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CHAPTER 2

PUBLIC HEALTH

Abraham Wai

2.1 INTRODUCTION

2.1.1 The concept of “public health”

Qver the years, improvements in the health of the population have been achieved by a wide
range of Measures. These have included those delivered within a healthcare context, such
as vaccination programmes, and those delivered in other ways, such as in the workplace,
home and general environment. Infectious disease Jegislation' and improved housing and
sanitation considerably reduced morbidity and mortality in Hong Kong in the nineteenth
and twentiet: centuries.

[mternaticially a number of academic institutions defined “public health”. For example,
the Faculiy of Public Health of the Royal Colleges of Physicians, the United Kingdom (UK)
dotnes public health as:

“he science and art of preventing disease, prolonging life and promoting health
through organized efforts of society™.

World Medical Asgsociation, in its Statement on Health Promotion stated that:

“the key functions of public health agencies are assessing community health needs
and marschalling the resources for responding to them, developing health policy
in response to specific community and national health needs, and assuring that
conditions contributing to good health, including high-quality medical services, safe
water supplies, good nutrition, unpolluted atmospheres and environments that offer
opportunities for exercise and recreation are available to the individuals”.?

CEA Winslow, professor of Public Health in Yale University reiterated it more clearly:

“The science and art of (1) preventing disease, (2) prolonging life, and (3) organized
community efforts for (a) the sanitation of the environment, (b) the control of
communicable infections, (c) the education of the individual in personal hygiene, (d)
the organization of medical and nursing services for the early diagnosis and preventive
treatment of the disease, and (g) the development of the social machinery 1o ensure
everyone a standard of living adequate for the maintenance of health, so organizing
these benefits as to enable every citizen to realize his birthright of health and longevity.”

| For example, the Contagious Diseases Ordinance 1867. Further example of early Hong Kong legislations related
to health includes Dangerous Goods Ordinance 1873, Good Order and Cleanliness Ordinance 1844, Cattle Disease
Ordinance 1885, Chinese Hospital Incorporation Ordinance 1870, and Oral Examination of Prisoners Ordinance
(No 18 of 1873).

World Medical Association, World Medical Association Statement on Health Promotion (1995).

CEA Winslow, “The Untilled Field of Public Health™. Madern Medicine 1920; 2:183-191.
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52 PUBLIC HEALTH

2.1.2 Health determinants

Health outcomes, however defined and measured, are produced by determinants or factg

They often are sorted into the five categories presented on the right of the following modg|

( OUTCOMES ) (DETERMINANTS))
Mean Disparity FACTORS
T
Race/Ethnicity Health .
c I
SES i .
Mortality Individual
Geography Behavior
Gender Social
Race/Ethnicity Environment
Health i B
SES Physical
Relat_ed Environment
S [ ceoareom
Genetics
G
ender

J

K A

POLICIES and PROGRAMS

Source: hitp:/fwww.improvingpopulationhealth.org/blog/what-are-health-factorsdeterminants. htm;

Healthcare determinants generally include access, cost, quantity and guality of healthcare
services. Individual behaviour determinants include choices about I testyle or habits (either
spontancously or through response to incentives) such as diei exercise and substance
abuse. Social environment determinants include elements of the stcial environment such as
education, income, occupation, class and social support. Physical environment determinants
include elements of the natural and built environment such as air and water quality, lead
exposure and the design of neighbourhoods. Genetic determinants include the genetic
composition of individuals or populations.

In the model above, each category is depicted as the same size, implying that they each
contribute equally to health outcomes. Although useful for illustration, in reality those
determinants will carry different weights (and hence would be different sizes). Differences
exist depending on the population studied and because cross-sectoral analysis is complicated
by interactions between determinants and the latency over time of their effects.

[t is important, too, to realise the presence of “reverse causality”, which is why there is a
small arrow in the above model going from outcomes to determinants or factors. This reflects
the fact that outcomes such as morbidity can produce a change in a determinant or risk
factor. For example, childhood illness can be responsible for lower educational attainment.
In this case, the definitions of outcomes and determinants are reversed; morbidity would
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belief that we have a right to limit someone’s freedom

if he is doing harm to others, These idegg
are deeply embedded in our social and professional cu

Iture but are rarely made explicit.

2.2.1  State—citizen relationship

Political philosophy helps understand the relationship between the state, the governm
the intermediate bodies, such as institutions and

number of schools of thought exist. The libertaria
regarded as the universal “natural”
are there only to ensure that people
state’s legitimate activities compris
Statements of individual rights; judi
been violated and penal institution
violations. The promotion of the
for the libertarian state.

ent,
companies governed, and the public, A

n perspective affirms what are classically
rights of man, including life, liberty and property. Stateg
enjoy these rights without interference from others. The
€ only political institutions, which provide authoritatiye
¢ial institutions, which determine when these rights haye
$ to punish those who are found to have committed such
welfare of its population is not regarded as a proper rolg

Collectivist view, however, includes utilitarianism and social contract theory. Utilitarian
traditions aim primarily to maximise utility by focusing on achieving the greatest possible
collective benefit, meaning that actions or rules are generally measured by the extent to
which they reduce suffering and promote overall “good health”. Hence, when choosing
between several competing public health programmes, states and policymakers should
prioritise them according to their likelihood in producing the greatest aggregate benefit,

Social contract theory suggests that the state’s authority is based on the collective will of g
community to cohabit as an enduring nation state, which in turn determines the extent of righty
of individual citizens. On thig view, these rights do not constitute a limit to the state’s autherity
to intervene in the lives of its citizens; instead, the state’s authority is properly exercised ir ti.4:
it realises the collective will of the community. This position will typically favour measires to
promote the welfare of its citizens, including public goods and services of all kinds:

In liberal states, the protection of individual freedom con
suggested by libertarians. Tnstead of agreeing that legitima
protection of these freedoms, liberal states adopt the social contract versien of collectivism
that the state’s power may rightly be used to advance the welfare of iis citizens. The liberal
will generally reject the utilitarian claim that it is acceptable, without further argument,
fo pursue beneficial interventions, even if these significantly aiect the liberty of some
individuals. Thus, for the liberal state, some interventions to promote the interests of the
population may be acceptable without providing further justification (such as ensuring
opportunities for health for the disadvantaged and vulnerable), whereas other interventions
require explicit justification or may simply not be acceptable at all.

One way to start thinking about resolving the tension between the promotion of public
health and the protection of individual freedom is provided by the famous
advanced by John Stuart Mill in his essay On Liberty:

strains the state’s avthority, as
te state poweras restricted to

“harm principle”

“The object of this Essay is to assert one very simple principle, as entitled to govern
absolutely the dealings of society with the individual in the way of compulsion and
control, whether the means used be physical force in the form of legal penalties, or
the moral coercion of public opinion. That principle is, that the sole end for which

mankind are warranted, individually or collectively in interfering with the liberty
of action of any of their number, is self-protection. That the only purpose for which
power can be rightfully exercised over an y member of a civilized community, against
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to society, S
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i " indivi libert
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nfringing state intervention is still acceptable.

Even in an approa
and the least possible :
others, coercive, liberty-1

iYeraiism i blic health issues
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Based on these rationales, in its report in 2097, the Nutfield ounCLWhiCh il

an initial liberal ethical framework for public he‘alﬁl progran;mfs, T

goals and constraints which cover Mill’s harm principle and the limits.

3 ridge: C1 idge University Press, 1989)
5 1S Mill, “On Liberty” in S Collini (ed), On Liberty and Other Essays (Cambridge: Cambridge
5 ill, , ;

p.13.

6 Ihid
7 Ibid,p.14.
8 Ibid., p.95.
9

1 § ufficld Council on Bioeth ics, 2007) 17-18.
Nuffiel ouncil on Bioethics, Public Health: E hical Issues (London: Nuffield C Lo 10 Pp
uffield ( A S, H 1) C
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various factors, including individual autonomy, social inequalities, the changing habits ang
the limits of information-only approaches and the social consideration, it further Suggests the
stewardship model, which means liberal states have responsibilities to look after importay
needs of people both individually and collectively, to improve the initial liberal framewgrkl_
Therefore, they are stewards both to individual people, taking account of different needy
arising from factors such as age, gender, ethnic background or socio-economic status, ang
to the population as whole, including both citizens of the state and those who do not havye

citizen status, but fall under its Jurisdiction. The World Health Organization (WH())_
explained the concept of stewardship:

“Stewardship is the overarching function that determines the success or failure of al]
other functions of the health system. It places the responsibility back on govemment
and calls for the strengthening of ministries of health. However, it does not call for
necessarily a hierarchical and controlling role of government but more of that of
overseeing and steering of the health system. It calls fo
and implementing them, and the capacity to assess a
time. A strong stewardship should in fact permit a m
sector to meet the needs of the health system,”!?

T vision, setting of regulations
nd monitor performance over
ore efficient use of the private

Therefore, the notion of stewardship gives expression to the oblig
provide conditions that allow people to be healthy, especially in relation to reducing health
mequalities. In fact, the state needs to take a more a

ctive role in promoting the health of the
population than was envisaged in the initial liberal framewark. Health-promoting public
policies should include appropriate access to medical services, programmes to help pecnle
combat addictions and support to healthy lifestyles. Democratic and transparent decicion-
making procedures can ofien ensure an appropriate balancing of the interest of in: viduals
and those of society.

This stewardship model is not paternalistic because it is less |
coercive universal measures. Instead, it is more sensitive to the need
by seeking the least intrusive way of achieving policy goals, taking intu account also the
criteria of effectiveness and proportionality. Tt is also more sencitive than paternalism to
the concept of mandate, and the need for policies to be adequitely justified. It recognises
the importance of open and lransparent participatory processes as a necessary condition for
public health policymaking, but it is also clear that these are not sufficient by themselves.
Stewardship is not exercised simply by following the public vote, especially where issues
involve complex scientific evidence. Under the stewardship model, public health policy
should be compatible with the views of the public, and the government should create

conditions that allow the public to scrutinise and judge the appropriatencss of proposed
polices.

ation on states to seek to

ikely to sapport highly
to respect individuality,

While Mill’s harm principle is a central part of the approach and usually provides the
strongest justification for public health interventions, several important issues in public
health can be addressed by referring to the classical harm principle alone; however,
there is also a range of cases where the classical harm principle is of limited use, and

this is where the stewardship model as a whole provides a particularly suitable reference
framework.

10 WHO, World Health Report 2000 (Geneva, Switzerland: WHO, 2000).
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als, public health programmes should:

“Concerning go

might i c h other;

i i th that people might impose on eac :

i e the risks of ill heal i : | ‘
o redg:ie causes of ill health by regulations that ensure environmental
aim to Ie g

conditions that sustain good health, such as the provision of clean air and water,
safe food and decent ?Ooj:féalth of children and other vulnerable people; _
» pay special attention nly by providing information and advice, but alsol with
e el H]Ot zo 3{0 to overcome addictions and other unhealthy behaviours;
programmes to Etl?altj F;l isp easy for people to lead a healthy life, for example by
- alrsvzgi;;itfvemem and safe opportunities for exercise;
p

; t : ices: and
re that people have appropriate access to medical services; an
« ensu

aim to reduce unfair health inequalities.

[n terms of constraints, such programmes should:

| 2 Its to lead healthy lives;

« potatiempt to coerce adu ; - » .
i 'miseri}nterventions that are introduced without the individual L(an(.iﬂl(:j of th

» justi g 5 > decision-
mffelcted or without procedural justice arrangements (such as democratic dec
a : : B4
making procedures) which provide adequate mapddte, and R

seek to minimise interventions that are perceived as unduly intrusi

EER ]
conflict with important personal values.

2.3 POLICY FRAMEWORK AND PRACTICE

Seeking change in public policy is a key public health strategy to protect a;d [;:t(;lnoteltgz
¥ i i i i by public health mus
ic dvice and analysis provided by p .
health of the public. The policy a ; 5 i palls BRRLE IO 28
i ilable evidence. However, as “health is largely _ :
o i isi blic health that is seeking to influence
il licy decisions on public health 8§ :
the health sector”,'? any health po fhat s oo to luence
i i cvels = t and other organisations. The ma
ften involve multiple levels of governmen ther ‘ : o
?haetliweed to be considered in any public health policy include the nature of evidence, the

perception of risk and the notion of a precautionary approach.

23.1 Evidence

i i i in recent years."
The concept of evidence-based medicine (EBM) has grown in prominence in recent y
According to one definition, EBM is:

i i i isi are of
“the conscientious use of current best evidence in making decisions apout thé v N
individual patients or the delivery of health services. Current best e\.fldenci ;s Il:llEb o
date information from relevant, valid research about the effects of different fo

i i ics i : Ethical Issues (n.9 above).
11 Nuffield Council on Biocthics, Public Health: Ethica s . _—
12 E Ollila, “Health in All Policies: From Rhetoric to Action”. Scand J Public Heuﬂl.ﬂ 20]} lg,jcgk(j::?il]) o
13 G Taubé% “Looking for the Evidence in Medicine,” Science 1996; 272:22-24; DL & i
v = ) - " o T1_T72
Medicine: What It 1s and What It Tsn’t”. British Medical Journal 1996; 312:71-72.
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health care, the potential for harm from exposure to particular agents, the accuracy of
diagnostic tests, and the predictive power of prognostic factors.”

EBM involves the delivery of optimal individual patient care through the integration gf
current best evidence on pathophysiological knowledge, cost-effectiveness and patiep;
preferences. Necessary EBM skills include the ability to track down, critically apprajge
and rapidly incorporate scientific evidence into a clinician’s practice. Key steps in the EBjy
process'? include the abilities to:

(1) convert information needs into answerable questions;
(2)  track down, with maximum efficiency, the best evidence with which to answer thege

questions (from the clinical examination, the diagnostic laboratory, the publisheq
literature, or other sources);

(3) critically appraise that evidence performance for its validity (closeness to the truth)
and usefulness (clinical applicability);

(4) apply the results of this appraisal in clinical practice; and
(5) evaluate performance.,

Brownson'® define evidence-based public health (EBPH) as:

“the development, implementation, and evaluation of effective programs and policies
in public health through application of principles of scientific reasoning including
systematic uses of data and information systems and appropriate use of program
planning models™.

In EBPH, the most viable approach to a public health problem is chosen from amc ng asetof
rational alternatives. This process relies on several related disciplines including apidemiology,
biostatistics, behavioural sciences, health economics and healthcare maragement. Any
process or method that is established should recognise that public heaith practitioners often
have substantial administrative duties; therefore, EBPH must be time =fficient.

Public health interventions such as education and behavioural cLAnge programmes are not
invasive and might be viewed as unlikely to cause any harm on Sist impression. However,
there is evidence that some may do so.'” There is a duty on those introducin ¢ such measures

to monitor their actual impact over appropriate time frames, rather than simply assuming
they are beneficial.

