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ANNEX I: Detailed Comments on Specific Points in the LC Paper

Item

Text

Comment

P.1: Purpose

“This paper briefs Members on the results of the
consultancy study on the control of use of selected
medical devices and the latest legislative proposal on

regulation of medical devices.”

1. In this statement, it seems to imply all “medical devices” are to be regulated and there is no mention
of “cosmetic purposes”. Does this mean this proposed regulation is intended to include all the

“named” equipment to be used for all medical and therapeutic purposes?

p. 4-5: Use Control

Categories

Category I: User must be a registered healthcare
professional

Category II: User must be a registered HCP or a person
supervised by a registered HCP on site

Category lll: User meets the requirement of either Cat
I or Il, or has completed device-specific training
through training programme recognized by the
Government

Category IV: No user restriction

2. Cat Ill = There is no clear description of what “device —specific training” involves. If this training

3. Cat IV — According to the Consultancy Report, in the list of the “20 selected equipment” (listed in

1. There needs to be more clear description of what HCP represent. Registered Physiotherapists in Hong
Kong is the only healthcare profession who received formal training in the theory and practical skills of
operating electrophysical therapy modalities. Physiotherapy students need to take two courses
related to electrophysical therapy and must pass the theory and practical assessment for the two
subjects. In order to safeguard all safety measures on applying electroohysical therapy have been
taken care of, students need to pass clinical placement under supervision of experienced

physiotherapy clinical educator before they can register as a physiotherapist.

programme is “recognized by the government” — it would not be equivalent to the training that
manufacturers provide with the sales of the equipment. If the government is willing to take up this

responsibility, it is a positive step to ensure public safety. However, it can be an enormous task.

Annex V), there are many devices such as “Extracorporeal Shockwave, High Voltage pulsed current,
microcurrent, electromagnetic field” etc. These devices are also the electro-therapeutic devices that
are used by Registered Physiotherapists in their daily treatment of patients with pain or various
conditions in clinical setting. Yet, these devices are listed as Cat IV — “No user restriction”. If these
machines can be used by any lay person without professional training, there is a potential and high
chance of causing injury to the tissues, burn to the skin, and possibly permanent tissue damage and

even death.

P. 5: Three-pronged

use control

(i) Clinical risk assessment

12. The consultant has recommended four levels of

In

1. There is no definition of what the clinical “risks” refer to, and “how” these 4 risk levels were rated.

Does the risk involve possible burn to the skin? Infection to the skin?
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assessment clinical risk for medical devices, namely “Extreme”, 2. “Risk” is only a very general term. It is important to examine more explicitly what the “risks” involve

“high”, “moderate” or “low”.... and it can be different for different devices and it can also affect different body systems. For example,
in physiotherapy, we have to study the body’s responses to change in temperature. 'If a person has
high blood pressure (BP), and is given treatment of “heat” or “cold” that affects the whole body
system, it could cause a big change in their BP, and may possibly lead to a heart attack, a stroke or
even death.

3. There is also no explanation of “who” and “how” the 4 ratings of “Extreme”, “high”, “moderate” or
“low” were defined. The risk ratings are affected by “who” is using the machine. For example, the
“ Extracorporeal Shockwave” machine can be used by a physiotherapist safely, then the risk would be
low. If it is used by a “lay person”, it would become a High risk!

4. Hence to rate the machine as “low” or “high” risk and then assign it to different user categories —

especially Cat IV (no user restriction) is highly dangerous and NOT acceptable.

(i) Regulatory assessment 1. Currently, in the Regulation for Registered Physiotherapists, there are NO specific regulatory
13. .....Category IV will be given if the use of the requirement regarding the use for many electrotherapy machines such as Ultrasound, Electrical
medical device does not involve any such Stimulation, Electromagnetic Field, Extracorporeal Shockwave, Microcurrent etc. However, it is well
requirements. known and internationally accepted that these machines are most commonly used by

Physiotherapists. _It would be a total backward move of the Hong Kong healthcare system in

protecting the rights of its citizens in accessing safe and quality assured healthcare services and also

violates the professional rights of Physiotherapists if such machines can be used by persons under

“Category Ill” (with some training) or Category IV (no user restriction).

