.156 (C.30:4J-8 ct al.), as
appropriate.

“Participating health care provider” means a licensed or certified
health care provider who is registered to provide health care
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services to benefits recipients under the State Medicaid or NJ
FamilyCare programs, as appropriate.
“Telehealth™ means the same as that term is defined by section |

of PE, . g (€ ) (pending before the Legislature as this
bill).

“Telemedicine” means the same as that term is defined by
section 1 of P.L. ,¢c. (C. ) (pending before the Legislature
as this bill).

8. a. A carrier that offers a health benefits plan in this State
shall provide coverage and payment for health care services
delivered to a covered person through telemedicine or telehealth, on
the same basis as, and at a provider reimbursement rate that does
not exceed the provider reimbursement rate that is applicable, when
the services are delivered through in-person contact and
consultation in New Jersey. Reimbursement payments under this
section may be provided either to the individual practitioner who
delivered the reimbursable services, or to the agency. facility, or
organization that employs the individual practitioner who delivered
the reimbursable services, as appropriate.

b. A carrier may limit coverage to services that are delivered
by health care providers in the health benefits plan’s network, but
may not charge any deductible, copayment, or coinsurance for a
health care service, delivered through telemedicine or telehealth, in
an amount that exceeds the deductible, copayment, or coinsurance
amount that is applicable to an in-person consultation.

¢. Nothing in this section shall be construed to:

(1) prohibit a carrier from providing coverage for only those
services that are medically necessary, subject to the terms and
conditions of the covered person’s health benefits plan; or

(2) allow a carrier to requirc a covered person to use
telemedicine or telehealth in lieu of receiving an in-person service
from an in-network provider.

d. The Commissioner of Banking and Insurance shall adopt
rules and regulations, pursuant to the “Administrative Procedure
Act,” P.L.1968, c.410 (C.52:14B-1 et seq.), to implement the
provisions of this section.

e. Asused in this section:

“Carrier” means the same as that term is defined by section 2 of
P.L.1997, ¢.192 (C.26:2S-2).

“Covered person” means the same as that term is defined by
section 2 of P.L.1997, ¢.192 (C.26:2S-2).

“Health benefits plan” means the same as that term is defined by
section 2 of P.L.1997, ¢.192 (C.26:28-2).

“Telehealth” means the same as that term is defined by section 1
ofPIe - e (E, ) (pending before the Legislature as this
bill).



L S

o0 -1 O

SS for SCS for S291
11

“Telemedicine” means the same as that term is defined by
section [ of P.L. ,c. (C. ) (pending before the Legislature
as this bill).

9. a. The State Health Benefits Commission shall ensure that
every contract purchased thereby, which provides hospital and
medical expense benefits, additionally provides coverage and
payment for health care services delivered to a covered person
through telemedicine or telehealth, on the same basis as, and at a
provider reimbursement rate that does not exceed the provider
reimbursement rate that is applicable, when the services are
delivered through in-person contact and consultation in New Jersey.
Reimbursement payments under this section may be provided either
to the individual practitioner who delivered the reimbursable
services, or to the agency, facility, or organization that employs the
individual practitioner who delivered the reimbursable services, as
appropriate.

b. A health benefits contract purchased by the State Health
Benefits Commission may limit coverage to services that are
delivered by health care providers in the health benefits plan’s
network, but may not charge any deductible, copayment, or
coinsurance for a health care service, delivered through
telemedicine or telehealth, in an amount that exceeds the deductible,
copayment, or coinsurance amount that is applicable to an in-person
consultation.

c. Nothing in this section shall be construed to:

(1) prohibit a health benefits contract from providing coverage
for only those services that are medically necessary, subject to the
terms and conditions of the covered person’s health benefits plan;
or

(2) allow the State Health Benefits Commission, or a contract
purchased thereby, to require a covered person to use telemedicine
or telehealth in licu of receiving an in-person service from an in-
network provider.

d. The State Health Benefits Commission shall adopt rules and
regulations, pursuant to the *“Administrative Procedure Act,”
P.L.1968, ¢.410 (C.52:14B-1 et seq.), to implement the provisions
of this section.

e. Asused in this section:

“Telehealth” means the same as that term is defined by section 1

of Pl Cog, e, ) (pending before the Legislature as this
bill).

“Telemedicine” means the same as that term is defined by
section | of PL. ,ec. (C. ) (pending before the Legislature
as this bill).

10. a. The School Employees’ Health Benefits Commission
shall ensure that every contract purchased thereby, which provides
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hospital and medical expense benefits, additionally provides
coverage and payment for health care services delivered to a
covered person through telemedicine or telehealth, on the same
basis as, and at a provider reimbursement rate that does not exceed
the provider reimbursement rate that is applicable, when the
services are delivered through in-person contact and consultation in
New Jersey. Reimbursement payments under this section may be
provided either to the individual practitioner who delivered the
reimbursable services, or to the agency, facility, or organization that
employs the individual practitioner who delivered the reimbursable
services, as appropriate.

b. A health benefits contract purchased by the State Health
Benefits Commission may limit coverage to services that are
delivered by health care providers in the health benefits plan’s
network, but may not charge any deductible, copayment, or
coinsurance for a health care service, delivered through
telemedicine or telehealth, in an amount that exceeds the deductible,
copayment, or coinsurance amount that is applicable to an in-person
consultation.

¢. Nothing in this section shall be construed to:

(1) prohibit a health benefits contract from providing coverage
for only those services that are medically necessary, subject to the
terms and conditions of the covered person’s health benefits plan;
or

(2) allow the School Employees’ Health Benefits Commission,
or a contract purchased thereby, to require a covered person to use
telemedicine or telehealth in licu of receiving an in-person service
from an in-network provider.

d. The School Employees’ Health Benefits Commission shall
adopt rules and regulations, pursuant to the “Administrative
Procedure Act,” P.L.1968, c.410 (C.52:14B-1 et seq.), to implement
the provisions of this section.

e. Asused in this section:

“Telehealth™ means the same as that term is defined by section 1

of R, e, (0. ) (pending before the Legislature as this
bill).