National Institute of Public Health, Oslo, Norway, First Annual Nordic Workshop on How to Critically Appraise and Use
Evidence in Decisions about Healthcare (1996).

DL Sackett and WMC Rosenberg, “The Need for Evidence-based Medicine”. Journal af the Roval Society of Medicine
1995; 88:620-624.

RC Brownson, JG Gumey and GH Land, “Evidence-based Decision Making in Public Health”, J Public Health
Management Practice, 1999; 5(5):86-97.

For example, training children in bicycle safety has been shown in some instances to have increased accident rates
among children who cycle (probably because they or their parents became more confident alter the training and they
were then exposed to more risks). The “Bike ed” programme in Australia, designed Lo reduce cycle injurics, actually
increased the risk of injury overall, doubling it in boys. Furthermore, the most adverse effects were observed among
younger children, children from families with lower parental education and children who lacked other family members
who cyeled, thereby increasing socie-economic and gender inequalities which are particularly marked in any case for
childhood injuries. The implications of this observation are that well-intentioned and plausible interventions, even of a
non-invasive kind involving only education, can do unanticipated harm.

U T L T T T A

)

POLICY FRAMEWORK AND PRACTICE 59

he design of such interventions, where the exact weightand role of di 1Terent.faCtUrS
e ¢ from the outset, often requires a different kind of approach to evidence-
may n.ot be clear—cl-lsmeIlt of both evidence about causes and evidence of effective interventions
gathering. The a's;ii: o the specific issues raised in that particular area of public health.
needs to be . { an evidence-based approach brings with it certain assumptions as to what |
e ecorton @ and it is important to scrutinise carefully any source of evidence. '
evidence to be reported (or to be considered in public health policy |
serally) is that it should be published in the p~eer-re\f1ewed 11teraFure or it must have l?ecn
mor.e £el ivalent scrutiny by expert peers, which suggests a certain robustness as findings
o th:l exnerts in the field and research is repeatable. It is important to understand that
e £ i idepnce” is not equivalent to “the evidence of absence”. Itis generally accepted
s - Odgcult to prove a negative, and the “no evidence” proposition should alwayS.bB
b V‘?l"i b1 both a summary of what has been done to look for a risk and the qualification
i gc no absolute certainty. Even where every reasonable step has been taken to
pt the.re Can'd nce is robust, in practice, it is often incomplete or ambiguous and usually will
it e\;\l 2’ m some sta!kehoiders. Thus, scientific evidence does not necessarily lead to
" d?]jl +;ch(l)ear and effective policy. Decision to choose among competing public policy
e ‘mostircf; Ju:‘[cn needed to be made in rush, allowing little time for burcaucratic rationality, not
opuons‘horough reassessment of evidence or more information gathering,

constituies good evidence
The minimuim hurdle for

evela

232 Risk

In addition to evidences, the decision maker has to conside‘r the_: rlatulre~ and the extent (_)f thef
risk involved, which is the probability of an event olccurrmg in rlelatlcm to the s%cve.rlt{. gc
the impact of the event. He should estimate the magmt'.ud.e of the risk by mle‘in.s 0 ?men ri :
and technical assessment, However, it is noted that stat1suca1. measures,of ris ;1.5 only pa to
the consideration. In fact, perceptions of risk always vary \_mth people s value juc}ge?me%r Z,

Public perception of a risk is influenced by how fam]har_ is t‘.ne tOpIIC to the popu at101;. thce,
subjectivity of public perception may go opposite to the scaen‘.uﬁc evidence. F?Ii QXEEP-E’ e
higher cancer risk of smoking has been accepted by the pul?hc, but the low rls\( }? u(; ai .
Barré syndrome from vaccination generated great public concern. Where aizn § ar
familiar; are perceived as being under the individual’s control; are natural. rather than man-
made: or the consequences are only seen much later, they are often considered to be moaie
acceptable.'® Two particularly important factors are the possible scale of hagn, for example
where consequences are perceived as “catastrophic”, and “unknowable risks”, whére people
feel insufficiently qualified to judge the likelihood of the occurrence of a bad ev.er.lt.

The base-rate fallacy influences the risk perception as well. Risks are often mismterprefced
when presented as percentages or probabilities. For example, if a cancer—sc:ee;mg
programme is reported to reduce the risk of dying from brea.st cancer by 25 per cent, oc\l)v
many lives are saved? Is it 25 out of every 100 women? In reality, the correct answer depends
on the overall frequency of deaths from breast cancer in the female population (the. ba§e
rate). If, for example, the overall mortality rate is four in 1,000, the 25 per c::nt reduction in
risk from screening is from four to three per 1,000 women, or 0.1 per cent.’

18 House of Commons Science and Technology Commitiee, Scientific Advice, Risk and Evidence Bused-Pohcy I;ija,klsné
(2006), available at http:fﬂ‘www.puhlicatieus.parliamenLukfpa-’cm2OOSUSICH_!SClccUcmsct?chIQOU./QUO—lfcg,l pi I,Use
Hampson, HH Severson, WJ Burns, P Slovic and KJ Fisher, “Risk Perception, Personality Factors an coho
among Adolescents”. Personality and Individual Differences 2001; 30:167-181.

19 G Gigerenzer, Reckoning with Risk (London: Penguin Books, 2002) pp.59-60.
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CHAPTER 5

CONFIDENTIALITY

David Wong

WHY IS CONFIDENTIALITY RELEVANT TO

il
HEALTHCARE?
neral knowledge and understanding as well as trite law that there is a common law
a doctor to respect the confidence of his patients. This is an obligation that applies
adential information and is not restricted only to medical material.
ty is not only due to the protection of patient’s right to privacy. Patients deserve
nce in providing healthcare personnel their personal and private matters. For many
trestinent, full disclosure and cooperation by the patient are essential which can
found in a well-established doctor—patient relationship.
il istrative to start withareal example. In HKSAR v Tsun Shui Lun,' aresearch assistant
onvicted of obtaining unauthorised access to a computer with a view to dishonest gain
self, contrary to s.161 (1)(c) (access to computer with criminal or dishonest intent) of
es Ordinance (Cap.200) and was sentenced to six months imprisonment. He later
against both conviction and sentence. What transpired concerned the radiology
1t of the then Secretary for Justice, who was undergoing treatment for a condition at
Mary Hospital. The report exposed the diagnosis of the condition from which the
was suffering to the Ming Pao and Apple Dai Iy newspapers, which they published
wing morning, Although it was found that there was no financial or proprietary gain
to others, there was no doubt a breach of trust, breaching of the patient and doctor
entiality and what was done seriously undermined public confidence in the medical
. There was also intrusion into the privacy of a patient. Patrick Chan CJHC did
. ?,ﬂow the appeal against conviction.
potential seriousness of a breach of the confidentiality obligation can thus be

ciated.

5.2 WHAT IS CONFIDENTIALITY?

e medical practitioner enjoys privileged rights to gain information of patients that are
ctly private and personal. This may be understood to be a result of necessity because
the obligation of the doctor or healthcare worker to offer the most apprapriate advice or
tment. Tt is essential for a doctor to have full knowledge of the patient’s health-related
tters so that an accurate decision could be made for treatment. Management also often
.. s tailoring of a treatment programme to the particular needs of the patient.

A good example would be a microbiologist asking about travelling history in a patient with a
pected unusual infection, a gynaecologist digging into the sexual aspects of the past history
apatient with pelvic inflammatory disease, a doctor might need to know if a gentleman with

[1999] 3 HKLRD 215.
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de of Medical Ethics is endorsed by the Medical Council of Hong
the contrary intention appears {rom the context of the Code of
+5 The Council will have regard to the International Code in the

micturition problems have had urethritis from past venereal exposure or a psychiatr;
need to learn about the childhood upbringing of a client with neurotic problemz ;-

]:ﬂ diSClOS]—ng pri“ate [)erSDDal hiStOl y t() e W ] (v t
a hea]thca, (] i s hi
. Orker, pa ent bﬂse h']s Tel;

Jl‘mtema_tiODﬂl Co

except where
<jonal Conduc
e of 1ts disciplinary power.

SLm

113 Code of Professional Conduct of the Medical Council of Hong Kong
sulatory body of each country or region is responsible for the registration, licencing and
' diction. The General Medical Council (GMC) of the United

].e of members underits juris
om (UK) has very comprehensive stipulations on the issue of patient confidentiality.

ot duty is imposed on all registered medical practitioners to refrain from unauthorised
<ure of information of patients acquired in the professional setling to any third party.
nilarly, the Medical Council of Hong Kong has its own stipulations in the Code of
sional Conduct for the Guidance of Registered Medical Practitioners (the Code). The
version of the Code was updated since by a number of revised provisions via the
il's newsletters and website. In January 2016, these revisions were all incorporated
. print version of the Code 2016.

an updat’
¢ Code hias stipulations on confidentiality in Pt.II Sections A and 1. The relevant

i1 Section A are as follows:

5.3 THE BASIS OF THE DUTY

5.3.1  The ethical sources of the duty

The basis of the duty of confidentiali jgi
. ty originated fi i inci
later reinforced by the common law. © rom ethical principles. The latter

5.3.1.1  The Hippocratic Oath

The obligation was evidenced in the Hippocratic Oath of 500 BC. The last of th
listed covenants in the original version of the Qath stated: "8

\;’]iatever, in the course of my practice, I may see or hear (even when not invite
whatever I may happen to obtain knowledge of, if it be not proper to repeat it, | d),
keep sacred and secret within my own breast” 2 &

aten 2Nt

¢ «;\ PROFESSIONAL RESPONSIBILITIES TO PATIENTS
Medical records and confidentiality

1.1 Medical records
1.1.1 The medical record is the formal documentation maintained by a

doctor on his patients’ history, physical findings, investigations,
treatment, and clinical progress. It may be handwritten, printed,
or electronically generated. Special medical records include
audio and visual recording.

114 All medical records should be kept secure. This includes
ensuring that unauthorized persons do not have access to the
information contained in the records and that there are adequate
procedures fo prevent improper disclosure or amendment.
Medical records should be kept for such duration as required by
the circumstances of the case and other relevant requirements.

The latest version of the Internati 6 s : e
by the World Medical Assof::;z;zniil 2C('_)0(;1(;j if Mtidlcfal Pibics;" as adopied and pifiegy e E;l:itl?:isessl? Ogéft}ia;:ri:illgiﬂé?vze?OT:;iiZT?EEfZ;:?

, has i ; : n \ C .486),
physicians to patients: setallowing to shy wmndr the Sy : ;

This promise survived the 1948 modificati i
cation of the H “rati - : ;
Geneva as its fifth requirement: e Hippocratic Qath in the Declarati & 1!

I will respect the secrets that are confided in me, even after the patient has died 3

The modl[ﬁed document is sometimes also referred to as the Physicians’ Oath. This

has rema1.ned unchanged in the latest 2006 version, despite amendments to tt Ne t ; ; t:t"
The .H1ppocratic Oath and the Geneva modification represent today :;e Al“S (t)' W

physicians’ dedication to the humanitarian goals of medical science a%dt1 ra:::t?Ta -
To modern-day healthcare workers, it is the professional cond ‘]C‘T g;idginc i

regulatory bodies overlooking the professions that are the mist diectly f:thicsallls;L‘tlf;(i;ing5

5.3.1.2  International Code of Medical Ethics

in particular, patient’s rights of access to and correction of
information in the medical record and the circumstances under
which doctors may refuse to entertain such requess.
1.2 Medical examination and subsequent reporting

12.1 Whenever a doctor conducts a health check-up on a person there
exists a doctor-patient relationship which sho uld be respected at
all times. The medical information should not be disclosed to a
third party without the prior consent of the patient. If consent is
withheld or withdrawn, the doctor must respect this except in
the circumstances set out in section 1.4.2.

d/i& I;HYSICIAN SHALL respect a patient’s right to confidentiality. It is ethical to .
s? os; .conf.ldenhal information when the patient consents to it or when there is a

real and imminent threat of harm to the patient or to others and this threat can be only

removed by a breach of confidentiality™. T

(]

C James, “The Hippocratic Oath”. The Londe i
o . lon Medical R it . i ...+
org/seilc/Hippoeratic. Oath (viited 19 April 2016) epository 23(135):258, also available at https:/en.wikipedi
Ihid. '
4 Adopted by the 3rd General As
ssembly of the Wi i S ; .
subsequent amendments, 2 ¢ World Medical Association (London, England, October 1949) 88

(9%}

P

5 Cade of Professional Conduct of the Medical Council of Hong Kong (Tanuary 2016).
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1.3

Handling of medical records upon transfer or cessation of practj

1.3.3 The dor.:tor who assumes custody of the medical recordscz
respf)nmt?i]ity to inform the patient of the transfer of the -
to hgn either upon enquiry or upon the patient atteudineco{&
prac‘uc_e. He must scek the patient’s consent to his takin ¢
the Pa’uent’s medical care and his custody of the medical ricﬂ\ler
Before such consent is obtained, the succeeding doctor sh .
not make reference to the patient’s medical record und Olll‘d
custody unless it is in the best interest of the patient to do f;fohts

1.4 Disclosure of medical information to third parties

And in Section I,

1.4.1 A doctor should obtain consent from a patient before disclosum

of medical information to a third pa i
not i
medical referral. e involved in the

1.4.2 In exceptional circumstances medical information aboyt
2

patient may be disclosed to a third party without the patient’s

: 15
consent. E:.gamples are: (i) where disclosure is necessary fo
p.revent serious harm to the patient or other persons; (ii) wh ‘
disclosure is required by law. , 9

1.43 However, before making disclosure without the patient’s

con_sent a doctor must weigh carefully the arguments for and
against disclosure and be prepared to justify the decision, [fig
doubt, it would be prudent to seek advice from an experi('enc;g
colleague, a medical defence society, a professional asscciati;:)'
or an ethics committee”. 3

“I. SERIOUS INFECTIOUS DISEASE
32, Confidentiality

32.1 In any given case when it appears that others, i e. spouses, those

32.2

C.]OSE:? to the patient, other doctors and healti core workers, may be at
risk if not informed that a patient has & scricus infection ,the ﬁoct

sh({uld discuss the situation fully and completely with =the patie(;
laying particular stress, in the case of other medical or allied health
.st‘aff, on the need for them to know the situation so that they ma

if required, be able to treat and support the patient. In the case g';’
spouses, or other partners, similar considerations will apply, and the
doctor should endeavour also to obtain the patient’s penni;sion for
the disclosure of the facts to those at risk. i
leﬁ.culties may clearly arise if the patient, after full discussion and
consideration, refuses to consent to disclosure. [fmutual trust between
doctor and patient has been established such a case will hopefully, be
rare, ln.this case, it is covered by the general ethical st;ndards of ,the.
profession and the refusal should be respected. Should permission
‘F)e refused, however, the doctor will have to decide how to proceed,
in the knowledge that the decision reached, may have to be justified
subsequently. If the welfare of other health workers may be properly

Y
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considered to be endangered, the Council would not consider it to be

unethical if those who might be at risk of infection whilst treating the

patient were to be informed of the risk. They in their turn would, of
course, be bound by the general rules of confidentiality.