(iii) Knowledge and skills assessment 1. It is NOT clear “who” were the stakeholders involved to provide judgement of the level of “Knowledge
14. ... the Consultant proposed a list of guidance and Skills” involved in using such medical devices. It is possible that these stakeholders are NOT
questions (at Annex IV) to assess the level of familiar with the nature of the various types of medical devices at all, as reflected by the results.

knowledge and skills (K&S) required for proper and 2. Based on this system, in Annex V — for the summary of the recommendations under “Knowledge and
safe operation of a medical device. Highest level of Skills”, 11 types of medical devices were rated as Category IV — meaning no specific training or
K&S will render this device under Use Control knowledge is required. This includes the devices of “whole body cryotherapy, extracorporeal
Category Il, ... lowest level of K&S will render the shockwave, high-voltage pulsed current, iontophoresis, pulsed electromagnetic field...”. This would
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device under Use Control Category IV.

contradict the common practice of Registered Physiotherapists who receive extensive training in the
BSc degree program and after graduation, and they use such equipment/ devices to treat patients

with soft tissue injuries and various conditions.

p. 6. Device-specific
control

recommendations

15. ..the Consultant has assessed the clinical risk,
regulatory as well as knowledge and skills
requirements for the 20 types of selected medical
devices and recommended use control categories for
these devices. A summary of these assessments is
provided in Annex V. With device
sub-classification...... eight types of medical devices
have been assessed as use control Category IV. No
medical device researched in the Study requires that

the user must be a registered HCP.

1. There are 26 medical device items listed in Annex V. These names were not exactly the same as the
“20 types of medical devices” listed in Annex I. This issue of different names of devices need to be
clarified.

2. In naming the medical devices as “Infra-red”, “extracorporeal shockwave”, “pulsed electromagnetic
field” etc, there is no detail description of the specifications of these machines, e.g. what frequency,
wavelength, and power/intensity range being produced by these machines. For example, in
Physiotherapy, the “shortwave therapy” machine for treating muscles and joints are usually produced
with a fixed operating frequency for 27.12 MHz. The energy produced can be up to 1,000Watts for
thermal effects, and for “pulsed” shortwave, the power is reduced to 150-200Watts.* This is used for
treating acute phase of soft tissue injury. For extracorporeal shockwave, energy is produced in very

concentrated doses of 0.08mJ/mm? which is considered a “low” dose.?

Without such specifications, such a list of medical devices would imply that the regulation would also

be applicable to these machines with the same names that are being used in Physiotherapy treatment.

In actual fact, the therapeutic effects and clinical risks vary with the specifications (such as wavelength,

frequency and power) of the equipment/ devices. Therefore, just quoting the name of equipment/

devices for regulation is very confusing and leads to implementation difficulties in regulation.

3. The recommendations in Annex V have listed 8 types of medical devices as “Control of Use
Recommendation” Category IV: This means “No user restriction” and anyone can use it. This
includes devices of Extracorporeal shockwave therapy (ESWT), High voltage pulsed current,
Microcurrent electrical neuromuscular stimulation, iontophoresis, electromagnetic field, shortwave

(hair removal) device. We consider this recommendation to be totally unacceptable, and will pose a

serious danger to the public —as these machines can post harm to the recipient if not properly used.
4. ltis totally erroneous to say that “No medical device researched in the study requires the user to be a

registered HCP”. The Physiotherapy Professionals would strongly object to such a statement. If the
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consultant means this in the context of “cosmetic purposes”, then it is different. However, in the whole
paper, it is not clear whether the regulation is meant to govern the use of medical devices for cosmetic

purposes only? Or use of these medical devices in general?

p. 6. Public Registry of
Recognised Training

Programmes

16. The Consultant has also recommended that the
Government.... Should publish a list of recognized
training programmes which offer recognized training

for operating specified types of medical devices.