“Telemedicine” means the same as that term is defined by
gsection'l of PL: ;6. (€, ) (pending before the Legislature
as this bill).

11. This act shall take effect immediately, and section 5 of this
act shall expire upon submission of the commission’s report.
STATEMENT

This Senate floor substitute authorizes health care providers,
including, but not limited to, licensed physicians, nurses, nurse
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practitioners, psychologists, psychiatrists, psychoanalysts. clinical
social workers, physician assistants, professional counselors,
respiratory therapists, speech pathologists, audiologists, and
optometrists, to remotely provide health care services to patients
through the use of telemedicine and telehealth.

“Telehealth” is defined to mean the use of information and
communications technologies, including telephones, remote patient
monitoring devices, or other clectronic means, to support clinical
health care, provider consultation, patient and professional health-
related education, public health, health administration, and other
services as described in regulation,

“Telemedicine” is defined to mean means the delivery of a health
care service using electronic communications, information
technology, or other electronic or technological means to bridge the
gap between a health care provider who is located at a distant site
and a patient who is located at an originating site, either with or
without the assistance of an intervening health care provider.
“Telemedicine” would not include the use, in isolation, of audio-
only telephone conversation, electronic mail, instant messaging,
phone text, or facsimile transmission.

Specifically, a health care provider will be permitted to remotely
provide health care services to a patient through the use of
telemedicine, and will be permitted to engage in telehealth as may
be necessary to support and facilitate the provision of health care
services to patients.

The substitute bill requires any health care provider who uses
telemedicine or engages in telehealth while providing health care
services to a patient to: (1) be validly licensed, certified, or
registered to provide such services in the State of New Jersey; (2)
remain subject to regulation by the appropriate New Jersey State
licensing board or professional regulatory entity; (3) act in
compliance with existing requirements regarding the maintenance
of liability insurance; and (4) remain subject to New Jersey
jurisdiction if either the patient or the provider is located in New
Jersey at the time services are provided.

The bill requires telemedicine services to be provided using
interactive, real-time, two-way communication technologies. A
health care provider engaging in telemedicine or telehealth may use
asynchronous store-and-forward technology to allow for the
electronic transmission of images, diagnostics, data, and medical
information; except that the health care provider may use
interactive, real-time, two-way audio in combination with
asynchronous  store-and-forward technology, without video
capabilities, if, after accessing and reviewing the patient’s medical
records, the provider determines that the provider is able to meet the
same standard of care as if the health care services were being
provided in person. The provider’s identity, professional
credentials, and contact information are to be made available to the
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patient during and after the provision of services. The substitute
bill requires the contact information to enable the patient to contact
the health care provider, or a substitute health care provider
authorized to act on the provider’s behalf, for at least 72 hours
following the provision of services.

A health care provider engaging in telemedicine or telehealth
will be required to review the medical history and any medical
records provided by the patient. In the case of an initial encounter
with the patient, the provider is to conduct the review before
initiating contact with the patient; in the case of a subsequent
encounter pursuant to an ongoing provider-patient relationship, the
provider may conduct the review prior to initiating contact or
contemporaneously with the telemedicine or telehealth encounter.

Health care providers who engage in telemedicine or telehealth
will be required to maintain a complete record of the patient’s care
and comply with all applicable State and federal statutes and
regulations for recordkeeping, confidentiality, and disclosure of the
patient’s medical record. Health care providers will not be subject
to any professional disciplinary action under Title 45 of the Revised
Statutes solely on the basis that the provider engaged in
telemedicine or telehealth pursuant to the substitute bill.

Following the provision of services using telemedicine or
telehealth, the patient’s medical information is to be made available
to the patient upon the patient’s request, and, with the patient’s
affirmative consent, forwarded directly to the patient’s primary care
provider or health care provider of record, or, upon request by the
patient, to other health care providers. For patients without a
primary care provider or other health care provider of record, the
health care provider engaging in telemedicine or telehealth may
advise the patient to contact a primary care provider, and, upon
request by the patient, may assist the patient with locating a primary
care provider or other in-person medical assistance that, to the
extent possible, is located within reasonable proximity to the
patient. The health care provider engaging in telemedicine or
telehealth will also be required to refer the patient to appropriate
follow up care where necessary, including making appropriate
referrals for emergency or complimentary care, if needed. The
patient’s consent may be oral, written, or digital in nature, provided
it is appropriate under the standard of care.

Health care providers providing health care services using
telemedicine or telehealth will be subject to the same standard of
care or practice standards as are applicable to in-person settings. If
telemedicine services would not be consistent with this standard of
care, the health care provider is to direct the patient to seek in-
person care. Similarly, diagnosis, treatment, and consultation
recommendations made through the use of telemedicine or
telehealth, including the issuance of a prescription based on a
telemedicine encounter, are to be held to the same standard of care
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or practice standards as are applicable to in-person settings. A
provider may not issue a prescription to a patient based solely on
the responses provided in an online questionnaire, unless the
provider has established a proper provider-patient relationship with
the patient.

Schedule II controlled dangerous substances may be prescribed
through the use of telemedicine only after the provider conducts an
initial in-person examination of the patient. Subsequent in-person
visits with the patient will be required every three months for the
duration of time that the patient is being prescribed the Schedule 11
controlled dangerous substance. However, these restrictions do not
apply when a health care provider is prescribing a stimulant which
is a Schedule II controlled dangerous substance for use by a minor
patient under the age of 18, provided that the health care provider is
using interactive, real-time, two-way audio and video technologies
when treating the patient, and the provider has first obtained written
consent for the waiver of these in-person examination requirements
from the minor patient’s parent or guardian.

The substitute bill provides that mental health screeners,
screening services, and screening psychiatrists subject to the
provisions of P.L.1987, ¢.116 (C.30:4-27.1 et seq.) will not be
required to obtain a separate authorization in order to engage in
telemedicine or telehealth for mental health screening purposes, and
will not be required to request and obtain a waiver from existing
regulations prior to engaging in telemedicine or telehealth.