32,3 In the exceptional circumstances of spouses or other partners being at
risk, the need to disclose the position to them might be more pressing,
but here again the doctor should urgently seek the patient’s consent to
disclosure. If this is refused, the doctor may, given the circumstances
of the case, consider it a duty to inform the spouse or other partner.

32.4 Doctors involved in the diagnosis and treatment of HIV infection or

AIDS must endeavour to ensure that all allied health and ancillary

staff, e.g. in laboratories, fully understand their obligations to

maintain confidentiality at all times™.

'
532 Local institutional policies

mmon to have institutional guidelines and policies adopted that are
@laﬂv updated, eg hospitals under the Hospital Authority (HA), private hospitals and
clinics, and government-run healthcare delivery facilities under the Department of Health.
et ments to the effect of the confidentiality requirements are usually also present either
., ‘ne contract of employment or in codes of conduct for staff in various institutions. For
-‘-;wre senior positions, further restrictions may be stipulated when staffs leave the service
and sometimes there are litigations on whether restraints imposed are reasonable as to the
{ime duration or the geographical extent and so forth.

In addition, Af iz co

533 Equity and the common law

The law of confidence originated from the principles of equity. The Lord Chancellor in
Prince Albert v Strange® granted an injunction to restrain the publication of a catalogue
which would have exposed details of the original etchings of Prince Albert stolen from
him. Lord Cottenham noted: “But this case by no means depends solely upon the question
of property; for a breach of trust, confidence, or contract, would of itself entitle the plaintiff
{o an injunction”. The Lord Chancellor reckoned that there was a public interest in keeping
confidential information secret.

The common law on the topic of confidentiality is very rich and informative. The substance
in those judgments provides pervasive elaborations as to the requirements under the duty.

AB v CD7 is an often-quoted old-time case to start with. A claim was made against a
medical practitioner for divulging the confidential nature of the findings of a medical
consultation to the church committee resulting in the dismissal of an elder. The elder had a
child born to him six months after marriage and wanted to arrange for baptism for the child.
He tried to retain the defendant doctor to certify that it was a case of prematurity. The latter
was actually of the opinion that the child was conceived before the marriage and he recorded
50 faithfully in his report. That report was delivered to the Church Minister instead of the
elder and the information therein was recorded in the minutes of the Church’s meetings. The
action was an alleged breach of professional confidence for damages. Lord Cowan decided

6 (1849) | Mac & G 23, 41 ER 1171.
7 (1851)14 D 177.
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that the doctor’s findings were of confidential nature and since *
condition of the contract between a medical man and his emplo
afforded a relevant ground for an action of damages”,
Another later 4B v CD.f was also a decision of th
a doctor was asked by a lady to testify for her physi
having been ill-treated by her husband with a view t
the doctor obtained information concerning the pa uding
habit of opiate consumption, and opined to refer her to a nursing home. Two years lat
same doctor accepted the instruction of the woman’s husband to be hig EXpert witnegg
court and arranged to examine the woman. The applicant’s contention was that the
had communicated her confidential matters to the husband and then openly discloseq
same in court. The Law Justices stated unanimously that statements made when yy
examination as a witness in the witness hox were absolutely privileged, including apg

to the questions posed. The exception would be where the witness gives expression
calumnious statement altogether irrelevant to the subject

was being examined. As (o the release of confidential info
remarked that not every breach of confidence was actionabl

secrecy was an egg

e Court of Session of Scotlang,
cal health to support her Argumey
o obtain a divorce. In the congsyl
st health of the woman, ing]

e. Lord Trayner explained;

“A statement. .. may be indiscreet, but not actionable. For exar
said to A that he had been called in to see B, and on b
matter with B, he replied that he was labourin gundera
actionable, On the other hand, if he stated that B was
the consequence of misconduct, that would or mi ghtb

mple, if a medical man
cing asked by A what was the
severe cold - that would not be
labouring under some malady,
€ actionable”,

In this case, it appears that Lord Tra
potentially actionable breaches.

Sir Nicolas Browne Wilkinson V-C said in Stephens v Avery:?

yner was indicating that only slanderous remp=

“The basis of equitable intervention to protect confidentiality
unconscionable for a person who has received information on the b
confidential subsequently to reveal that information”,

is that it is
asis that it is

In a much more recent case, Campbell v MGN Ltd" b
elaborated on the point:

“It has always been accepted that information about a person’s health and treatment for
ill-health is both private and confidential This stems not only from the confidentiality
of the doctor-patient relationship but from the nature of the information itself. As the
European Court of Human Rights putitin Zv Finland 25 EHRR 371, 405-406, para 95:

‘Respecting the confidentiality of health data is a vita
systems of all the Contracting Parties to the Convention,
respect the sense of privacy of a patient but also to presery
in the medical profession and in the health services in

1 principle in the legal
Itis crucial not only to
¢ his or her confidence
general, Without such

& (1904) 7F 72,
9 [1988] Ch 449.
10 [2004] 2 AC 457.

Cnf

yers, the breach of geq:

matter of the case i Which h
rmation to the husband, ifw

2 vere

aroness Hale’s speech further
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ion. those in need of medical assistance may be deterred from revealiqg
rotetftmﬂ: tion of a personal and intimate nature as may be necessary in
- mel’mﬁve appropriate treatment and, even, from secking such assi‘stance,
ordefbt; ;re:slzlngering their own health and, in the case of transmissible diseases,
there

LRl

that of the community’.

Jus v Hello! Lid." the approach of Lindsay J at first instance was endorsed by Lord
sV ILitd,
ugnz and Lord Brown in the House of Lords:"

Lindsay J held Hello! liable for breach of confidence. He applied. the well-
known criteria summarized by Megarry J in Coco v AN Clark (Engineers) Lid
[1969] RPC 41, 47:

R

“First, the information itself... must “have the.necessary quality of
confidence about it”. Secondly, that informa_tml? must have:d been
imparted in circumstances importing an obhgaﬂgn of cqnﬁ ten;::.
Thirdly, there must be an unauthorised use of that information to the

173

detriment of the party communicating it’”.

L« important to distinguish breach of confidence from breach of privacy as Fhe IV‘V(‘)' are‘
. d Readers will recall that Douglas v Hello! Ltd referred to a series of cases
. t]lllgargument between two magazines over the right to publish the wedding
'..egﬁgztgographs of Michael Douglas and Catherine Zeta-Jones, as the Douglases had

contracted beforehand with OK! Magazine giving the company exclusive rights to publish

pictures. The explanation of Lord Hoffimann is illuminating:"

“118. It is first necessary to avoid being distracte.d by the concepts of prfvaf:y a;lfi
personal information. In recent years, English law has adapteq the d.Ctli)n 0

breach of confidence to provide a remedy for the unauthorized disc o;tr_e
of personal information: see Campbell v MGN Litd .[2004] 2. AC 457.F el;
development has been mediated by the analogy of the nght to privacy con exn ‘
by Article 8 of the European Convention on Human Rights and. has recllcuued
a balancing of that right against the right to freec.lom of expression conferre

by Article 10. But this appeal is not concerned with the protection of pr?vacg.
Whatever may have been the position of the Doug]ases, \:VhO, gs I. mentione ;
recovered damages for an invasion of their privacy, OK!’s claim 1s to pro}tf:c

commercially confidential information and nothing more. So y(.)ur Lord-s 1ps
need not be concerned with Convention rights, OK!/ h?s no claim to prwac;i
under Article 8 nor can it make a claim which is parasitic upon the Douglaisis
right to privacy. The fact that the information happens to have beejnfabou t} e
personal life of the Douglases is irrelevant. It could have been in Om-latf[i
about anything that a newspaper was willing to pay.for. What_ matters. is ta
the Douglases, by the way they arranged their \f\reddmg, were in a posltlt(_)n ’?
impose an obligation of confidence. They were in control of the information™.

-

11 [2008) 1 AC 1.
12 sbid, [111).
13 Ihid, [118]
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5.34
5.3.4.1

Treaties and statutes

European Convention on Human Rights

European Convention on Human Rights (ECHR)'® was incorporated into UK la
the Human Rights Act 1998. The relevant provision in the European Convention is
(the right to respect for private and family life):

Douglas v Hello! Ltd" touched on the influence of human rights considerationg,

THE BASIS OF THE DUTY 305

. orlant to start with a clarification of words. The word “pri\_facy” has t-antered
Itis 1lﬂf nage and sometimes there is a tendency to simply take it as meaning the
day a;}lgdenﬁ ality. It is true that both privacy and confidentiality restrict the flow of
'avseci?ﬂométion in relation to an individual or entity. Pl"iVaCY is, however, concerned
rights particularly in relation to freedom from survellllance agd decision on _how
information should be managed. Confidentiality, as discussed in our contexl, 1s an

. owed. It should also be noted that there are different spheres of privacy: Physical
. concerned with the freedom from intrusion into one’s physical territory in a broad
a O;Sgauisationa] privacy is related to measures and stratfzgies on confidentiality 'Within
sutions and informational privacy refers to the‘collect.lon of personal data, right to
s, data amendment and the confidentiality assoc1atec.i with SI.]Ch data.

Thﬂj PD(P)O is a statute governing personal informational privacy. I't was first enacted
95 after initial proposals published by the Law Refom Commission of Hong Kmﬁ
ubsequent public consultation. The Personal Data (Privacy) Amendment Blll. 20
sted updates to the legislation and the result was the Personal Data (Prwacy}
dment Ordinance 2012, which came into effect on 1_0ct0ber_2012. The .anacy
{ issione~ s power to grant legal agsistance, Pt.6A provisions on direct marketing, and |
- isions ¢n court jurisdiction took effect from 1 April 2013.% .

i *ﬁc statute deals systematically with collected retrievable personal data. Alﬂl()l'lgh it

o Le regarded that the PD(P)O in a sense is a s.tatut_e protecting personal data pnvgcy, |
A ;a equally true to say that it is not a law on privacy in general. The statgto.ry prqtection

pﬁx}acy in general in English law and in Hong Kong lav‘v, such as Tnedm intrusion anlci

ing, is actually very primitive. Thus, it was confirmed in Wainwright v Home Office

in England, while privacy was a value underlying the common ‘law (‘)f 1_3reach of

dence, it was not a principle of law and nor was there a tort of invasion of privacy.

“(1) Everyone has the right to respect for his private and family life, his home and

his correspondence. k-

(2) There shall be no interference by a public authority with the exercise of this right

except such as is in accordance with the law and is necessary in a democrate

society in the interests of national security, public safety or the economic well.
being of the country, for the prevention of disorder or crime, for the protection
of health or morals, or for the protection of the rights and freedoms of otherg”.

Paragraph 2 of art.8 thus provides for the exceptions allowed under the Convention

would override the interest in upholding the fundamental right to enjoy respect for P
i and family life.

| The right to freedom of expression in art.10 says:

“(1) Everyone has the right to freedom of expression. This right shall include
freedom to hold opinions and to receive and impart information and ideag
without interference by public authority and regardless of frontiers. This
article shall not prevent States from requiring the licensing of broadcasti.'q,
television or cinema enterprises.

N : - i found in its Sch.1.
. L . _ : A\ The statute is built on the data protection principles (DPPs), which are
(2) Theexercise ofthese freedoms, since it carries with it duties and responiitiilities, e« . : : ; inci in addition
may be subject to such formalities, conditions, restrictions or peE:u*.ies as ::é !’he @iffcrent part: a;tl s:;tlo:sucll:iﬂ]tl;t? :Eg];l;;:zrtl]i E:,sed on the data principles in addi
prescribed by law and are necessary in a democratic society; i the interests g visions 1::121113 t;t te i E important to healthcare personnel and institutions. Part V
of national security, territorial integrity or public safety, for the prevention of B All p .T;u'ts dD the s t-lse()?r a:ticFl)llar relevance to front-line healthcare workers.
disorder or crime, for the protection of health or morals; for the protection of " :emmgP zzt)a accgsi 10 : 1(1; arts followed by 6 schedules.
the reputation or rights of others, for preventing the disciosure of information i ()0 consists F
_re;e_:n_fed 111 confidence, or for maintaining the autiority and impartiality of the (1) Part 1 contains the standard preliminary provisions of statutes.
judiciary™. (2) Part2 concerns establishment of the Privacy Commissioner for Personal Data and

his functions and powers.

Part 3 is on codes of practice.

Part 4 is on data user returns and the register of data users.

Part 5 concerns access to and correction of personal data. Division 1 is access to
personal data. Division 2 is correction of personal data. Division 3 is miscellaneous,
eg erasure of personal data no longer required, keeping of logbook by data user,
imposition of fees by data user and so forth.

Part 6 relates to the prohibition of matching and transferral of personal data
outside Hong Kong.

Again, art.10 comes with a para.2 which provides for the exceptions allowed, the most relevant
of which here would be “for the protection ofhealth or morals, for the protection of the reputation
or rights of others, for preventing the disclosure of information received in confidence”.

&)
4
(3)
5.3.4.2
The ethical requirement has now been supplemented by the Pergonal Data (Privacy)
Ordinance (Cap.486) (PD(P)O). The statute prohibits the use of information for any purposé

other than that at the time of collection. It therefore includes in its ambit the restriction of
subsequent communication of confidential information to a third party.

Personal Data (Privacy) Ordinance
(6)

14 [2008] 1 AC 1.

15 Convention for the Protection of Human Rights and Fundamental Freedoms, also known as the European Convention 0
Human Rights.

——

16 New Guidance on Direct Marketing, Office of the Privacy Commissioner for Personal Data (Hong Kong, January 2013).
17 [200412 AC 406.
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(7) Part 6A concerns the use of personal data in direct marketing and Provis;
such. Division 1 is interpretation. Division 2 is use of personal data i
marketing. Division 3 is provision of personal data for use in direct marketi
(8) Part 7 is on inspections, complaints and investigations. '
(9) Part 8 is on exemptions.
(10)  Part 9 is on offences and compensation.

(11)  Part 10 is on miscellaneous matters, eg form specification, service of notices, ]
and so forth.

& 3 .21 3 tuts 22 tVHI
etrieval -0 request not n the specified format;*' entitlement under statute® and P

. 22
{1005, i )
tion 22 pmvides for correction of inaccurate data.

26 requires data no longer required for the purposes of its collection to be erased
b rohibited by law? or in the public interest.”