1. We recommend that such “recognized training programmes” are more than just the basic training

that the manufacturers of the devices will provide. The Government should set up an Advisory

Committee to screen and accreditate such training programmes.  The Committee should consist of

professionals with suitable knowledge, such as medical doctors, physiotherapists and biomedical

engineers.

p. 8. Recognition of
conformity
assessment bodies

(“CABs”)

24. The proposed legislation will empower the DH to
recognize CABs to perform conformity assessment on

medical

1. Physiotherapy professional associations can be invited to participate as CABs.

p. 9-10. User control
of specific medical

devices

30. The Government will adopt a risk-based approach
to impose use control on specific medical devices. In
this regard, we will not impose use control on medical

devices associated with low risk in their use.

Based on the recommendations of the study, the
proposed regulatory framework will adopt the
following two levels of use control:

(a) Users must be supervised on site by a registered
medical practitioner (similar to user control
Category Il of the Study); and

(b) Users must be supervised on site by a registered

medical practitioner or be a personnel who has

1. If the definition of “low risk” is totally determined based on the Consultancy Study — the devices of

” o«

“Infra-red”, “extracorporeal shockwave”, “pulsed electromagnetic field”, “high-voltage pulsed current”,

microcurrent for neuromuscular stimulation, whole body cryotherapy device, all these devices are

Incorrectly classified as “low risk”. By deciding on the use control based on the Consultancy Study,

it will increase the risk of harm to the public.

We demand that the Government should start a new round of consultation seeking advice from

suitable stakeholders such as the recognized professional bodies e.g. Hong Kong Physiotherapy

Association, Hong Kong Physiotherapist Union and academic institutions.

2. This proposed two levels of use control is controversial, as the use control levels in the Consultancy
Study referred to the term “HCP” — healthcare professionals, whereas in this part — the proposed
users only include “medical practitioners” — which presumably refer to “medical doctors” and not
other health care professions such as physiotherapists, nurses, etc.

3. Again, it is not clear whether this “use control” refers to only “cosmetic purposes” or other forms of
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successfully completed the relevant training
programme as recognized by the Government

(similar to use control Category Il of the Study).

use.

p. 10. The way 31. .... The use control assessment framework 1. We strongly urge the Government to seek more suitable opinions from various stakeholders such as
forward proposed by the Consultant will form the basis on the Physiotherapy professional bodies, biomedical engineers, etc. To solely adopt the
selection of medical devices to be subject to use recommendations of the Consultancy Report will lead to the disastrous consequences:
control and corresponding use control categories. One - Many devices which should be listed as high or moderate risk levels were incorrectly classified as
low risk, and no knowledge /skills required.
Two — The Government will give a wrong message to the public that these devices such as
“extracorporeal shockwave” can be easily used by anyone, and the manufacturers can ride on this
note and promote the sales to untrained persons or the general public. As a result, serious harm can
be caused to the general public, and it is not clear “who” should bear such responsibility.
p. 11, ANNEX | List of 20 types of selected medical devices studied 1. Only a simple name of each type of device is stated. There is NO specification given for each type of

device.

P. 24, ANNEX V

Summary of Recommendations for Control of Use of

Selected Medical Devices

1. The ratings of clinical risk, knowledge and skills, and Control of Use recommendations are highly
controversial. The health conditions of the recipients of these devices are important considerations
to check. For example, in Physiotherapy, Cardiac Pacemakers is an Absolute Contraindication for using
any electrical current on the patient such as high voltage, or microcurrent, or ultra-sound.*®  There
are published international guidelines on Contraindications for use of various electrotherapy devices.

These factors do not seem to be taken into consideration in this consultancy report.

p. 26, ANNEX VI

Classification of medical devices

1. This classification system does NOT include the 20 types of selected medical devices that were listed
by the Consultancy Study. Only “laser” is listed in Class Ill, and in Class Il — “transdermal stimulator”
may be considered to include “high-voltage pulsed current” and “microcurrent”, Acupuncture needle

may include the “micro-needles” as listed in Annex V. Other devices named in Annex | and V are

Page 9 of 11




NOT mentioned in this classification system of ANNEX VI.
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