Professional licensing and certification boards will be required to
adopt rules and regulations, which will be applicable to the health
care providers under their respective jurisdictions, in order to
implement the provisions of the bill and facilitate the provision of
telemedicine and telehealth services. The rules and regulations are
to, at a minimum: include best practices for the professional
engagement in telemedicine and telehealth; ensure that the services
patients receive using telemedicine or telehealth are appropriate,
medically necessary, and meet current quality of care standards;
include measures to prevent fraud and abuse in connection with the
use of telemedicine and telehealth, including requirements
concerning the filing of claims and maintaining appropriate records
of services provided; and provide substantially similar metrics for
evaluating quality of care and patient outcomes in connection with
services provided using telemedicine and telehealth as currently
apply to services provided in person. The rules and regulations may
not include any provision requiring an initial in-person visit with a
patient before providing services using telemedicine or telehealth.

In order to engage in telemedicine or telehealth, a health care
provider will be required to establish a proper patient-provider
relationship with the patient.  Establishing this relationship
includes, but is not be limited to: (1) properly identifying the patient
using certain patient identifiers, including, at a minimum, the
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patient’s name, date of birth, phone number, address. and social
security number, whenever possible; (2) disclosing and validating
the provider’s identity and credentials; (3) prior to initiating contact
with a patient during an initial encounter, reviewing the patient’s
medical history and any available medical records; and (4) prior to
initiating contact with the patient, determining whether the provider
will be able to provide the appropriate standard of care using
telemedicine and telehealth as would be provided in an inpatient
setting.

Telemedicine may be practiced without establishing a proper
provider-patient relationship during informal consultations without
compensation; during episodic consultations by a medical specialist
located in another jurisdiction; when a health care provider
furnishes medical assistance in response to an emergency or
disaster, provided that there is no charge for the medical assistance:
and when a substitute health care provider acting on behalf of an
absent health care provider in the same specialty provides health
care services on an on-call or cross-coverage basis, provided that
the absent health care provider has designated the substitute
provider as an on-call provider or cross-coverage service provider.

The substitute bill requires each telemedicine or telehealth
organization operating in the State to annually register with the
Department of Health (DOH) and to submit an annual report to
DOH in a manner as determined by the commissioner. A
telemedicine or telehealth organization that fails to register or that
fails to submit the annual report will be subject to disciplinary
action.

The annual report submitted by each telemedicine and telehealth
organization is to include de-identified encounter data setting forth
the total number of telemedicine encounters conducted; the type of
technology utilized to provide services using telemedicine or
telehealth; the category of medical condition for which services
were sought; the geographic region of the patient and the provider;
the patient’s age and sex; and any prescriptions issued. The
commissioner may require the reporting of any additional
information as the commissioner deems necessary and appropriate,
subject to all applicable State and federal laws, rules, and
regulations for recordkeeping and privacy. Commencing six
months after the effective date of the bill, the annual report
submitted by telemedicine and telehealth organizations is to
additionally, include, for each telemedicine or telehealth encounter:
the patient’s race and ethnicity; the diagnostic code; the encounter
management code; and the source of payment for the encounter.
DOH will be required to share the reported information with the
Legislature, the Department of Human Services, the Department of
Banking and Insurance, the Telemedicine and Telehealth Review
Commission established under the bill, and the appropriate boards
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and entities that license or certify professionals who provide health
care services in the State using telemedicine or telehealth.

Additionally, DOH will be required to compile the reported
information to generate Statewide data concerning telemedicine and
telehealth services provided in New Jersey, and report the Statewide
data to the Legislature and the Telemedicine and Telehealth Review
Commission on an annual basis, The report is to include an
analysis of each rule and regulation adopted by State boards and
entities responsible for the licensure or certification of health care
providers using telemedicine and telehealth, and an assessment of
the effect that the provision of health care services using
telemedicine and telehealth is having in New Jersey on health care
delivery. health care outcomes, population health, and in-person
health care services provided in facility-based and office-based
settings.

Six months after the effective date of the substitute bill, the
Telemedicine and Telehealth Review Commission will be
established in DOH. The commission will be required to review the
information reported by telemedicine and telehealth organizations
and make recommendations for such executive, legislative,
regulatory, administrative, and other actions as may be necessary
and appropriate to promote and improve the quality, efficiency, and
effectiveness of telemedicine and telehealth services provided in
New Jersey. The commission will consist of seven members: the
Commissioner of Health, or a designee, who will serve ex officio,
and six public members, with two members each to be appointed by
the Governor, the Senate President, and the Speaker of the General
Assembly. The public members are to be health care professionals
with a background in the provision of health care services using
telemedicine and telehealth. The public members will serve at the
pleasure of the appointing authority, and vacancies in the
membership shall be filled in the same manner as the original
appointments. Members of the commission will serve without
compensation but may be reimbursed for necessary travel expenses
incurred in the performance of their duties within the limits of funds
made available for that purpose. The commission will meet at least
twice a year and at such other times as the chairperson may require.
The commission will be entitled to call to its assistance and avail
itself of the services of the employees of any State, county, or
municipal department, board, bureau, commission, or agency as it
may require and as may be available for its purposes. The
commission will be required to report its findings and
recommendations to the Governor, the Commissioner of Health, the
State boards or other entities which are responsible for the
licensure, certification, or registration of health care providers in
the State who provide health care services using telemedicine or
telehealth, and the Legislature no later than two years after the date



I = Y L S

o [ B ES I o5 S T S5 S e el e et e

SS for SCS for S291
18

the commission first meets, and will expire upon submission of the
report.

The substitute bill specifies that Medicaid, NJ FamilyCare, and
certain health insurance providers, including the carriers of health
benefits plans, the State Health Benefits Commission, and the
School Employees’ Health Benefits Commission, are each to
provide coverage and payment for services provided through
telemedicine and telehealth on the same basis as, and at a provider
reimbursement rate that does not exceed the provider
reimbursement rate that is applicable, when the services are
delivered in-person in New Jersey. Reimbursement payments may
be made to the individual practitioner who delivered the
reimbursable services, or to the telemedicine or telehealth
organization that employs the practitioner.