¢ erasure is p _ ' . )
A s for a reasonable fee to be imposed for making a data access or correction

' Gection 28 allow
"‘ ‘ 4 0O aims at the regulation of data collection and protection of individuals Whose
fg‘be P[')(P') being collected. An aggrieved person from practices that violate the stipulations
.atl(:i?ls ce riay lodge a complaint to the office of the Privacy Commissioner. The
g 01’ mszm coordinate with the parties for a resolution through mediation if the case
é;:;lznrequirementé. The Commissioner may also initiate a formal investigatéon wheri
1ch is considered serious, to be followed by measures for enforcement. An en o:lcenéegf
would specify steps that the data user must ta,kl'e in order to remedy the breach and,
e ecurrence of the contravention.
opmte’e}?r?;i;ig;lg an ehforcement notice is an offence in law which is punishable
dg;ili i1:1prisonment.26 A person who fails to comply with the requirements of the

27

Schedule 1 is the most important of the six because it is where the DPPs are elahg
These principles are as follows:

(1) Purpose and manner of data collection: must be fair, for a relevant and neces
purpose, lawful and not excessive. The data subject must be informed of hig

(2)  Accuracy and retention of personal data: accuracy to be ensured and retentio,
be longer than is necessary for the purpose of collection, by taking all pr.
steps.

(3)  Use of personal data: not for any other purpose from that for which it is coll
unless with further consent.

(4)  Security of personal data: all practicable steps should be taken to ensure proteg
against unauthorised or accidental access, processing and erasure,

(5) Information to be available: as to the data user’s policies and practices in relat
to personal data.

(6)  Access to personal data: the right of a data subject to ascertain whether a Aui,
holds his persenal data, to request access, to be addressed within a ea:
time and at a reasonable fee, to make corrections, to be provided with veasons
rejected and to object to rejections.

issroner is similarly liable. . S . .
Wi en a data subject’s rights are infringed m violation of the six data ‘pnnulmets, he can
sy 2sort to the statute and seek remedy through the court according to its provisions.

i dment Ordinance 2012
421 Personal Data (Privacy) Amen .
number of new changes were brought about by the Personal Data (Privacy) Amendmcnt
i .nance 2012. . . .
There were new provisions concerning the handling of DARs. The data user is required
er 5.19 to inform the DAR or in writing if he has such data.*® A new additional ground
r refusal to comply with a DAR is if it is a requirement under the law.?* The Hong Kong

ce Force can choose to provide an oral response only of a clear criminal conviction

A number of sections also deserve attention, rd* on request.

A : 1 in .64 (offence
J * The most notable of the new changes was the creation of a new otfence mT] : ( frence
of disclosure of personal data obtained without consent from data users). This _rc € !

-ﬁsclosure of personal data obtained from a data user without consent .w1th tge intention
h gﬁiﬂ” or cause loss*? or psychological harm.** Four defences are available:* prevent or

Section 2 defines a “data user” to be a person who, either alons or jointly with ofher
persons, controls the collection, holding, processing or use i the data, whereas a ¢
subject” means that individual who is the subject of the data.

Section 4 states that a data user shall not do an act, or engage in a practice, that contrayen
a DPP as stipulated in Sch.1 of the PD(P)O.

Section 18 concerns data access requests (DARs). An individual, or a relevant person on
behalf, may malke a request for data access. Such a person is entitled to be informed by the
relevant data user whether the individual is a data subject and, if his data is held, to be supplied
with a copy of it. Section 19 requires that the supply of personal data held to be made available:
within 40 days or a written notice of explanation why compliance cannot be met.

Section 20 contains grounds for the refusal of a DAR. These include failure to prove the
identity of the individual requesting,'® compliance not be possible without revealing
of others' (subject to exceptions in 5.20(2)); not supplying such necessary information

20 Ibid, s20(3)(b).
20 Ihid, 5.20(3)(e).
22 [hid., s.20(3)(ca).
23 Ihid., s.20(3)(D).
M Jbid, $.26(1)(a).
25 Ihid., 5.26(1)(b).
26 Ibid., 5.50A.

27 [bid,,5.50B.

28 Jbid.. 5.19(1)(2) and (b).
bid., 5.20(3)(ea).
0 Ihid., s.19(2)(1A).
1 Ibid, 5.64(1)(a).

2 Ihid, 5.64(1)(b).
33 Ibid,

W Ibid., 5.64(4).

18 PD(PYO 5.20(1)(a)(i} and (ii).
19 ibid., 5.20(1)(h).
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END-OF-LIFE ISSUES

Helen Chan

8.1 INTRODUCTION: CONCERNS CENTRED
ON END-OF-LIFE ISSUES

hisa patural part of life but, with medical advances in recent decades, it is often viewed
failure of medicine. Hence, treatment decisions always tend to err on the side of saving
Undeniably, “saving the dying and helping the injured” are among the main duties of
b pmfessionals. Yet, every coin has two sides and we should reflect on our decisions
| evaluate whether maintaining life of every patient regardless of their condition is our
bsolute duty-For example, if clinical experience suggests that the patient has received a
ye Progiiosis, should we try every means to fight against death? The phenomenon of
wmedicauisation of death” raises a question for the conventional cure-oriented culture:
.dical intervention always in the best interests of the patient?”
* /he prevalence of frailty and chronic, progressive, deteriorating conditions are increasing
i developed regions; Hong Kong is no exception. In such clinical conditions, debate over
ent decisions is often stirred up as, in the current pluralistic society, the benefits and
ks of treatments are subject to interpretation. Disputes often become heated if they are
in the hands of family members or the healthcare team if individuals have not expressed
ir care wishes at an earlier time and subsequently lack mental capacity. It is anticipated
t there will be growing awareness of ethical quandaries related to end-of-life issues.
is chapter attempts to use various case scenarios that commonly arise in end-of-life
e in current practice to illustrate the dilemma and then outline the existing guidelines or
islation that are important in supporting the clinical decision-making process.

82 BREAKING BAD NEWS: RIGHT TO KNOW
VERSUS DUTY TO PROTECT?

According to the principle of respect for autonomy, patients obviously have the right to know
their health condition so that they can make informed decisions about their treatment. However,
what happens if the prognosis is grave? One may then hesitate as the patient may lose all
hope of recovery when they learn the news; the health professional may feel obliged to protect
the patient from potentially sensitive information. This gives rise to situations in which health
professionals and family members have to collude to hide information from the patient.

Case scenario 1

Mrs Wong, a 68-year-old retired teacher, noticed that she has lost 5 kgin 2 manthsmd had
come tired easily. Her daughter worried about her and accompanied her to seek medi
During a physiogl examination, the doctor noted that there was a lump in her i
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The Patients’ Charter clearly s ;
. _ y stated that patients h i - ;
information that may affect the patient’s decilz i cim ;:’e _the nght to information, Aj Tel . ysed to maintain the patient’s life, but it could not reverse his underlying health problem
This should include, but not be limited to, a clear ex Ia?ll.‘l' o trea@em ol ) cOPD) and may have resulted in complications that add further burdens to the patient.
the purpose and potential risks of the treau;:Ient or me?ijCa? ion about their diagnosis, Prognogic dence suggests that the use of mechanical ventilation is associated with complications,

A recent study reported that most oncologists in Chin;m proposed affd any alternatjye _ nding respiratory muscle weakness, aspiration, ventilator-associated pneumonia and
cancer diagnosis to the family first; half of them discl dare usgd © d.lsdos'mg the patieny, ~_itis.’ Due to pathological reasons, a considerable number of patients with severe COPD
Such practice raises two issues. First, the physicians hac olsje the diagnosis to the family gy 1 (o resume independent respiratory control; they cannot be weaned off the ventilator.®
disclosing the patient’s information o a third W far\fﬂ reachid th;f d?uty Ofconﬁdmﬁaﬁty' s poses the question whether continuing mechanical ventilation support, notwithstanding
consent. : vy members) without s
o ;I;mie:;(md},)when tj]lczl patient asked about their medical condition, the health prof;

embers would inevitably decei : ; Tolessiong]y
Y cooeive the patientand that detinitely undermines the dup, wWithholding and withdrawing life-sustaining treatment

r . . : ; tm
0 1]);: h(;zeattflmd ]{lefpardlses the trusting relationship between health professionals and
0 ; fenl. . |
y adopting this avoidance approach, does mondisclon.mn Foers the pa) tgal‘;ent,___ ihholding treatment means the medical team does not provide the treatment from the
1S oy ]

not be aware of their faili ‘ : : . .

o e Z of theu. fal.hf]g health? In their early work, Glaser and Strauss rev, : set, whereas withdrawing treatment means the medical team discontinues the treatment

p s might have intuitively suspected that they were nearing the end frev?al?d ' er its initiation.” The latter option is allowed because the medical team can give a timed

g:;enfieal that they were doigg well? Non-disclosure would eventually lea(zl tth:lr life buy .1 to the treatment if its benefit is uncertain. The Hospital Authority (HA) Guidelines

g isolated and, thus, deprive them of the opportunity to plan for their remaj?ﬁ:;g jghted that the decision to withhold, as well as to withdraw, LST is serious and may be
ays ag.

well as their end-of-1ifi ) v ; .
nd-of-life care. Hence, the central issue here is not about “should we» cal awd 1=gally not acceptable if not carried out appropriately.®

thf: infi i L 25 7 g ) )
ormation but “how t0?” The healthcare team has to be tactful and empathet'dlac}m‘ Concut sbout whether withdrawing and withholding LST were lawful and ethical had

be proy

eeking thejppe ..“_', resulting complications, is in the best interests of the patient?

communicati g ; ; . i1t : . _

unication process to avoid causing feelings of abandonment in the patient . m?’” \~latitied through prolonged legal battles involving the perspectives of family members
e fam@_ ane LXperts including physicians, philosophers, religious leaders and politicians.’

8.3 LIFE-SUSTAINING TREATMENT: DOING “This originated from landmark court cases in the United States (US). Re Quinlan,

' : was the first that sparked the debate. Karen Ann Quinlan, a 21-year-old college student,

GOOD OR DOING HARM?

i i ered cardiopulmonary arrest after taking a mixture of alcohol and drugs at a party.
ife-sustaining treatment (LST) refer ; uscitation successfully saved her life but she sustained severe brain damage that resulted
the patient’s death, such a(s carzlfopuintgnj:y E:asain.etn i.Whmh has the potential to P‘b‘p(m? pa persistent vegetative state (PVS), a clinical condition of complete unawareness of the
In other words, it is a means of maintaining ?;/he paticeln&;’;oll‘lE pacemalcers and W‘"'95’“‘"*3312?15-,ij if and the environment despite wakefulness.'® Mechanical ventilation and nasogastric
e 1whe feeding were given as life support. Having witnessed their daughter living in such
Case scenario 2 N ditions for months, her parents requested the remox}flal of the ventilator, which 1j:las seen
/ an extraordinary means to maintain life, and allow her to die naturally. As withdrawing
21;:;'115; ;egri;)‘;ia;;lftl;a% ha;_II Ec::!f‘:]rom'lc obstmcti.ve pu]l]](.)na_r_',' disease (COPD) and LST may result in .dcath and the medical team may l?e civilly or criminally liable for
e i t;[o 5 _;3\’;3_ Oped- dyspn.oea. casitAc exertion and such an act, the medical team.soqg;ht the Cpurt’s dEC_lSlOIl.”- Even_.tually, th.e New Jer_sey
and was sent to hospital, Due tq hisfaly' ving, Qne night, e 1.ad severe shortness Supreme Court ruled that an individual’s rlgh.t to privacy, including the r1g¥1t to refuse
10t atiel evenatly o dock EHpiay failure, l'fe was admitted to the inten medical treatment, would b_e passed o t.he family or a surrogate when the patle_nt became
¥, the doctor placed him on a mechanical ventilator to assist mentally incompetent.'” With this decision, the endotracheal tube and the ventilator were

n withdrawn from Karen.

Mr Yun i i i ituati
e g V\Ifas m a life-threatening situation and he might have died without meﬂim‘ﬂ!
nierve (;11. n this .case., a mechanical ventilator, which is used to maintain sufﬁﬁﬁ#‘
. and oxygenation, is one of the examples of LST. The paradox is that the trea.hﬁ&;

‘5 Anghita Rouze er al., “Chronic Obstrictive Pulmonary Disease and the Risk for Ventilator-Associated Pneumonia™. Curr

(1999), available at i/ . Opin Crit Care 2014; 20(5):525-531.
{p:/fwww3.ha.org hk/twh/ui/patient 6 Karen EA Burns ef al., “Noninvasive Ventilation as a Weaning Strategy for Mechanical Ventilation in Adults with

Respiratory Failure: A Cochrane Systematic Review”. CMAJ 2014; 186(3:E112-E122.

Ho?pita] Authority (HA), “Patients® Charter”
Patient%20Charter.pdf (visited 18 April 2016),

Ying Pang ef al., “Breakin; 3 5
- g Bad News in China: Implementati
i o ® : ation and C ari At j
;‘;ﬁlmgGCgurseb in Oncology”. Psycho-Oncology 2014; 24(5):608—611. omparison of Two Communication 7 Lawrence O Gostin, “Deciding Life and Death in the Courtroom: From Quinlan to Cruzan, Glucksberg, and Vacco —A
ey G Glaser and Anselm L Strauss, dwareness of Dying (New York: Aldi - Brief History and Analysis of Constitutional Protection of the ‘Right to Die™”. JAMA 1997; 278:1523-1528.
HA, fGI.Jlde]meS on Life-Sustaining Treatment in the Terminally 1117 (261 5) ;:fctP llh];shmg, 1.965)' 8 HA, “Guidelines on Life-Sustaining Treatment in the Terminally T {n.4 abave).
g\r\(;;_}sim';tﬁmmfv‘zurl?u:hup_3 A__www.ha.org.hk_haho_ho ' psrm_ENG pdm;;)n C-l}gvzl;ble;;fzu?;p‘g I 9 Jim Howe, “The Persistent Vegetative State, Treatment Withdrawal, and the Hillshorongh Disaster: Airedale NHS Trust
3 mYhvvvzy vOFLnWSRuCSsSQ&r:OUML;Q = o= . =CwIDaQdcc=47 ykDL v Bland™. Practi i I
InpvtqSc WK TDrQRFT, ; . ! . Practical Neurology 2006; 6:238-246.
QRFTANFMzhpnSeiNNSBWAB_I; 10 The Multi-Society Task Force on PV'S, “Medical Aspects of the Persistent Vegelative State”. NESM 1994; 330:1499-1508.

