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##4086138334 : MAJOR LAW

KEY WORD : TELEMEDICINE / MEDICAL PROFESSION / MEDICAL DEVICES
Adirek Limsiriwong : Legal Aspects of Telemedicine. Thesis Advisor : Assistant
Professor Murata Wattanacheevakul. Thesis Co-Advisor : Professor Withoon

Ungpraphand, Dr. med., 170 PP, ISBN 974-13-0355-6.

Telemedicine is a provision of health care and medical services to the patient or the
service receiver in the remote area. Telemedicine practice can be implemented through the use of
telecommunication technology which is different from the traditional practice of medicine requiring

face-to-face relationship.

Since Practice of telemedicine is very new in Thailand, this thesis is, therefore, aimed
to study telemedicine in a broad and pioneer approach in order to know and understand
telemedicine, and to determine ranges of legal aspects including relevant legal problems. The study
is also to review foreign laws related to telemedicine including telemedicine act as a guideline to

develop related Thai laws and to have a telemedicine act.

The study shows that there are many legal problems in the current laws which cannot
keep up with the advance of telemedicine. Therefore, they cannot thoroughly be applied to
telemedicine such as lacks of effectively control over rights and duty of physicians and patients,
legal application of Medical Device Act on the devices and software used in telemedicine, lacks of
standard of care and standard of skill of physicians whose lacks of which can determine their
liabilities, non-thoroughly cover of Medical Professional Act to telemedicine, and legal concerns on

the confidentiality of patient’s information.

The study concludes that telemedicine is indispensable to the social. However, the
state should have legal measurement to control the practice of telemedicine such as to enact
Telemedicine Act specifically. The proposed Act should cover protection of patient's rights and
informed consent, confidentiality of - medical record, control of telemedicine practice standard through
telemedicine registration and license. The Act should empower the Medical Council to have

authority over telemedicine profession.
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Section 450.11(1), STATS

Dispensing

No person may dispense any prescribed drug or device except upon the prescription order of a
physician. All prescription order shall specify the date of issue, the name and address of the
patient, the name and address of the physician, the name and quantity of the drug, directions for
the use of the drug and, if the order is written by the physician, the signature of the physician is
required. Any oral prescription order shall be immediately reduced to writing by the pharmacist

and filed ........
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WISCONSIN ADM. CODE PHAR 10.03(14)
PHAR 10.03 Unprofessional Conduct. The following are violations of standard of professional

conduct: - - - -
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MARNUIN N.

MALAYSIA TELEMEDICINE ACT 1997

© o ~ w DN

ARRANGEMENT OF CLAUSES

Short title and commencement.
Interpretation.

Persons who may practice telemedicine.
Certificate to practice telemedicine.
Patient’s consent.

Regulations.

EXPLANATORY STATEMENT

Short title and commencement

(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

In this Act, unless the context otherwise requires “Council” means the Malaysian

Medical Council established under section3 of the Medical Act;

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

“Practicing certificate” means a practicing certificate issued under section 20 of the

Medical Act;

“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 1997;

“Registered midwife” means any person who is registered under the Midwives Act

1966;

“Registered nurse” means any person who is registered under the Nurses Act 1950;

“Telemedicine” ~means the practice of medicine using audio, visual and data

communications.

Persons who may practice telemedicine

(1) No person other than:-

(a) a fully registered medical practitioner holding a valid practicing

certificate; or

(b) a medical practitioner who is registered or licensed outside Malaysia

and:-
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(i) holds a certificate to practice telemedicine issued by the Council;
and

(ii) practices telemedicine from outside Malaysia through a fully
registered medical practitioner holding a valid practicing certificate,

may practice telemedicine.

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 practice telemedicine it 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.

Any person who practices telemedicine in contravention of this section,
notwithstanding that he so practices 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 year

or to both.

4. Certificate to practice telemedicine

(1)

An application for a certificate to practice 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.
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The Council may issued to the applicant a certificate to practice telemedicine
for a period not exceeding three years subject to such terms and conditions as

the Council may specify in such certificate.

The Council may at any time vary the terms and conditions of a certificate to

practice telemedicine issued under subsection (2).

The Council may at any time cancel any certificate to practice telemedicine
issued under subsection (2) if the person to whom the certificate is issued

contravenes any term or condition specified in the certificate.

Any person who is aggrieved by the refusal of the Council to issue a certificate
to practice telemedicine or by the cancellation of a certificate to practice

telemedicine may appeal to the Minister whose decision shall be final.

Patient’s consent

(1)

Before a fully registered medical practitioner practices telemedicine in relation
to a patient; the fully registered medical practitioner shall obtain the written

consent of the patient.

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.

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.

The written consent under subsection (1) and statement under subsection (3)

of a patient shall become part of the patient’s medical record.

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.

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.
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6. Regulations

(1)

()

The Minister may make such regulations as appear to hi to be necessary or

expedient for carrying into effect the provisions of this Act.

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;

to provide for acceptable quality assurance and quality control in respect

of telemedicine services;

to require persons practicing 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 o both but such fine
shall not exceed five thousand ringgit and such imprisonment shall not

exceed one year;
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(f)  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;

(g) to prescribe any other matter which is required or permitted by this Act to

be prescribed.

EXPLANATORY STATEMENT

This Bill seeks to make provisions for the regulation and control of the practice of

telemedicine and for matters connected therewith.