Each such carrier or insurance provider will be authorized to
charge a deductible, copayment, or coinsurance for a health care
service delivered through telemedicine or telehealth, provided that
the amount charged does not exceed the charge for an in-person
consultation. Where applicable, each carrier or insurance provider
will be limited in its ability to impose annual or lifetime dollar
maximum amounts on the coverage of services provided through
telemedicine. Nothing in the substitute bill will prohibit a carrier or
other insurance provider from providing coverage only for services
deemed to be medically necessary, and nothing will allow a carrier
or other insurance provider to coerce a covered person to use
telehealth or telemedicine in lieu of receiving an in-person service.

Authorizes health care providers to engage in telemedicine and
telehealth.
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LAWS OF MALAYSIA

Act 564

TELEMEDICINE ACT 1997

An Act to provide for the regulation and control of the practice
of telemedicine; and for matters connected therewith.

[ ]

BE IT ENACTED by the Seri Paduka Baginda Yang di-Pertuan
Agong with the advice and consent of the Dewan Negara and
Dewan Rakyat in Parliament assembled, and by the authority of
the same, as follows:

Short title and commencement
I. (1) This Act may be cited as the Telemedicine Act 1997.
(2) This Act shall come into force on a date to be appointed by

the Minister by notification in the Gazette and the Minister may
appoint different dates for different provisions of this Act.

Interpretation
2. In this Act, unless the context otherwise requires—

“Council” means the Malaysian Medical Council established
under section 3 of the Medical Act 1971 [Aet 50];

“Director General” means the Director General of Health, Malaysia;

“fully registered medical practitioner” means any person who is
fully registered under section 14 of the Medical Act;

“Medical Act” means the Medical Act 1971:

“practising certificate™ means a practising certificate issued under
section 20 of the Medical Act;
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“provisionally registered” means provisionally registered under
section 12 of the Medical Act;

“registered medical assistant™ means any person who is registered
under the Medical Assistants (Registration) Act 1977 [Act 180);

“registered midwife” means any person who is registered under
the Midwives Act 1966 [Act 436];

“registered nurse” means any person who is registered under the
Nurses Act 1950 [Acr 14]:

“telemedicine” means the practice of medicine using audio,
visual and data communications.

Persons who may practise telemedicine

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

(i) practises telemedicine from outside Malaysia
through a fully registered medical practitioner
holding a valid practising certificate,

may practise telemedicine.

(2) Notwithstanding paragraph (1)(a), the Director General may,
upon an application being made by a fully registered medical
practitioner, permit in writing, subject to such terms and conditions
as the Director General may specify, a provisionally registered
medical practitioner, a registered medical assistant, a registered
nurse, a registered midwife or any other person providing healthcare,
to practise telemedicine if such person—

(a) is deemed suitable by the Director General to be so
permitted; and

(b) is under the supervision, direction and authority of the
fully registered medical practitioner making the application.
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(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 conviction be
liable to a fine not exceeding five hundred thousand ringgit or to
imprisonment for a term not exceeding five years or to both.

Certificate to practise telemedicine

4. (1) An application for a certificate to practise telemedicine
referred to in paragraph 3(1)(b) shall be made by a medical practitioner
registered or licensed outside Malaysia through a fully registered
medical practitioner to the Council in such manner or form and
accompanied by such documents, particulars and fees as may be
prescribed.

(2) The Council may issue to the applicant a certificate to practise
telemedicine for a period not exceeding three years subject to such
terms and conditions as the Council may specify in such certificate.

(3) The Council may at any time vary the terms and conditions of
a certificate to practise telemedicine issued under subsection (2).

(4) The Council may at any time cancel any certificate to practise
telemedicine issued under subsection (2) if the person to whom the
certificate is issued contravenes any term or condition specified
in the certificate.

(5) Any person who is aggrieved by the refusal of the Council
to issue a certificate to practise telemedicine or by the cancellation
of a certificate to practise telemedicine may appeal to the Minister
whose decision shall be final.

Patient’s consent

S. (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.

(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;
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(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.

(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 provided pursuant to subsection (2)
and that this information has been discussed with the fully registered
medical practitioner.

(4) The written consent under subsection (1) and statement under
subsection (3) of a patient shall become part of the patient’s medical
record.

(5) Where the patient is a minor, or is under such mental disability
as to render him incapable of giving an informed consent, consent
may be given on his behalf by his next friend or guardian ad idem.

(6) Any fully registered medical practitioner who contravenes
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.

Regulations

6. (1) The Minister may make such regulations as appear to him
to be necessary or expedient for carrying into effect the provisions
of this Act.
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(2) Without prejudice to the generality of subsection (1).
regulations may be made—

(a)

(b)

(c)

(d)

(e)

(/)

(g)

to prescribe the minimum standards in respect of any
facility, computer, apparatus, appliance, equipment,
instrument, material, article and substance which are to
be used in the practice of telemedicine on any premises;

to provide for acceptable quality assurance and quality
control in respect of telemedicine services:;

to require persons practising telemedicine to maintain
such books, records and reports as may be necessary for
the proper enforcement and administration of this Act
and to prescribe the manner in which such books, records
and reports are to be kept and issued;

to require the furnishing of statistical information to the
Director General;

to provide that the contravention of any provision of any
regulation made under this Act shall constitute an offence
and that persons convicted of such offence shall be liable
to a fine or imprisonment or both but such fine shall not
exceed five thousand ringgit and such imprisonment shall
not exceed one year;

to prescribe the offences under this Act or the regulations
made under this Act which may be compounded and the
person by whom and the manner in which such offences
may be compounded;

to prescribe any other matter which is required or permitted
by this Act to be prescribed.
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HEALTH PROFESSIONS ACT 56 OF 1974

REGULATIONS RELATING TO PERFORMANCE OF COMMUNITY SERVICE BY
PERSONS REGISTERING IN TERMS OF THE HEALTH PROFESSIONS ACT, 1974

Published under Government Notice R688 in Government Gazette 18890 of 15 May 1998 and
amended by:

GN R498 GG 21178 19/5/2000
GN R69 GG 23047 22/1/2002
GN R620 GG 34494 . 5/8/2011

The Minister of Health has, in terms of section 24A of the Health Professions Act, 1974 (Act No.