457aQrI9a0h WY &m=0tZxnxy yyoqeOH 9 TP-ik Vi &s=uBzJEo[R-ulenyvKrM ciding

& dLNyyoqe9HEIdOK9A9Y, ikj y

IE .. g2s4TP-1kjX drdZNx4& 5= dI,20hV_§- | Gostin, “Deciding Life and Death in the Co

dCIE6u0AsfBnql0s&e= (visited 18 April 2016). J e e : fass 1o o - "
12 Re Quinlan 355 A 2d 647 (N1 19 76).
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LIFE-S

. . crushed
he victims of the Hillsborough dlsaster. in 1?89. HZ; t;i;f::: damage.
as one of t ei s. The deprivation of oxygen to hlS brain ce}tlus eupatey
< and Puﬂc_tured e rs, he was left in a PVS condition and he refT rony
following three_ yez? 7 rt. The medical team, with the support o Dl;y dilzq tube
nal and hydration suppo (-)r der to allow the lawful withdrawal of thfe ei tgahve
d to the High CSPl:lElfzrjzgges of the High Court considcredfthaljtlbﬁel‘l;llzrf1 t}:) s i
e young man. ' o the patient and his family, f 82 @
| Pi:‘nl-;s Zondition - O'f nt(})lfs)ecl:l:&it vita: liuzt in thpe “best interests” of thf gﬂ:‘liﬁta't [Shlg
B reident of the Family Division of the High Court, conclu implied that
eohen Brown, PreSlddentuo that remains is the shell of his body™. Thc? fuhngals spupported
P o s e T Bl The o i v apyors
fecding House of Lords which is the h s bosn Yl
§ Court of Appeal and the ¢ PEG was withdrawn. This was the f
fhe UK. Tony Bland died ntlf::t fﬁiufiﬁlﬁlwed withdrawing LST and ll.et ?:lﬁpzt;?n;
o English legal hlstor_y ion involved subjective evaluation qf t‘pe qua ltyf]ife —r
Yet, since the-. C.Our-t dgmsiznsive criticism of whether the intrinsic value o ey
et in a FS, i .i?;riteha(eix]imited hope of recovery and whether the value o
z inish when a pa

o be judexd by third parties.
832 Treatment futility

Plainly speaking, futility means a
purpose.? In some situations, clinj
futile in a particular situation, kno
10 ethical obligation to provide t
are not so clear-cut. Often, the t

|
. 5 |
ion: tment or basic care?
ifici ition and hydration: trea |
> e——— ] t of Health and Airedale NHS Trust v Bland, tube |
treatment that is highly untikely to achieve its jngep in Cruzan v Director, Missouri Departmen
cal evidence clearly showed that Certain treatmepgg

: . seal
: ding, or in technica
ing i fits and risks. Tube fee .
: fter balancing its bene o ‘the techniques: Hhat
ding was w]thdravlvlll a ; , broadly refers to
Wn as physiologic futility and, thus, healthcare teamg I s,gartiﬁcial nutrition and hydration (ANH)
hat treatment, But, for most of ¢
By taking Re Quinlan and Crysz

. iy b des the use of a
. e dration. This inclu
he time, clinica] gjmyy s the swallowing process to provide nutrition or hy
5 n1 Sli“dm s pas
Teatment brings hoth benefits a

an v Director, Missouri Departm
the treatments can achie
damage to the

. 5 ition.” By

: nd parenteral nutri :
: r subcutaneous infusion a . f aspiration

4 ric tube, PEG, intravenous o . if they are at risk of asp _
nd burdens to the ps -Ug.a.S[HZNH is also a kind of LST to support the patients if me)::t their needs. Providing
ent of Health ag SXaniples, nition, | feeding or their nutritional intake is insufficient to tal meeide therefore: the
aissliorate | : :mrgugh orad Eedraﬁon is the basic care required to fulfil fundar,nethe case o:f other LST is
e mmt]onbant yhctber ANH can be withheld or withdrawn as in
; i cfiing the Patient dje debate about w

without intervening? The decisi i

is, indeed, subjeat +g more controversial.
the benefits and burdens result

how one Interpre(s
ng from the treatment 20

Case scenario 3

hesi func-
ot Over these years, her
: ; . tia eight years ago. il
diagnosed with demen . SH
. wasiﬁveg;lbmty g e e i k;li];rgities of daily living.
nal and cogn ily members and she became dependent for all ac b Bearins s
. 1 11 - e
0gnise h?;' fajlr;l yassessmeﬂt’ the Spe'ech th'craplst recfom‘xgended tuouia e ek
b Swat'ow f oral intake to prevent recurrent aspiration gneu?ure a.dequate Y
ti 10N 0 ; _ ol
S B . mmm'la ion believing that it was the best W*_ly s hand feed-
14 Sura Taub, “Departed, Jan . . eed with the suggestion be g g
et hnp?j , ! it 8 April 2016), 1 support for his wife. Her daughter, however,
15 HA, “Guidelines - . ” (0.4 above); . Medica] AstosaR v
“Opinion 2.20 — Wi ; : f TR - ’

ife quality.
: other of life qual
' idered tube feeding was inhumane and deprived her mi
o She considere y
"(2015), available at http://wwiv.ama- 3
n220.page? (visited 18 April 2016);

ing Life-Profon ging Medical Treatmen;- Guidance for Decision

Treatment in the Terminally 11 (n.4 above) Section 4.2, isaster” (n.9 above).
£ h Disaster™ (n
Ltﬁz-Pi'o[ongjng Medical Treqimeny (n.15 above). istent Vegetative State, Treatment Withdrawal, and the Hillsborougl
Uy Ii” (n.4 aboye Appendix 2, 21 Howe, “The Persisten )
y I ) Appen D Airedate NHS Traist v Bland [1993] ,é}c Zf:m nt in the Terminally TIT" (n.4 above) Section 8.1.
. imine Tre

23 HA, “Guidelines on Life-Sustaining
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. Lr;et‘iltlst;hcea;:ygi ;Ef;iﬁ ;I;a;td?l:fli };2 a r;;eans tz ensure adequate nutrii.:ion and hyg, ation for making informed decisjon.M.Their decision's st_muld be respected unlless
e o nosalogioalnsads ulfhe ij T\;i?t and thus prevent c!ehyc[ratlon. Yet, emp mental Gépacity has bee.n affected by illness or medlca.tl(?n, by false assun;ptmns
s — mtEy. not n.ecessanly prevent patientg ¢ mrsinformatwn, or by due m_ﬂuence by others.> However, it is unus_ual for. patients to
oo e i s qualiwlnc;rf_afse delr- sm1:;a1 rate, and its application - eplamled ahead for end-of-life cz?re as t.hey tend to defer the discussion unFﬂ the Iactual
O SA i s and(t) ife and dlgmty.. For example, the progg, : is or believe erroneously ﬂ?lat their family members woqld b<.e abiel to pre_dlct their care
et kb el ralimausmg experience for_ the patient and o) | iies > Given that the.welghmg of treatnllent beneﬁj[s and risks is subjfect to interpretation, ‘
o JaAGE ULELIEE gp ! out, some pgtwnts are physwal_ly restrained, Ry . be hard to determine What would b? in the best interests of the patient. So, who should 1
i g has been advocated widely in the US and Australia as an the final say in these difficult situations?

in situations like Mrs Chow’s.2

_ Despite .the evidence, a recent large-scale survey found that doctors in Agi
hkely tol withhold or withdraw ANH in current practice.® One possible ex [;msi‘?l e less 8.4 ADVANCE DIRECTIVES |
i;edmg is oﬁen_ seen as a filial act in Asian culture.”” Yet, consensus has notEt))eexz1 :2: o
b::;i;nd:;);l;t?;ﬁs;;i ;E ‘iff:z:;tev f;f;!'it[\;o,ﬁ a case concerning whether a PEG(; \dvance directive is a means folr mentally competent individua?s to indicate the form of \
115 fitoviston of Fhod uud waterahonld Fe , Pope John Paul TI expressed his view thy Jlthcare they V\{Ollld like t.o have in the futu.re. shoulld t.hey bem-me mcompeteptﬁf‘ The concept
means. Based on the sanctity of life principl H;iatlwntlamed to preserve life, even by artific | advance dire.ctwe,‘sometlmesknownasahvmg-wﬂl., isunderpinned by the pr:1nc1ple ofrespect
e er]; {:Ctip €, ull ; 1; precious regardlesg of'its condition ang autonomy, in which contemporaneous autonomy 1s extended to aprqspectlve one for future
sl fir il sastegmce i];J] » ;Jﬁna\;e,h e t<ﬁee_d‘1r1g and me;hamcal ventilation wey For both Wr Yllflg and Mrs Chow, we do not know Wheth_er the Patlems j[hemselves \.v-ould
et S g 2t Pl p ‘ as; of life when John Pfﬂ%l 1T had difficulty e wanted 10 receive ventilator support and ANH, re'spcctlvely, in such illness conditions.
25 o Ghallenging beeautmofenws 15;:;;1513%i ence, l.:reatmen.t decisions regarding AN aee it 1S unclear. Wheth_er the treatments would be considered as Ifunle or gnacceptablc by t.h‘e |
tigafverealforal anel elfus CoﬂSidemf_S 6121;: ts and risks are interpreted which may alsy ghos, the administration of these LSTs may be_contrary to their care w1shef3 for end-of-life
Onthis issue, the HA Guidelines on LS;?P Sth ' _ . e. So, if they haq formulatetli an ad.vance dLFectsve for themselves at an earlier stage, before {
St Pl B pf s ot md s termn? ally ill have provided a full discussioy lost their decisional capacity, t.hc1r'carc wishes would have been known. _
P, st vith Seding dHRAILS ncfe ementia to elaborate the approach to feedin= D) The development of advance directive was related to the US court cases afgrementloned. ‘
g difficulties that suits the local context.”” In particular, it high'j ollowing Re Quinlan, the “Natural Death Act”, also known as Death with Dignity Acts or ‘

altemativg :

e

W2
LN

g;jg;l;ﬁ Zizﬁﬁ;ﬁ:ﬁi rﬂrgrfcelstshzn jfi:i;’lgfopﬁ'?ns S_hOLIId be t_hl'Ol,lgh consensus-hu‘uing ng Will Aclts, was enacted in all states in the latg 1970s 'zmd. 1980s to aclmowledge a
e Ghanrd host interets bk p . 's fami y,.w1th Fhe patient’s prior care wishes and. astitutional right to forgo LST according to the patlentjs wish in the even‘t of a terminal

s being taken into consideration, dition or irreversible coma through advance directive.” It was further clarified in Cruzan ‘
835 Treatment decision: wh . Director, Mt’s.soyri Degarrmem of Heallth that thcf? aldvan.ce di.rective should l?e supported by

: who can decide? arand convincing evidence that specified the clinical situation and the particular treatment ‘

onsidered for refusal. To meet this requirement, the US Congress passed a federal law,
the Patient Sel [-Determination Act in 1990, that requires healthcare institutions, including ‘
ospitals, skilled nursing facilities, home health agencies, hospices and health maintenance
reanisations, to provide patients with written information about the right to self-determination ‘
in end-of-life care, provide staff education on advance directives, maintain policies and
pracedures related to advance directives and promote documentation for informed decision ‘
by completing written advance directives.3® All these are to ensure patients are informed of

The.: consensus-building process on treatment decisions can be ver atraightforward if the
patlent‘ has clearly stated their preferences or their family L~emt,)ers know t;\:araﬁﬁ
care wishes. Basically, patients have the right to choices, wizicii means they can arc’:ce.: t. 3
refuse any treatment provided if they are mentally competent and have been given sugmz

Howard Brody et al., “Artificial Nutrition and H i
: dration; ion of Ethics, Evi icy”
oy e ydration: The Evolution of Ethics, Evidence and Policy™. J Gen Intem ‘

American Geriatric Society, “American Geriatri i

- eriatric Society Feeding | i S , " _ .
J Am Geriatr Soc 2014; 62(8):1590-1593. ty Feeding Tubes in Advanced Dementia Position Statement’. |
Jason Phua ef of., “Wi i TR y 0 -
Intern Med ;(J’IJ’Sj doi'li.lz)hlc éﬁlﬂfﬁ;xfﬁmﬁé ;‘ : Life-Sustaining Treatments in Intensive Care Units in Asia”, JAM{ 31 HA, “Patients’ Charter” (n.1 above).
Helen YL Chan and Samantha MC Pan, “C:ll. I A.E:Sﬁ. ; 31 HA, “Guidelines on Life-Sustaining Treatment in the Terminally T11” (n.4 above) Section 5.1(b).
Patients at the End of Life” m\ﬁctorRPli:ed ( :ra Di SPLC;,S nff orgomg Tube Feeding in American and Hong Kong Chinese 33 Helen YL Chan and Samantha MC Pang, “Quality of Life Concerns and End-of-life Care Preferences of Aged Persons ‘
Group, LLC, 2011) pp.145-155; Samantha {dg ;’ iet a”', Trfr‘mon i Pﬂfilqtive. Care (Boca Raten, FL, US: Taylor & Francis in Long-Term Care Facilitics™. Journal of Clinical Nursing 2007; 16:2158-2166.
American and Hong Kong Patie;lts —— da];g et a o ‘Comparing the Ethical Challenges of Forgoing Tube Feedingint 34 Law Reform Commission of Hong Kong, “Report on Substitute Decision-Making and Advance Directives in Relation to ‘
403 F 3d 1289 (2005). nced Dementia”. Journal of Nutrition, Health and Aging 2007; 11(6):495-501, Medical Treatment” (2006), available at http:/iwww.hkre form.gov.hien/docs/rdecision-c.pdf (visited 18 April 2016).
Cynthia MA Geppert e af., “Ethical T 3 e 5 G . ‘35 Bernard Towers, “The Impact of the California Natural Death Act”. Journal of Medical Ethics 1978; 4:96-98.
D E:(]);”g,i k. ical Tssues in Artificial Nutrition and Hydration: A Review”. .J Parental and Enteral 36 Bernard Lo and Robert Steinbrook, “Resuscitating Advance Directives™. Arch Intern Med 2004; 64(14):1501-15006: ‘
HA, “Guidelines on Life-Sustaining T : . " ) American Bar Association, “Health Care Advance Directives” (2015), available at http://www.americanbar.org/groups/

staining Treatment in the Terminally 111 (n.4 above) Section 8, Appendix 4. public_education/resources/law_issues_for_consumers/patient_sell determination_acthtml (visited 18 April 2016).
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their rights regarding decision-making for thei

r future care and assured :
would be acknowledged and respected by their that thejr

healthcare providers.