1. Clause 1 contains the short title and the commencement provisions.

2. Clause 2 seeks to define certain words and expressions used in this Bill.

3. Clause 3 seeks to regulate the practice of telemedicine by specifying the persons
who may practice telemedicine. Apart from fully registered medical practitioners, a
medical practitioner registered outside Malaysia may also practice telemedicine in
Malaysia if he has been granted a certificate to practise telemedicine. This clause
also seeks to empower the Director General to permit certain persons who work
under the supervision, control and authority of a fully registered medical practitioner
to practice telemedicine. - Persons other than those. specified commit an offence if

they practice telemedicine.

4. Clause 4 sets out the procedure for.obtaining a certificate to practice telemedicine.

5. Clause 5 seeks to require a person who practices telemedicine to obtain the consent

of a patient before telemedicine is practiced in relation to that patient.

6. Clause 6 contains the power of the Minister to make regulations.
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NIANUIN .

The Oklahoma Telemedicine Act

AS INTRODUCED

BE IT ENACTED BY THE PEOPLE OF THE STATE OF OKLAHOMA,;

SECTION 1.

SECTION 2.

SECTION 3.

NEW LAW A new section of law to be codified in the Oklahoma statutes
as Section 6801 of Title 36, unless there is created a duplication in
numbering reads as follows: This act shall be known and may be cited

as the "Oklahoma Telemedicine Act".

NEW LAW A new section of law to be codified in the Oklahoma statutes
as Section 6802 of Title 36, unless there is created a duplication in
numbering reads as follows: As used in this act, "telemedicine" means
the practice of health care delivery, diagnosis, consultation, treatment,
transfer of medical data, or exchange of medical education information

by means of interactive audio, video, or data communications.

NEW LAW A new section of law to be codified in the Oklahoma statutes
as Section 6803 of Title 36, unless. there is created a duplication in

numbering reads as follows:

A. For services that a health care practitioner determines to be
appropriately provided by means of telemedicine, health care
service plans, disability insurer programs, or state Medicaid
managed care program contracts issued, amended, or renewed on
or after January 1, 1998, shall not require person-to-person contact

between a health care practitioner and a patient.



SECTION 4.
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B. Subsection A of this section shall apply to health care service plan
contracts with the state Medicaid managed care program only to the

extent that both of the following apply:

1. Telemedicine services are covered by, and reimbursed under,
the state Medicaid managed care program fee-for-service

program; and

2. Oklahoma Medicaid Program contracts with health care service
plans are amended to add coverage to telemedicine services

and make any appropriate capitation adjustments.

C. Health care service plans shall not be required to pay for
consultation provided by the health care provider by telephone or

facsimile machines.

NEW LAW A new section of law to be codified in the Oklahoma statutes
as Section 6804 of Title 36, unless there is created a duplication in

numbering reads as follows:

A. Prior to the delivery of health care via telemedicine, the health care
practitioner who has ultimate authority over the care of primary
diagnosis of the patient shall obtain verbal and-written informed
consent from the patient. The informed consent procedure shall
ensure that, at least, all the following information is given to the

patient verbally and in writing.
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1.A statement that the individual retains the option to withhold or
withdraw consent at any time without affecting the right to future
care or treatment or risking the loss or withdrawal of any
program benefits to which the individual would otherwise be

entitled;

2.A description of the potential risks, consequences, and benefits of

telemedicine;

3.A statement that all existing confidentiality protections apply;

4.A statement that patient access to all medical information
transmitted during a telemedicine interaction is guaranteed, and
that copies of this information are available at stated costs,
which shall not exceed the direct cost of providing the copies;

and

5.A statement that dissemination to researchers or other entities or
persons external to the patient-practitioner relationship of any
patient-identifiable  images or other patient-identifiable
information-from the telemedicine interaction shall not occur

without the written consent of the patient.

B. The patient shall sign a written statement prior. to the delivery of
health care via telemedicine indicating that the patient understands
the written information provided pursuant to subsection A of this
section and that this information has been discussed with the health

care practitioner or the practitioner's designee.



SECTION 5.

SECTION 6.

SECTION 7.
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C. If the patient is a minor or is incapacitated or mentally incompetent
such that the patient is unable to give informed consent, the consent
provisions of this section shall apply to the patients representative.
The consent provisions of this section shall not apply in an
emergency situation in which a patient is unable to give informed

consent and the patient's representative is unavailable.

D. The failure of a health care practitioner to comply with the provisions

of this section shall constitute unprofessional conduct.

E. The written consent statement signed by the patient shall become part

of the patients medical record.

F. The consent provisions of this section shall not apply to consultations
among or between health care practitioners or to other telemedicine

interactions in which the patient is not directly involved.

NEW LAW A new section of law to be codified in the Oklahoma statutes
as Section 6805 of Title 36, unless there is created a duplication in
numbering reads as follows: The state Medicaid managed care program
shall conduct an evaluation cost effectiveness and quality of health care
provided through telemedicine by those providers who are reimbursed

for telemedicine services by the program.

This act shall become effective July 1, 1997.

It being immediately necessary for the preservation of the public peace,
health, and safety, an emergency is hereby declared to exist, by reason
whereof this act shall take effect in full force from and after its passage

and approval.
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