56 of 1974), after consultation with the Health Professions Council of South Africa, made the
regulations in the Schedule.

SCHEDULE
1. Definition
p) Professions in respect of which community service shall be performed
3 Registration of persons performing community service
4. Conditions of service
5 Places where community service is to be performed
6. Interruption of period of community service
7. Report on completion
Definition

1.1 In these regulations, “the Act” means the Health Professions Act, 1974 (Act No. 56 of

1974), and any expression to which a meaning has been assigned in the Act, shall bear
such meaning.

Professions in respect of which community service shall be performed

2.1 Any person registering for the first time for any of the following professions in terms of the
Act shall perform community service as prescribed in these regulations:

(a) Profession of a medical practitioner;
(b) profession of a dentist;

(c) radiography;
[Para. (c) added by GN R69/2002]

(d) physiotherapy;
[Para. (d) added by GN R69/2002]



2.2

2.3

(e)  speech, language and hearing therapy;
[Para. (¢) added by GN R69/2002]

(f)  occupational therapy;
[Para. (f) added by GN R69/2002]

(g) environmental health;
[Para. (g) added by GN R69/2002]

(h) dietetics; and
[Para. (h) added by GN R69/2002]

(1)  clinical psychology.
[Para. (i) added by GN R69/2002]

Provided that persons registered under section 29 of the Act may not be required to
perform community service.
[Reg. 2.1 amended by GN R498/2000 and GN R69/2002]

The Minister shall by notice in the Government Gazette determine the date on which
community service shall commence in respect of each of the professions listed in 2.1.

A person registering for the first time in terms of the Act shall include a person who has
completed internship where internship is required by the Act and a person who obtained
his or her qualifications outside the Republic.

Registration of persons performing community service

3.1

3.2

33

34

The register of persons performing community service established by the council in terms
of the Act shall reflect all such information as is recorded in the re gister of the professions
contemplated in 2.1.

An applicant for registration as a person performing community service shall submit to the
council the following:

(a)  Proof that he holds a qualification recognised by the council in terms of regulations
made under sections 24 and 25 of the Act; and

(b)  aformal application for registration as a person performin g community service.
A person performing community service shall notify the council as soon as he or she has

assumed duty of the fact and of the name of the health facility where community service is
being performed.

A person performing community service shall be subject to the rules of professional
conduct prescribed for a profession in respect of which community service is performed.




Conditions of service

4.1

The conditions of service applicable to the public service shall apply to persons performing
community service: Provided that in the case of persons performing community service at
the local sphere of government, the conditions of service applicable to the persons
employed under the Local Government: Municipal Systems Act 2000, shall apply.

[Reg. 4 substituted by reg. 4.1 by GN R620/2011]

Places where community service is to be performed

=

3.2

A person contemplated in subregulation 2.1 shall apply for a post in a health facility or a
complex of health facilities approved for the purposes of performing community service
and a list of approved facilities shall be published by the Minister in the Government
Gazette.

The Minister may, after consultation with a Member of the Executive Council responsible
for health in a province, make a final decision with regard to a place where a person
contemplated in subregulation 2.1 shall perform community service.

Interruption of period of community service

6.1

6.2

If a period of community service is broken or interrupted, such period shall consist of
periods which, when added together are not less than one calender year in total, including
approved periods of leave: Provided that community service shall be completed within a
maximum period of two years.

The period of community service already served shall lapse if community service is not
completed within a maximum period of two years.

Report on completion

7.

On completion of community service by a person a report shall be issued by the relevant
health authority as evidence to the Health Professions Council and the Department that
such person has satisfactorily completed community service.
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THE SPIRIT OF PROFESSIONAL GUIDELINES

Practising as a healthcare professional is based upon a relationship of
mutual trust between patients and healthcare practitioners. The term
"profession” means “a dedication, promise or commitment publicly
made”.' To be a good healthcare practitioner, requires a life-long
commitment to sound professional and ethical practices and an
overriding dedication to the interests of one's fellow human beings and
society. In essence, the practising of healthcare professions is a moral
enterprise. In this spirit, the HPCSA presents the following ethical
guidelines to guide and direct the practice of healthcare practitioners.
These guidelines form an integral part of the standards of professional
conduct against which a complaint of professional misconduct will be

evaluated.

[Note: The term “healthcare practitioner” in these guidelines refers to

persons registered with the HPCSA].

! Pellegrino, ED. Medical professionalism: Can it, should it survive? J Am Board Fam Pract 2000; 13(2):147-149
(quotation on p. 148).
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[ 1. INTRODUCTION

1.1The objective of the South African Telemedicine System as established by the
National Department of Health is to deliver healthcare services at a distance to
South African communities in under-served areas. The system has been established
to alleviate the human resource crisis as experienced and is geared to improve the
links and communication between developed healthcare facilities and the
underdeveloped rural areas. Different categories of Healthcare practitioners will be
involved.

1.2 The Health Professions Council of South Africa (HPCSA) has a mandate to regulate
healthcare provision by ensuring that services are provided by qualified and skilled
healthcare practitioners. This regulatory mandate applies to healthcare
practitionersin both state and privately-owned healthcare institutions. It is the
mandate of the HPCSA to protect the “patient” against possible abuse by healthcare
practitioner on one hand and to provide guidance for good practice to the

professions.

1.3 All Telemedicine services should involve a healthcare provider where there is an
actual face-to-face consultation and physical examination of the patient in a clinical
setting. The consulting practitioner will communicate the information to the servicing

practitioner, who will then provide the necessary assistance.