841  Development of advance directives in Hong Kong

Advance directives are recognised under the ¢
specific legislation on them.>” A valid and appl
provided that the patient is properly informed

the clinical situations and treatment concerned. The family has no authority ¢
advance directive and the healtheare team is liable to legal action for batte: o
they knowingly provide treatment against the advance refijsal 3¢ 3
Dating back to 2004, the Law Reform C
with regard to substitute decision-
treatment.

ommon law framework, although the
Icable advance directive should pe .
about the treatment and is able to

ommission launched g
making and advance directives in
With this exercise, the Commission concluded that the
directives was new 1o society and that it was pbremature to introd
regard. Hence, the Commission recommen
of advance directives by non-le
directive for reference.

public congyy
relation o g
concept of gy
: Uce a statute jp
ded public education pertaining to the ¢
gislative means and put forward a model form of g
: ‘ * The form requires the presence of two witnesseg who hay
interest in the estate of the person making the advance directive, one of whom mY
a medical practitioner. Such requirement is not mandatory under ¢
but this can prevent uncertainty or disputes concerning its validity i
medical practitioner, as a witness, can also assess the mental com
understand the nature and effect of making an advance directive
tor the decision-making.

In 2009, the Food and Health Bureay
“Introduction of the Concept of Advance
HA issued the “Guidance for HA Clinician
in 2010 and updated the Guidance in 2014,

subsgquenﬂy modified to enhance its comprehensiveness and flexibility. Figure 8.1 snows the
full HA advance directive form. This modified form covers three clinical canditions namg}‘yﬂ
(_a) terminally ill, (b) PVS or a state of irreversible coma and (c) other end-siage 1rrevers§b1e
life-limiting conditions. Tn addition, the patient can opt for ANH only it ciinically iudiwg.:«i;
but may refuse all other LSTs. Furthermore, there is a short fof, specifically des;gneﬂ
for terminally ill patients to refuse cardiopulmonary resuscitation only (see Figure 82].
In addition, the order of “Da not attempt cardiopulmonary resuscitation (DNACPR)” w‘ﬁ
extended to non-hospitalised patients with advanced, irreversible illness (see Fi.gureslg.;’i

an(.i 8.4). All these help to clarify common mj sunderstandings and uncertainty with regard
to its implementation. 1

petence of the patje,
and provide infom

also published a Consultation Paper on
Directives in Hong Kong” 4! Subsequently, -
s on Advance Directives in Adults” for e sie 1

* The Law Reform Commission mode: frnﬁ

37 HA, “Guidelines on Life-

38 Ibid.

39 Law Reform Commission of Hong Kong,
in Relation to Medical Treatment”
April 2016).

40 Thid.

41 Foodand Health Bureau, “Introduction of the Con

Sustaining Treatment in the Terminally 111" (n.4 above) Section 5.2.

“Cm'{sultﬂtion Paper on Substitute Decision-Making and Advance Direclives
(2004), available at hitp://www.hicre form, gov.hkfen/docs/decision-e.pdf (visited 1§

cept of Advance Directives in Hong Kong: Consultation Paper”® 5

! ‘ epte - iper” (2009), available

at httg.//\ir.ww. gov. ik eufresm.lems/ govcrnme:nt/pubhcahon!ccmsu]tatimt’docs/Z(}IGfAdvanceD rectives.pdf (visited 18 April 2016).

42 HA, “Guidance for HA Clinicians on Advance Directives in Adults (Version 2" (2014), available at http:/www.ha.org.
hk/haholho/cc/CEC-(jE-l_en.pdf{visitcd 18 April 2016,

(dentity pocument New:
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. G T
The Full Version of Hospital Authority Advance Directive Form:
1: The

Please Use Block Letter or Affix Label
SOPD / Hospital NOw:__emeeecieeees

Name:
ID. No:__

Male / Female
f

! =
(Day) (Month) (Year)

obile Tel. No. &t coooniensomsissomsmmrrses

:Mkﬂﬂm

se distress or indignity which_l may suffer or
ar a state of irreversible coma, or In
y medical advisers or

is directive i inimi
I understand that e dll’CCTWe‘ Ife:z \'T::g;mtive state
i ill or in a persisf Ve
create when [ am terminally i g condam, Aot pane

ified end-stage irreversible 1t ¢ ety
m?etri\::];e’z;ﬁ;oth the burden of making difficult decisions on my be
relatives. N

13

U Y i
nasia will not be erformed, nor will an awful instruciions as 1o m medica
med, yu
anas| p

th ;
2 1 understand that eu e reumatisseven F expressiy

requested.
{reatment be followed

ke all previous

evo
being over the age of 1§ years, TeV; g

__ (please print name} o are-and treatment (Gf any), an 4 1

: i me
k advance directives made by me relating to my

following advance directive of my own free will.

JALLOTHIA IONVAGQY

i 1 istent vegetative state or in
i irre coma or n a persisten :
O 15 el diagnosed by my attending doctor and at

i i ife limiting condition as : sy
o lgfe};umi;k: part in decisions about my medical care and tre

treatment are as follows:

4. 171 become terminally ill
other specified end-stage
\east ane other doctor, S0 that 1 am |:|na‘ A
my directives in relation to my medical cart o
initi i ¢ bonfes), and drawing
iti tials against thatthose
icki iate box(es) and wriling yaur 1n1
Tlowing by ticking the appropri

le: Complete the fo
sl pomo not want toapply 1o you.)

across any part you do

HIN/0L96 VH

P ———

' The Form was proposed by the Law Rel
23 December 2009; modifications mad

2006; amended as in Foed and Health Bureau Consultation Paper on

fefy Qoramiséion on 16418 1y in May 2010 and in June 2014.

¢ and footnotes added by the Hospital Authoril

(Comz'nued)

43 1bid.
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Figure 8.1 (Continued)

Save for basic and palliative car

e P e, I shall mot be given any life-sustaini tientl
Non-a,rm‘im] nutrition and hydration shall, for the pur gls'e f ﬂ‘_ammg lrusmmﬁ
of basic care. poses of this form, form part

e
Signature of the maker of this advance dircetive

] Section 111 : Witnesses

However, I want to continue to receive artificial nutritio

clinically indicated, until death is imminent and inevitable_“ and hydration, if L —

irreversible coma (PVS/I i e a non-terminally ill patient who is si v shite o

Skl mdvice(gh ouidcli :asl:; :;h r:n;r'trrr’:u;]us ;‘\éea in the presence of an advance directive. For pn;ltli:nf:;:zsslgsfi::g:li?;“: iﬂm&:ﬁwiﬁ
; B : vith su

wishing to make a directive to withdraw AI\EH or tgcwlfﬂjgja}ml?? 1o consider whether an application to the CO%-'T is ’ﬂ;”i"::’d- A patient |

special caution. U W all life-sustaining treaiments under this Section, should be alerled ubaut this |

) ]

Care should be taks i i
e taken to ¢nsure thai the patient has really decided not (0 consent 1o receive “all” life-sustaining treatment,
- ment,

“all” life-sustaining treatment. I

% A written revoeation can be directly signed on the advance directive form,
advance direetive form.

—
- _stage irreversible life limitin conditi
(A)  Casel—Terminally il Other end-stage irr
(Nate: In this instruction — [
"Terminally ill" means sufferin
fro i ; o
therapy, having a short life lefwlar::ya‘ij:agi‘dé slf_oggiil\‘i:é;:;do:rre?rmhlc disease, and failing 1o respond (Note: In this instruction -
3 ra i : } "
treatment would only serve to postpone the moment of death, and o months; and the application of " d-stage irreversible life limiting condition” means suffering from an advanced, progressive, and irrcvers_uble
“Life-sustaining treatment” me £ il cg,‘.l:\?;;“n:t h[i'i:onni.ng Lo Case 1 or Case 2, but has reached the end-stage of the condition, limiting survival of the patient.
| ) ans any of the treatments which | e i n 2 -
for cardiopul o sy have the potential to postpone the patient! e inctude:
P ; kI ton, artificial ventilation, blood prod patient's degghy Examples _
:}:‘;?;g:xtsgg ::ﬁ-}z;:?r conditions such as chemotherapy or dialysi’s. a“;ibigézsﬁ;s&lp;?clzaf:?: \'u!u]?rum (1) patients with end-stage renal failure, end-stage motor neuron disease, or end-stage chronic abstructive
preon T-h’mugh g tubc,))nummn and hydration, (Artificial nutrition and hydration means the Feed;‘)g‘:rtﬂyd“mﬂ pulmonary disease who may not fall into the dcﬁn‘:;tiun of terminal illness in Case |, because their survival may
be prolonged by dialysis or assisted ventilation, an
i ith i i j ¢l i it tus who do not fail
] I shall not e given the following life-sustaining treatment(s): (2) patients with irreversible loss of major cercbral function and extremely poor functional status who do nol
8 into Case 2.
a Cardiopulmonary resuscitation (CPR) “Life-suslaining treatment” means any of the treatments which have the potential to postpone L‘ha patient's death and inc-h.]-dii
xample, cardiopulmonary resuscitation, artificial | blnud_prpducls. pac TS, P 7S, 9 el
A Othiers: ?‘;{;emi far parl‘ic!.lljlar conditions such as chemotherapy or dialysis, antibiotics when given for a potentially 1‘&?""3[9“:“’5-
infection, and artificial nutrition and hydration. {Artificial nutrition and hydration means the feeding of food and water L0 2
person through a tube.))
=) ]SVZ‘: f::]:‘!"fﬁc and‘ palliative care, I shall not be given any life-sustainin, a I shall not be given the following life-sustaining treatment(s):
: artificial nutrition and hydration shall, for the purpeses of this f g treat; o
oFBasie G, s form; form| a Cardiopulmonary resuscitation (CPR)
o - ; .
li_m.vever,.l want to continue to receive artificial nutrition and hyd H =
clinically indicated, until death js imminent and mevitable Ydration,
‘ . /_—_—_—_____——_—
s ; % 5
(B) Case 2 — Persistent vegetative state or a state of irreversible coma m] Save for basic and palliative care, 1 shall not be given any llfe-sustan;nmg tl;‘eutmemn.
rtifici iti i urposes of this form, form pa
(Note: In this instruction - Non-artificial nutrition and hydration shall, for the purp s P
of basic care.
"Life-sustaining treatment" means an;
| ? y of the reat hi i R~ - o » ] )
for ple, cardiopulmonary r fon _:n:;:j ::r:fillla?ii:- ”;;‘oﬁgt«nuzl to postpone the patient's death and o However, I want to continue to receive artificial nutrition and hydration, if
treat i s : ;. produets, pacem: n . r o recei al nc
iufeelzgitsmr,ndr f:r;::f;;?ng thicns ds:ch as chematherapy or dialysis, antibitics whcnp;t?ﬁ?rz'pgﬁ;m Spegiu; D clinically indicated, until death is jmminent and inevitable.
rition and hydration”.  (Artificial nutrition and i - Ly life-thres_
€l thi on and hydrat i o ) )
r— e Ve | make this directive in the presence of the two witnesses named in Section 111 of this advance directive,
mi
O 1 sh: who are not beneficiaries under: |
shall not be given the following li ; !
wing life-sustainin, 2 .
4 g treatment(s): () my will; or |
a Cardio itati ii olicy of insurance held by me; or
pulmonary resuscitation (i) any policy s
(EER (i) any other instrument made by me or on my behalf. ‘
o Others: | o . |
5 | understand I can revoke this advance directive at anytime . |
! J
& O\ |
u]

A witness must be o person who is nata beneficiary under —

|
; taks (i) the will of the maker of this advance directive; oF e |
Care should be taken to ensure that th i i i any policy of insurance held by the maker of this advance irective; or
Note that to withd S ) c patient has really decided not to consent to receive Eii?) any other instrument made by or on behalf of the maker of this advance directive.
0 withdraw artificial nutrition and hydration (ANH) in 3

% Care should be taken to ensure that the patient has really decided not Lo consent to receive “all” life-sustaining treatment.

o written and signe
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T Dae

d an a separate piece of paper and attached 1o the

(Continued)
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Figure 8.1 (Continued)

Statement of Witnesses

(Note: This witness must be a registered medical iti :
> _ practitioner, who,
is lreating or has treated the maker of this directive.) ' S dhe e

L

(please print name) sign below as witness.
(a) as far as I know, the maker of this directive has made the directive voluntarily; and

(b) I have explained to the maker of this directive the na implicati
ture and implications of making this direcic..
ng this dlm'ﬂ!u[
2) I declare tha

t this directive is made and signed i i
el 1gned in my presence together with the second Wilness. !

Signati 1 wi
ignature of 1% witness Date

Name:

Identity Document No. / Medical Council Registration No. "
Office Address:

office Tel. Noox

Second Witness

(Note: This witness must be at least 1§ years of age)

(1 I,

{please print name) sign below as witness.

i
2 z[‘bdecl.are ctlh:; this dircctivge is made and signed in my presence together with the first «itnss named

ove, and at the ﬁrst_ witness has, in my presence, explained to the maker of this dircet /e 'L[:cnm
and implications of making this directive. N 3

Signature of 2™ witness D y

Name:

Identity Document No.”;

Home Address / Contact Address : L 4

. e .
Home Tel. No. / Contact

.

* It is not necessary for HA staff to provide the Identi i ode

| ; ty document No. / Medical Council istrati si I
hospital ward/unit would be sufficient for the identification of the 1" witness " Reaisimion Y. sivce s

i 3

% . 4
. It is not necessary for HA stafT (o provide the Identity document No. since staff code or address of hospital ward/unit would be sufficie

the identification of the 2™ witness.

maker of this directive, could be a dogior other thyy,

"erminally ill" means suffering from advanced, progressive, and irceversible disease, and failing ta respond to curative therapy, having a short life
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¢ 8.2: Advance Directive to Refuse Cardiopulmonary Resuscitation When
Tering from Terminal Iliness—HA9612/MR"

Please Use Block Letter or Affix Label

ADVANCE DIRECTIVE SOPD / Hospital No.:
(TO REFUSE CARDIOPULMONARY

RESUSCITATION WHEN SUFFERING NEMEL s
grEAA FROM TERMINAL ILLNESS) D Not Sex: . Age: oo
0 AL
':'fsrr!g:' LAl Debt: Team: Ward/Bed:

Section II: /The Directive

L\ , being over the age of 18 years, revoke all previous advance directives made
v me relating to my medical care and treatment (if any), and make the following advance directive of my
swn free will.

2, If I am terminally ill" as diagnosed by my attending doctor and at least one other doctor, so that T am
unable to take part in decisions about my medical care and treatment, my directive in relation to my
medical care and treatment is as follows:

I shall not be given cardiopulmonary resuscitation (CPR).

3, I make this directive in the presence of the two witnesses named in Section I1I of this advance directive,
who are not beneficiaries under my will, or any policy of insurance held by me, or any other instrument
made by me or on my behalf.

4, Tunderstand I can revoke this advance directive at any time,

(Signature of the maker of this advance directive) (Date)

SSANT TIYNINYIL WOML DNFIAANS NIHM HdD 3SN43d 01) 3AILD3HIT JONVAQY

expectancy in terms of days, weeks of @ few months; and the application of life-sustaining treatment would only serve to posipone the moment of

s

Section I11: _Statement of Witnesses =
Notes for witness: A witness must be a person who is not a beneficiary under the will of the maker of this %
advance directive, or any policy of insurance held by the maker of this advance directive, or any other =
instrument made by or on behalf of the maker of this advance directive. )
(Continued )

Ibid.
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the i
se means can be expensive, the use of performance enhancin

from the conventional means.*” Similarly £ agents make ng gy

health risks are inherent in Cuarter 13

sports training, banning performanc i - I
s e-enhancing agents based Y Ko
stfronghazgument. An objective assessment on the ifhcrent rSi:k i(sm Sa(fiﬂdy e, o MEDICAE REsEARER o
of prohibition is made. However, the ri 3 - i
: 4 risks of human gene th ? decisi
adequately understood in healthy subjects. As not as the %‘iskeis ai:r:é) i, Dot beep s

ffi i R 1 ‘
affect germline, prohibition is not obviously grounded. At the mog::tlyglow :;1(1 does pot
ene therapy jg g

PY 18 a

the cuttin i i i
e g edge qf medical science, its application to enhance perfi
?]';Clal implication, leading to unfair competition due to la kp f . ortant
technolo i 5 e e wily
gy maturity and consensus adoption among the group, the cost of Suf'}:}-w CVer, with
2 Ch intervengjon
on

will drop by economy of ¥
y of scales.® Thus, gene dopin i '
athletes regardless of their financial situation. P T oo vt Aecessible to

13.1 INTRODUCTION

\edical research refers to systematic investigations designed to contribute to or extend
alisable medical knowledge. This chapter will focus on research involving human
bhjects, OF the use of human tissue. Medical ethics describes a system of evaluating
nd developing moral principles that inform values and judgments in medical practice,
- ouding research. Although Hong Kong is a predominantly Chinese city, and its people
erwhelmingly Chinese in ethnicity and culture, medical research is implemented ina
er entirely consistent with current Western medical codes and procedures. Thus, the
pderstandirg ol medical research from a Western perspective of ethics is necessary (o
describe practice in Hong Kong.
Mcdical research is conducted in many forms. Basic or preclinical research studies
Folgical mechanisms, and it may or may not involve human tissue or cells, Some clinical
’(‘xmdies aim to gather knowledge from human subjects by observation, or gather information
{hrough surveys and questionnaires. Others measure the effects of routine treatments and
interventions, while some involve the development and testing of new and innovative
{reatments. Clinical trials involve the testing of interventions, whether biological, mechanical
or behavioural, on human subjects. Commonly clinical trials investigate the effects of new
vaccines, drugs and devices, Or new delivery methods. The resulis of the clinical trial should
assist the medical community to determine if the intervention is effective and safe. Ditferent
types of research are governed by different moral rules and requirements, generally
proportional to the risks posed to human (or animal) subjects, or issues related to the use of
figsue specimens.

There is a general recognition, by both medical researchers and healthcare providers, as
well as by the patients and the public, that the ongoing conduct of research is essential for
{he advancement of medical knowledge. Therefore, most of us accept that clinical trials are
necessary and that the results will benefit individuals within society. In this regard, patients
and the public also accept that some risk to individuals exposed to research can be justified
 inorder to promote a common good. However, the exposure to risk should usually be small

in magnitude, and justified by the likely beneficial gain in knowledge produced by the trial.

Researchers, supported by the structures in place to supervise and regulate medical research,

have a responsibility to always ensure that subject risk is minimised as much as possible by
~ g00d trial design.

'\' 13.2 THE ETHICS OF MEDICAL RESEARCH

87 A Miah, “Rethinking Enh: i @
& Enhancement in Sport” (n.85 above); BM Kious, “Philosophy on Steroids: Why the Anti-doping

Position Could Use a Little Enh, - : x s < 2

58 B B, "y Aﬂalysi; ch Pn chem:_:ut " Theor Med Bioeth 2008, 29:213-234. ‘ While not universally endorsed by ethicists and healthcare professionals, using the
o roduct Lifetimes in a Technologically Dynami . Ey “principled” approach to justify the ethical and moral basis of the conduct of research
(6):763-775. y Dynamic Industry”. Management Science 1998; ‘ P PP

. remains informative. Beauchamp and Childress introduced the moral principles of

TRt
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autonomy benefi
: cene
framework within :(}f : On‘-m.al.eﬁ(;enca and justice to facilitat
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o T B are providers should respect a patient’s ri elly, the pringi
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. Benefi e
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L > non-maleficence i
principle of justice impli e is that care should d ¢ that j
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i availab[eliglz;:es that healthcare providers promote a tl":zrpitlent 10 net h
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Atthe centre of the ramework within which clinical research {0 assist the exaryj
principle that every in d(i)i?él ustification for the legitimate conduct Oﬁfperatfes
7 B G M sope rtlu ual research subject should be able to e medical researcy
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2 Department ress, Principles of Bi 7
of Health, Educati fomedical Ethics (Oxford: Oxfi
B . - Education and Welfare (DHE ; xford: Oxford Universi
iomedical and Behavioral Research, the BE!nEo;ILLE{W)’ National Commission for the IP"reoftS;tth Press, 5th ed., 2001).
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as their ability to assert their autp |
Nomy j

THE CHECKERED HISTORY OF MEDICAL RESEARCH 641

s been systematically used to enhance
of the ethics and morals of medical research. When applied to the setting
principle of justice informs us that that the benefits and burdens of
fairly distributed. Thus, research participants should normally be
8 s who will benefit from {he research in question, not simply
puam populations, especially those disadvantaged by local gocial, demographic or
il circumstances. Similarly the benefits of research should be distributed fairly, both

(grms of access to results and other beneficial outcomes. This principle has implications
- researchers and institutions, who may conduct medical research in other parts of the
or in Hong Kong, but on behalf of others from outside Hong Kong.

The responsibility for ensuring these principles are not violated during the conduct
¢ research primarily lies with the individual researcher conducting a study, guided by
~latory structures designed to oversee the conduct of research, such as ethics committees
review boards. Much thoughtful guidance from reputabl

o international bodies on the
proper ethical and moral conduct of research exists. The Medical Council of Hong Kong |
e . . . - ol L
McHK) provides some guidance through its “Code of Professional Conduct 2 Tnstitutions

ol

£ v tesearch also have statements and guidance to ensure the responsible conduct ‘
of rescarch SThe remainder of the chapter will provide a brief summary of the principles of

ethical ~onduct as they apply 1o current practice of research, and where available reference
.4 avaiiable local institutional guidance and legal codes will be made.

i mOTe recently that the principle of justice ha

" oderstanding
tinical trials, the
sarch should be
ifed from those group

o

: ﬁspousible

CA
13.3 THE CHECKERED HISTORY OF
MEDICAL RESEARCH

of the abuse of human subjects in medical research
eed to protect research

o contemporary researchets of the n
able. Although honour codes such as the Hippocratic Oath,
d for doctors to be honest, act with

tigators have not always adhered
honour codes when conducting

gome knowledge of the recorded history
serves as a strong reminder t

subjects, especially the vulner
stretch back to antiquity and have always stressed the nee

integrity and to put patient interest first, clinical trial inves
to the apparently sound principles of ancient (or modern)

research.

+ Medical Research [nvolving Human
nchanDpublicaﬁnns.ﬂOpoliciesIbSJ’; us
£ Human Research Subjects, 45 CIFR 46
sited 2 May 2013); Council for
Requirements

.
3 World Medical Association, Declaration of Helsinki — Ethical Principles fo
Subjects, 64th WMA General Assembly (2013). available at hitp://www.wina.
Department of Health and Human Services, Basic THS Policy for Protection ©
(2009), available at http:waw.hhs.gnvf’ohlpfbumansubjsctsfguidauchScfr-’lé.hlml (vi
International Qrganizations of Medical Sciences, niernational Conference onH armonisation of Technical
for Registration of Pharmaceuticals for Human Use, ICH Harmonised Tripartite Guideline, Guideline for Good Clinical
Practice E6(RL) (10 June 1996), available at thptvaww.ich.org,ﬁﬁleadm'm/Pubhc _Web_Site/ [CH_Produotstuidelincs/
Efficacy/E6/ Ebﬁ_ngGuidcline.pdf‘, Coungil for International Organizations of Medical Sciences, International Ethical
Guidelines for Biomedical Research Involving Human Subjects (Revised Draft 2002), available at hltp:ﬂ'ﬁ'www.cioms‘chf
images/stories/gui delines_demo/AlGui delines-1-25.pdf.
Medical Council of Hong Kong, Code of Professional Conduct for the G
(2009, amended 2014), available at http:/'fwww.mchk.org.hk}Cude_pf_I"rofessional_Conduct_ZUOQ.pdf A
Chinese University of Hong Kong, Policy on Research, Intellectual Property and Knowledge Transter (2015), available
at hteps:d/ www.urkts.nuim.cdu.hWimageszcsearch7I~'u11dinnghc(P01icy_Papcrflb.pdf', University of Hong Kong,
Policy on Research Integrity (2013), available at hitp:h’www.rss.hku.hkﬁntegrity.

uidance of Registered Medical Practitioners
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The beginni :
i aj_fte n;i:]llmnfg }(:f serious efforts to regulate and control mod
of the appalling abuse of odetn
These abuses ot ¢ of research subjects duri
S5 Y] it Wffehlnvestlgalt‘id at the Nuremberg Doctors’ ;g the Second World
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published by the America ; M‘-tiﬂ_lar;fxperimentation, Prineiles oF Mefi }1n:e, in a [

; fedical Association, T . 1cal Ethjcg»
conducting the T L n, The later actions of * s
ignorant o? and ;:Ef’ileznal in the United States (US), during (;flljzehspe(;:Ed “Tescarcher

SRR own effective th ; y subjects ‘
the disease proces : i erapy in the interests of : Were
o requirexgents 051; again strongly illustrated how respected researc-;&curmg kﬂOWledge of
The Bl accepted moral behaviour and codes of ¢ ers could fall shogy of
brotght l0Olt_xthftr{l))m the Tuskegee trial and the many clases v
i B . :
medical com%n uni)rfy tze;l;mf lm the 1960s, were pivotal in demonstratin h :
e vc. op.not only a set of clear and widel g the need for the
Beedhers ob > L_l also to institute some method to ensure th ¥ promulgated rules to
servations, supported by oth € oversi
greater oversight .y others, thus led progressi
sight and governance in research.! As a res flt i ;vre:?)/st
s countries, inclydj
3 ng

HDIlg Kong, ﬁ” current ]eSea]Ch Shou]d he crutr Sed alld a!)ll ()Ved 3% I
E ] . [ F ] : -
S
an app Upﬂﬂ'te

of morally doubtfy] research

ght of researcherg 7
to the requirement for

Many countries or jurisdicti
5 1 jurisdictions have sub
guidelines governing ¢ ; subsequently developed wri :
nd lnstitut?onal ngfi;]: EE;tth;l conduct of research. Resear(ﬁl Ethi]zgt?ormeqmuilremems e
: : oards, eg the Ethi i tiees (REC
and the Chinese Univers; g ics Committee of the Universi e
niversity of Hong K niversity of Hong K
of the Universi g Kong (Human Research Ethic T EE
Territories East gu;irHcolpg_ Kong, the Joint Chinese University osfcl_?;nmmee (HREC)
international examples of mlc; ldReseﬂrCh Ethics Committee) have such re . o
- such documents incl quirements. Ghe
of good clinical f nclude the Belmont Report.? : o
e guide]inesl?’:)ic;ce 11:; _the conduct of clinical trials in ELl;op;: E‘?i;m}?l?mm:?ﬁon
o lz:me 1r;fl(research involving human subjects, t,he ° R
search (RCR) in th ) > requirements fi
Human Research Subi n the US, and Basic HH . s for
ubjects,'? as well S Policy ‘o1 Protecti
Sosd Ofiiea] Prapsce (o as the Declaration of Helsinki, ' an . lenpf
actice” Guidelines.™* Th _ Helsinki," and the internati
to the need that . e MCHK Code of Cenduui o ional
research follow codes as outlined in the Ih‘er;;;;hzeélﬁl;ally refers
L onference on

6 E Shuster, “Fifty Y
> ‘ears Later: The Signific
7 HK Beecher, “Soi h ignificance of the Nuremb =
i me Fallacies and E : erg Code™. New Engl J M :
i 2 rrors in th et . £ ed 1997, =
(1962) 2 Clin Pharmacol Ther 141-146; H‘3 Application of the Princi 337:1436-1440.
274:1354-1360. ; HK Beecher,

J Homner and D Mini
ific, “Research Ethics 1: .
Issues Pertaining to Human anZMACni:;ﬂ}lS I: Responsible Conduct of Research (RCR) — Hist
al Experimentation™, J — Historical and Cont
. J Speech Lang Hear Res 2011 mtemporary
; 54:8303-8329.

D W, National C r the Protection of H an Subjects of Bi Ci d a al Research, the
HE ommission for th
( 0 f ma
R omedical an
Behavior: search
'

10 Directive on

“Ethics and (I;Ilien(']f ]C(;;'ISCM in Human Experimentation”
’ 3 ical Research”. N En, :
: gl J Med 1966,

oo

E=l

the Approximation of
4 the Laws, R i
to the Implementation of G N , Regulations and Administrati .
i of Good Clinical | i i ministrative Provisi :
Ditective 200 LEL. B linical Practice in the Conduct of Clinical Trj l%lons_ﬂ_l‘ the Member States Relating
4 ¢ ] Bur Commun: 0034-0044, 4 April 2001 Tials on Medicinal Products for Human Use,

Council for Internati T dl aciences rmal al k& =] 8 cdical Researc
ational Organizations of Medi
! : § edical Scienc I [ h
Invo ving Human Subjects { .3 abi ve) , Intel tional Ethical Guidelines for Biomedical R
n ove). i

US Department of H
calth .
| (0.3 above), and Human Services, Basic HHS Policy

13 104 ec on Helsi 3 above
orld Medical ASSOClaIiDﬂ, claration of nki (n by }
World d; ) V.