Note: These guidelines must be read as a whole and not piece-meal as the overall
purpose may be lost. The guidelines must further be read in conjunction with
other ethical booklets of the HPCSA which include but are not limited to:

I Booklet No 1: General ethical guidelines for healthcare professions
[ Booklet No 9: Seeking patients’ informed consent
[1 Booklet No 10: Confidentiality



ﬁ PURPOSE

The purpose of these guidelines is twofold:

(a) Firstly, to provide an ethical framework that draws from the core values and
standards in Booklet No.1 and pertinent laws.

(b) Secondly, to provide guidelines to healthcare practitioners engaged in
telemedicine practices within and outside South Africa.

[ 3. DEFINITION OF CONCEPTS

These guidelines first provide definitions of telemedicine and other related terminology

as used in the guidelines.

3.1 Telemedicine

For the purposes of these guidelines, “telemedicine’ is defined as:

The practice of medicine using electronic communications, information

technology or other electronic means between a healthcare practitioner in one

location and a healthcare practitioner in another location. This is for facilitating,

improving and enhancing clinical, educational and scientific healthcare and

research, particularly to the under serviced areas in the Republic of South Africa.
Note:

1. Telemedicine involves secure videoconferencing or similar forms of technology
which enable healthcare practitioners to replicate the interaction of traditional face-
to-face consultations between healthcare practitioners and the patient.




2. Telemedicine as defined refers to where information is exchanged electronically

either on or off-line, formally, informally or as a need for a second opinion.
3.2 Health establishment

“Health establishment” means the whole or part of a public or private institution, facility,
building or place, whether for profit or not, that is designed to provide inpatient or
outpatient treatment, and diagnostic or therapeutic interventions.

3.3 Healthcare practitioner

“Healthcare practitioner” means a person providing health services, registered in terms
of the Health Professions Act No 56 of 1974, to include any other appropriate disciplines
as defined in the National Health Act No 61 of 2003.

3.4 The consulting healthcare practitioner

The “consulting healthcare practitioner” refers to the practitioner who conducts a “face-
to-face” interview or examination with the patient or refers patient’s information to a

remote location for further advice or intervention.

3.5 The servicing healthcare practitioner

The “servicing healthcare practitioner” refers to the practitioner who offers advice or
intervention or patient information from a remote location.

3.6 The requesting patient

The “requesting patient” is the patient who requests to be treated by the servicing
healthcare practitioner. This applies only where there is already an existing relationship
between the patient and the healthcare practitioner.



3.7 Other terms that relate to consultation

Other terms relate to consultation as used in telemedicine as described by the World
Medical Association:

3.7.1

3.7.2

Asynchronous: Refers to data transmission that involves a mechanism where the
patient’s information from the consulting healthcare practitioner's site is
temporarily stored and then retransmitted to the servicing healthcare
practitioner's site or vice versa. A common asynchronous transmission includes
the transmission of patient information via email.

Synchronous: Refers to the continuous, uninterrupted transmission of patient
information from the consulting healthcare practitioner's site to the consultant
health care practitioner's site, or vice versa. The flow of patient information does

not include any storage or intended delay in the transmission of the patient data.

4. ETHICAL GUIDELINES

Although telemedicine has become an essential tool in alleviating human resource

crises and supporting primary healthcare services, particularly those of vulnerable

communities in South Africa. It also raises important ethical and legal issues.

4.1 Competence, registration and authorisation

4.1.1

According to the Health Professions Act, No 56 of 1974, registration is a
prerequisite for practising a profession in terms of which a professional board has
been established, where such practice is for gain within South Africa, or for any
other health profession the scope which has been defined by the Minister in
terms of the Act, unless a practitioner is registered in terms of the Act in respect
of such profession.

Only practitioners who have been deemed competent and are registered in their

respective professions are authorised to participate in telemedicine practice in
8
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4.2

421

422

423

424

South Africa either as consulting healthcare practitioners or servicing healthcare
practitioners.

In the case of telemedicine across country borders, practitioners serving South
African patients should be registered with the regulating bodies in their original
states as well as with the HPCSA.

Consulting healthcare practitioners are responsible for ensuring that the servicing
healthcare practitioner is competent according to the South African healthcare
standards.

Consulting healthcare practitioners and servicing healthcare practitioners are
held to the same standards of medical practice as healthcare practitioners who
conduct face-to-face consultations.

Healthcare practitioner-patient relationship

The relationship between the patient and the healthcare practitioner is

established when the practitioner agrees to treat the patient and the patient
agrees to be treated.

In telemedicine the practice of medicine occurs where the patient is located at

the time telemedicine technologies are used.

The relationship between the patient and the healthcare practitioner must be

based on mutual trust and respect, and this applies to both servicing and
consulting practitioners.

Core ethical values as outlined in the HPCSA guidelines for healthcare
practitioners are also applicable in telemedicine practice and the fact that a
patient’s information can be moved using electronic means does not alter the
ethical duties of healthcare practitioner.




4.2.5 The professional discretion of healthcare practitioners engaging in telemedicine

regarding the diagnosis, scope of care or treatment should not be limited or
influenced by non-clinical considerations of telemedicine technologies.

4.3 Assumption of primary responsibility

4.3.1 The World Medical Association (WMA) makes a distinction between telemedicine

consulting and the servicing practitioners regarding where the primary
responsibility lies.

4.3.2 According to the WMA:

(@) The consulting practitioner remains responsible for the treatment, decisions and
other recommendations given to the patient, as well as for keeping detailed

records of the patient's condition and information transmitted and received from
the servicing practitioner.

(b) The servicing practitioner must keep detailed records of the advice he or she

delivers as well as the information he or she receives and on which the advice is
based.

(c) The servicing practitioner must further ensure that the advice or treatment

suggestions given were understood by the consulting practitioner or the patient.

4.4  Evaluation and treatment of patient

4.4.1 A documented medical evaluation must be done and the relevant clinical history
necessary to diagnose underlying conditions as well as any contra-indications
regarding the recommended treatment must be obtained before providing
treatment, including issuing prescriptions electronically or otherwise.

10
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4.5

451

452
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454

Treatment including issuing a prescription based solely on an online
questionnaire does not constitute an acceptable standard of care.

When prescribing care using telemedicine consulting practitioners should ensure

that informed consent is taken in accordance with the standards practice used in
face-to-face issuing of prescriptions.

Professional duties

Healthcare practitioners engaging in telemedicine must observe the professional
duties imposed in the HPCSA’s General Ethical Guidelines for Good Practice.

Duties to patients include, but are not limited to, always acting in the best interest
or well-being of the patient, respecting patients’ privacy and dignity, giving
patients the information they need about their conditions, and maintaining
confidentiality at all times as required by the National Health Act No 61 of 2003
and the SA National Patients’ Rights Charter.

Healthcare practitioners should not give medical advice or provide treatment
using telemedicine without obtaining proper informed consent from the patient for

both the treatment to be given and the use of telemedicine technology.

The consulting and servicing healthcare practitioners they should verify:

(a) The location of the consulting or servicing healthcare practitioner;
(b) The identity and qualifications of the consulting or servicing healthcare

practitioner; and

(c) The identity of the patient.

11



4.6 Duty to inform and informed consent

4.6.1

4.6.2

46.3

This section must be read in conjunction with HPCSA guidelines regarding
informed consent in Booklet 9 and the provisions of the National Health Act.

Informed consent for the use of telemedicine technologies must be obtained in

writing.

Informed consent documentation for telemedicine practice should include the
following:

(@) The identities of the patient and the servicing healthcare practitioner.

(b) The servicing healthcare practitioner’s practice number.

(c) The types of transmissions consented to using telemedicine technologies
(e.g. prescriptions, refills, appointment scheduling, patient education etc.).

(d) Agreement by the patient that the servicing practitioner will decide whether or
not the condition being diagnosed or treated is appropriate for a telemedicine
consultation.

(e) Details of the security measures taken with the use of telemedicine ;
technologies, such as encrypting data, password protected screen savers and
data files, or the use of other reliable authentication techniques.

(f) Any material risks to confidentiality arising from the use of telemedicine
technologies that may influence the patient’s decision to consent.

(9) The patient's express consent to the transmission of the patient’s personal
medical information to a consulting healthcare practitioner or other
appropriate third parties.

4.6.3 When telemedicine is used the patient should be informed regarding who will

access their information, the purpose of the telemedicine service, the cost of the service

and what the implications of the use of such information will be.

12



4.6.4 ltis the duty and responsibility of the consulting practitioner to obtain informed
consent for telemedicine purposes.

4.6.5 The documentation regarding informed consent for telemedicine practice should
include the following:

(a) The patient's name and address and the location or site of consultation;
(b) The consulting practitioner's name, practice address and number, and location:

(¢) The servicing practitioner’s or practitioner's names, practice addresses and
numbers, and location;

(d) A brief explanation of telemedicine:

(e) The types of transmissions consented to using telemedicine technologies (e.g.
prescriptions, refills, appointment scheduling, patient education etc.).

(f) Details of the security measures taken with the use of telemedicine technologies,
such as encrypting data, password protected screen savers and data files, or the
use of other reliable authentication techniques.

(g) Any material risks to confidentiality arising from the use of telemedicine

technologies that may influence the patient’s decision to consent.
(h) The expected risks, possible benefits of and alternatives to telemedicine;

() Agreement by the patient that the servicing practitioner will decide whether or not
the condition being diagnosed or treated is appropriate for a telemedicine
consultation.

(i) The patient's agreement, after a full explanation was given, including the
patient’s express consent to the transmission of the patient's personal medical
information to a consulting healthcare practitioner or other appropriate third
parties.

(k) The signature of patient, the patient's parent, the patient's guardian or the
patient’s caregiver - the relationship to the patient should be specified;

(I) The signature of the witness.

13



4.6.6 A copy of the consent form should be kept with patient’s records and a duplicate
given to the patient.
4.6.7 In the case of videoconference consultations, the patient must be aware of the

presence of other people on the other side, and that the patient’s identity may be
revealed to such people, and must consent to this.

4.7 Patient confidentiality

4.7.1 The patient must at all times be assured that their confidentiality is protected.
Patient confidentiality should be ensured at both the consulting and servicing
practitioners’ sites and should follow the provisions of the Constitution, the
National Health Act No 61 of 2003, the Promotion of Access to Information Act
No 2 of 2000, the Protection of Personal Information Act No 4 of 2013, the
Common law and the HPCSA's ethical guidelines on patient confidentiality in
Booklet 10 which generally state that it is every practitioner’s duty to make sure
that information is effectively protected against improper disclosure at all times.

472

4.7.2HPCSA's booklet on Confidentiality further provides guidelines on how patient

information may be disclosed for example, in the case of research, education, clinical

audit, financial audit or even for the publication of case histories and photographs.

4.7.3 Policies and procedures for documentation, maintenance and transmission of
records regarding telemedicine consultations should be maintained at the same
standard of care as face-to-face consultations.

4.7.4 Policies and procedures for telemedicine should deal with: (a) Confidentiality; (b)
healthcare personnel apart from the healthcare practitioners who will process the
electronic information; (c) Hours of operation: (d) Types of transactions that are
permitted electronically; (e) Required patient information to be included in
electronic communications (e.g. name, identification number and type of
transaction); (f) Archival and retrieval oversight mechanisms; and (g) Quality
oversight mechanisms.

4.7.5 Electronic transmissions, (e.g. email, prescriptions and laboratory results) must

be secure within existing technology (e.g. password protected, encrypted
14



4.7.6

electronic prescriptions or other reliable authentication techniques). It is the
responsibility of the healthcare practitioners to ensure that these non-healthcare
personnel do not violate patient confidentiality.

All patient-practitioner electronic communications must be stored and filed in the
patient's medical record file in line with traditional record-keeping policies and

procedures.

4.8 Routine, specialists and emergency consultations

There is a need to provide guidelines on routine, emergency or specialist consultations

using telemedicine technologies.

4.8.1

Routine telemedicine

(a) Patient-initiated or second opinion telemedicine should be restricted to situations

in which a previously existing healthcare-patient relationship enables the
healthcare practitioner to gather sufficient knowledge of the patient's clinical
condition to be able to render a proper and clinically justifiable diagnosis,
treatment or recommendation.

(b) This recommendation is in line with the WMA’s regulations that telemedicine is

only used as an adjunct to normal medical practice, and only replaces face-to-
face services where the quality and safety of patient care is not compromised
and the best available resources are used in securing and transmitting patient
information.

4.8.2 Specialist telemedicine

15



(a) Specialist telemedicine consultations form the bulk of telemedicine practice in
South Africa because of human resource capacity challenges - particularly in
rural areas.

(b) These challenges do not however mean that patients should be over- or under-
serviced.
(c) The ethical guidelines for good practice as well as the ethical rules of conduct for

practitioners registered with the HPCSA should be taken into consideration at all
times.

4.8.3 Emergency telemedicine

(a) Emergency telemedicine involves judgements by the healthcare practitioner often
based on sub-optimal patient information.

(b) In emergencies, the health and well-being of the patient are the determining
factors with regard to stabilising the patient and having the patient referred for
thorough medical care.

(c) The practitioner must provide the patient with emergency instructions when the
care provided by telemedicine indicates that a referral to an acute care or
emergency facility is necessary for the immediate treatment of the patient.

(d) The emergency instructions should be in writing and appropriate to the services
being rendered via telemedicine.

4.9 Quality, security and safety of patient information and records

Rules on confidentiality and security of patient information applies to telemedicine as
well, especially with regard to transmission and storage.

16




4.9.1

4.9.2

Every registered healthcare practitioner engaging in telemedicine practices takes
responsibility for the quality of service delivered as well as confidentiality, security
and safety of patients’ information.

Patient information and records should consist of copies of all patient-related

electronic communications, including:

493

494

495

(a) Patient-practitioners communications:
(b) Prescriptions;

(c) Laboratory and test results;

(d) Evaluations and consultations;

(e) Records of past care;

(f) Instructions obtained or produced in connection telemedicine technologies;
and

(9) Signed informed consents to treatment and use of telemedicine.

The patient’s records established during the use of telemedicine must be
accessible and documented for both the healthcare practitioners involved and
their patients.

It is the registered healthcare practitioner's responsibility to ensure that non-
registered personnel who may be offering auxiliary or technical services, are
aware of the need for such quality, security and safety and that they adhere to
the stipulated guidelines.

Quality assurance

(a) Healthcare practitioners, both from the consulting and servicing sites, should not

practice telemedicine without ensuring that the equipment and accessories used

are optimally operational.
17



(b) Periodical quality control tests and servicing of equipment should be carried out
and records kept for verification.

(c) The quality and quantity of patient information received should be sufficient and
relevant for the patient’s clinical condition in order to ensure that accurate
medical decisions and recommendations are made for the benefit of the patient.

(d) Good communication contributes to quality patient information being transmitted
from one practitioner to the other.

(e) Quality should further be ascertained in the manner of documenting patient
information.

(f) A standardised manner of documentation is recommended to ensure that all
healthcare practitioners adhere to the same protocol in terms of history taking,
reporting on findings, creation of reserves and hard copies where necessary.

(@) Where images are transmitted from one location to the other, it is the
responsibility of both the consulting and servicing practitioner to ensure that there
is no critical loss of image resolution from acquisition to final display.

4.9.6 Security

(a) Patient information should only be transmitted from one site to the other and
stored, with the full knowledge and approval of the patient, in line with the informed
consent guidelines.

(b) Only the information that is relevant to the clinical history of the patient should be

transmitted electronically.

(c) To protect the identity of the patient when information is transmitted between
sites, it is essential that personal identification should be removed and the
transmitted information is encrypted.

(d) All personal computers of the telemedicine service should be accessed by
authorised personnel only through the use of a login password.

(e) There are three factors central to the security of patient information, namely:

i) Privacy: Who can access it?
ii) Authenticity: Who sends the information?
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iii) Integrity: Has the information been altered during its transmission
through the public networks?
(f) Access to information by other healthcare practitioner, patients or third party
should be authorised by the healthcare provider in charge of the patient and be

carried out according to the rules and regulations as outlined in the Promotion of
Access to Information Act, of 2000.

4.9.7 Safety

Healthcare practitioners using telemedicine should:

(@) Avoid accidental damage and loss of patient information:

(b) Provide safe procedures to avoid any alteration or elimination of patient data;

(c) Ensure that patient information obtained electronically is kept in line with the
HPCSA's guidelines on the keeping of patients’ records in Booklet 15:

(d) Comply with the legal requirements for data messages in the Electronic
Communications and Transactions Act No 25 of 2002 regarding the protection of

information and the principles regarding the electronic collection of personal
information.
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Ethical guidelines for good practice in the health care professions

The following Booklets are separately available:

Booklet 1:  General ethical guidelines for health care professions

Booklet 2: Ethical and professional rules of the health professions council of
South Africa as promulgated in government gazette R717/2006

Booklet 3:  National Patients’ Rights Charter

Booklet 4:  Seeking patients’ informed consent: The ethical considerations

Booklet 5:  Confidentiality: Protecting and providing information

Booklet 6:  Guidelines for the management of patients with HIV infection or AIDS

Booklet7:  Guidelines withholding and withdrawing treatment

Booklet 8:  Guidelines on Reproductive Health management

Booklet9:  Guidelines on Patient Records

Booklet 10: Guidelines for the practice of Telemedicine

Booklet 11: Guidelines on over servicing, perverse incentives and related matters

Booklet 12: Guidelines for the management of health care waste

Booklet 13: General ethical guidelines for health researchers

Booklet 14: Ethical Guidelines for Biotechnology Research in South Africa

Booklet 15: Research, development and the use of the chemical, biological and
nuclear weapons

Booklet 16: Professional self-development
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