“ouncil for Inter Jok FANIZ: s T T Haj
4 ( national Orgaj bl
1K 1 mizations of Medical Sciences International Conference on H a Ccl
rmonisation of Technical

Requirements for Regi i
egistration of Pharmaceuti
cals for Human Use (;
3 n.3 above).

for Protection of Human Rescarch Subjects
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onisation of Technical Requirements for Registration of Pharmaceuticals for Human
_ Guidelines for Good Clinical Practice, and be in accordance with the Declaration

rHelsinki-

13.4 THE ROLE OF ETHICS COMMITTEES IN
HUMAN RESEARCH

ailed overarching policy or guideline

specific Jegislation, or any det
Csplaya pivotalrolein the regulation

o the absence of

verning the conduct of medical research, existing RE
gnd governance of medical research. The major universities, the Hospital Authority (there
Eis one REC in each major hospital cluster—a geographicai grouping of hospitals) and
ome private hospitals have appropriately institated, and functional medical research ethics
ommittees. The existing professional guidance from the MCHK on clinical research
f summary of the general principles that should be followed. Regarding ethics
“A {rial should be conducted in compliance with the protocol

{hat has re-e! red prior approval from an appropriate ethics committee or mechanism of

similar standing”, and that “The formation of an ethics committee in all institutions where

| fesearcl€s on humans are undertaken should be encouraged.”” [t is, therefore, largely up to
e individual committees to determine the mmoral and ethical standards that must formally

¢ emet by the researchers.
A brief description of the function of RECs is as follo
review and approve, or reject medical tesearch proposals. Some RECs review specific types

of research on human subjects, such as human studies in social sciences and psychology,
or clinical trials. Others have a general function and review all types of medical research.
Generally protocols for animal studies, intended to provide scientific information to advance
science related to human conditions, are reviewed by specific animal experimentation RECs.
This section will concentrate on human RECs.
All RECs should have documented requirements for composition, frames of re
and standard operating procedures. Generally the major functions of RECs are to:

rovides a brie
commitiees, it indicates that,

ws. The primary role of RECs is to

ference

through ensuring the respect of each

safety and well-being;
1lective current and

d enhance justified

(1) protect the rights of research participants

individual’s dignity, as well as their rights,
s essential to society (O improve co

(2) recognise that research 1
d therefore facilitate researchers an

future health, and shoul
research; and

(3) promote public confidence in
benefits of research to society.

the integrity and conduct of researchers and the net

Practically it falls to RECs to conduct a formal ethical assessment of individual research
ised moral standards, that the research is worthwhile

to ensure that they meet recogni
ients are acceptable and justified by

projects
at the risks, burdens and intrusions to pat

and safe, and th
the expected benefits to society.

| Practitioners

15 Medical Council of Hong Kong, Code of Professional Conduct for the Guidance of Registered Medica

{n.4 above).
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As with REC reviews internationall i i
. ¥, reviews in Hong Kong are gen
glle scale/complexity of the proposed research. For example, the J ogint Eglrﬁg PTOPQ‘MG '
. ong Kong—New Territories East Cluster Clinical Research Ethics & ﬁ_S : Umvm‘
risk by the following criteria: -

(1) involvement of human subject recruitment:

(2) subject vulnerability; j

(3) subject assignment methods; |
(4) involvement of medical products;

(5) involvement of clinical procedures; and ot
(6) complexity of the study design. 1

RESome inst?tutions have separate RECs that review non-clinical research. An
C governing survey ethical conducted at the Chinese University of Hoﬁg Ke
. . 5 . 22
;nthehavmral Research Ethics Committee of the Chinese University of Hg ngj
Suc arrangements may facilitate the review of research protocols by rnemherong' ‘mm'i
. s
1nt1mate !(HOWlegG of corresponding research methods and with ethical issn ..
specific form of research being conducted. -
N Alth.ough research may not start until a favourable REC opinion has been gi
e i i =
o [§1nc1pal researcher retains primary responsibility for the design, cond gIV%
Scliao t-lgg of the.research. Thus, the researcher always remains respo’nsible ‘1;‘ .
: en 1f ¢ and ethical conduct of the research. While RECs are not primarily res ‘Of‘th_e
Cc;r §nd0rcemen_t of research conduct, if the research turns out to be unsafe (l:: 1.1311313
IT : i |
o El1eh ‘out 1?s.elglee.fi, they are empowered to investigate the circumstances (;f QISP?:
’ ches o integrity (eg approval conditions not followed, or follow u . .$Sib:-'-
- 1 : .
1 ];' participant complaints). Annual or more frequent updates from resear(]:‘ B
- : - Las o
i prf)gre_ss of res_earch are required, and high-risk studies may require mon t;: jﬂ_“
R)I/Eél sgecm]ly designated safety monitoring committee, not normally. ’l’n: E;d lt Tr:S
,» but independently constituted b : vl
y knowledgeable and tabic indivi
The role of such committees i i [ e
€8 15 to m 3 .
e onitor for the presence of wnexpected harmful
N P:EC% rettam the right to report violations to relevant authorit’es for action, and suspend
erminate approved clinical studies if unacce i j ’
: ptable risk to subjects
the right to audit clinical studi -
: les to assess compliance with stud i
requirements and other applicable standards. Y preioel S
T iti 5 1
REélse gc;nmp(i]slt{onlog RlECb 18 not regulated, however in line with international standards
erally include lay members (up to 30 per cent i iny
researchers), ethicists and lawyers. ! » medieal members (e
Multi- .
. tulttl c;ntre Iresr—:arch ha§ many ethical challenges, and generally such research should
et standards in all countries and sites within countries.'® The participating centres that are

that are taking part in multi
-centre research must obtain a
I pproval from the
cluster REC prior to commencement of the research. e

16 sen, i i
LA Jansen, “Local IRBs, Multicenter Trials, and the Fthics of Internal Amendments” (2005) 27 IRB 7-11
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1Lt VOORRRRRRRRRBNRRGGAETTIREET —

Xample :sm
Tlg (‘iE SW\

SELECTED ETHICAL ISSUES IN CLINICAL TRIALS 645

13.5 SELECTED ETHICAL ISSUES IN CLINICAL TRIALS

351 Voluntary informed consent

T be considered valid, voluntary informed consent has four main components. These are

T fQHUWS:

the participant must have the mental capacity to make the decision;

must receive sufficient information on the proposed experimental intervention in
question (including the probability of expected benefits and risks);

must be capable of comprehending the information; and

must be able to provide his consent free of duress or coercion.

(1)
2

)
*

gection 2 of the Code of Professional Conduct” gives guidance on the requirements for
Lalid consent to medical treatment. While not addressing medical research directly, many
of these principles remain valid in the setting of research, in particular Sections 2.7-2.10
ggarding the validity of consent and the requirements for proper explanation of treatment
.o risks as Outiined earlier. In the context of medical rescarch there are, however, some
“ntroversjfll issues that remain.
 Effective communication is a key to ensuring that patients receive comprehensible
ration. Known barriers include language and cultural biases,' and this remains a risk,
“giere medical training, case records and descriptions of medical conditions are largely in
English, while the vast number of research subjects are Chinese speaking. This potentially
(creates a barrier to good quality communication during consent processes. Addressing these
ﬁ'jnguistic issues carefully is a pre-requisite to ensure the validity of research. Generally
RECs require researchers to present consent forms in both Chinese and English.
" It is also known that researchers may find it difficult to explain many of the technical
gspects of research that include the process of randomisation, magnitude of risks, side-effects
“and the “real’” concept of voluntary pzan‘t'u;ipation.19 Some studies are technically complex,
gnd potential risks and outcomes difficult to comprehend, even for medical professionals. [n
thiss context it is difficult to understand what “adequate information”, sufficient for decision-
making really is.2* Thus whether subjects, unfamiliar with much of the knowledge base
and concepts required to fully understand the complexity of a study to which they may be
enrolled, are genuinely capable of providing “informed” voluntary consent, in many cases
0 isunclear’’ A classic example is known as therapeutic “misconception”, when a research
subject fails to understand the distinction between the purpose of clinical research (which
is to gain generalisable knowledge), and of ordinary treatment (which is to cure a patient),
and therefore incorrectly atiributes therapeutic intent to a research procedure.” Despite

17 Medical Council of Hong Kong, Code of Professional Conduct for the Guidance of Registered Medical Practitioners
] (n.4 above).

18 E Etchells, G Sharpe, C Elliott and PA Singer, “Bioethics for Clinicians: 3. Capacity”. CMAJ 1996; 155(6):657-661.

19 A Karim, S Qurraishi, H Coovadia e al., “Informed Consent for HIV Testing in a South African Hospital: Is It Truly
) Informed and Truly Voluntary?”. Am J Publ Health 1998; 88:637-640.
l 20 O Corrigan, “Empty Ethics: The Problem with Informed Consent”. Sociol Health Ilin 2003; 25(7):768-792.
1 21 1 Flory and EJ Emanuel, “Interventions to Improve Research Participants’ Understanding in Informed Consent for
| Research: A Systematic Review”. J4MA 2004; 292(13):1593-1601.

“The Therapeutic Misconception: Problems and Solutions”, Med Care 2002;

22 CW Lidz and PS Appelbaum,
40(9 Suppl):V55-V63.
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these ‘ .
, an imﬁéoﬁl_ems_,fthe need for obtaining voluntary informed consent fr
rative, if only to prevent — . L 110,
process.® P the possibility of either coercion ar d
' One of i ot :
o mlhe zr_ldelrlymg principles justifying the need for obtainin
‘ medical research is auton T
dominant brivei : ; ooy, n Western cultures auto )
! being awaf(;“c]lciple' ;ﬂformmg bioethical reasoning, partly reﬂecl]' Omymhas become
ed to individualism in Western li et 55 g the impgpy
of personhood, and b : stern liberal societies.? The Chi i
s v extension s - nege
| P e i al%tonomy, is somewhat different. The ers
mphasises individual rights and self-determination less, angd
5 an

m subjects
eceif in thﬂf .

g voluntary info,

Chinege ldm

‘ .

sligzo; ;/eir;/ ;;n;laortzm:, role in healthcare decisions.”” Thus, the cone

| avtonon experie]zcaece[hi;n linanéy mstam.:es by a concept of “familial”
il parﬂCipat,ion ii ered. perception of autonomy is as important in decjgj

” oLl o Consemn;re ical res.earoh as it is in therapeutic decisionq:g:'-m '

e dedsmn‘m:]gentiy mvglves broad family discussion with th i 8116

king regarding participation. S

ept of i”di?/iduj‘]
autD]]()myl In ﬂw

13.5.2 ;ﬂlu]ltal y iIlfOl l]le(l comnsent in ur geﬂt or emer gellc}' Settlllgs

The ability of medical researchers to achieve vali

e T . . valid voluntary inf

inve;ieg:c;yonseéiufe a1tsm oﬁeg difficult, and frequently mpozi;?ion;;incotise

S Oean 11(5 urgent, there is little or no time for proper :

—— Egd ! nisks and benefit, Subjects often have reduced mentalljl;:o

e et 3; pain, the need fc?r therapeutic analgesic/sedative d

| e e ic 10(;1';; asa result _Of brain injury or the use of recreational ‘;;‘ri N i
e i . ;{I)]; 1:1;180 high, ag colnscious patients may perceive tLeg;Ljélf-ls

| o s e e]y are acutel_y ill and vulnerable. oy
e }%OSS;; la ways obtain cqnscnt prior to the instittiion of ical

e that we can. This leaves two options T

Nt in the
Tesearch
vision of
apacity a,
S, Or in an

(1) to abandon research in emergency settings; and

(2) to explore
: plo metlhods that may allow the conduct of ‘~lincal tri i i
consent 1n special circumstances. 2 Sl s v N

A number of i T € permitling
proposed solutions that allo bj
el | allow subjects to be safeguarded, whil itti
med ca1 Se ea1 Ctiv (s) pI’OCt’:E_:d vxi‘[thout prior consent have been proposed. Obtaining (:011lt en
from close relatives or subject “surrogates™ may allow the retention of a degree of a1.1t0.r105mt
y

1 23 O’Neill, “Sy 1
| . “Symposium on Consent and Confidentiality: §
24 PR Wolpe, “The Triumph of onfidentiality: Some Limits of Informed Co "
3 - . w {01 t-' , ics . 8
(eds), Bioethics mrdSoi'et:% ;;l:.i)il(’m-y " Amer.wan Medical Ethies: A Sociological E;;r::w"‘]jj‘/[;)d%}ﬁm& e 29'4_.7'
| 25 F D’Agostino, “Two C‘oncil:pﬁo:; D‘?ff Investigations of the Enierprise of Bioethics (New Ylnrl e;’ncs R EII-Jlea e
s ¥ o) t 2 y - < ”
At i utonomy™ (1998) 27 Economy aned Society 28-49; Comg;cnnil}:cm t;l‘Elﬁ?l'gS)‘;
26 Y Cong, “Ethical Chall i iti ‘ 3 r
Y Cong, “Doclur—FamiIeD[g!cs- 2 Cnhc?l Ca.m Medicine: A Chinese Perspective”. J Med Phi
¥ Cong y-Patient Relationships: The Chinese Paradi S led Phifos 1998; 23:581-600;
i 149178, digm of Informed Consent”, J Med Philos 2004;
7 MD Feldman, J Zhang and i | '
. a SR C “Chi
\ Intern Med 1999; 8 Cummings, “Chinesc and U.S, Internists Adh iff; i
999: 14:469 473, ere 1o Different Ethical Standards™ J Gen

If 28 GM JOy ini T meal Trals — m 7. 2 ossible’
nt, 05tﬂlm"g Informed Consen ini
; for C1 G it S
J s . : ‘ Hl Seldo Easy, Often TH [feult, and Sometimes Imposs! |

TN i i

e
‘ emphasis on the individual as A ‘.
A S place )
ember of a family group.? The Chinese familysﬂlr e

3 Clore

>4

. ncap

o such

mple 1
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r, this solution is problematic as surrogates are also often

ayailable. There is recent precedent for subjects being entered into emergency clinical
s without consent, but with strict safeguards designed to protect research subjects.
e there is some jurisdictional variation, the type of safeguard required by RECs to
studies has been broadly gimilar, A list of requirements, based on previously
ﬁsbed international guidance for exception from the need for prior voluntary informed

acitated subjects. Howeve

opsent 18 collated in Table 13.1.%

3.1 Some Suggested Regquirements That Must Be Met in Circumstances

ere Waiver of Informed Consent Is Necessary because of the Urgent/Emergency

yature of the Research.™
* from the patient

I that “voluntary informed consent
ations in which

|y means emergency, life-threatening situ
ed consent, and appropriate surrogate
me frame that the intervention must be

‘ The nature of the research is suc
cannot be achieved. This general
the subject lacks sufficient capacity to give inform

decision-makers cannot be reached within in the ti

applied.
s Theeses
| ..idica must be sufficiently established th

rch must be scientifically sound, and the investigation or the intervention being
at justification for the research can be made.

_, 1. risk to subjects from the investigation or intervention must he sufficiently small, given the
clinical circumstances and standard clinical treatments.
t to be gained from the trial by the subject, and

meaningful from a scientific and social

1, There should be at least some potential benefi
the possible knowledge gained for society must be

perspective.
|+ The research study should be approved by the relevant REC

entatives should always have the opportunity to complete the
» process at the earliest opportunity and withdraw from the study

/s and authorities.

o Subjects or their repres
syoluntary informed consent

if desired.

¢« A Research Stud
should closely monitor the progress of the trial.

quire that the community within which
well as the consent ¢o

y Monitoring Roard, composed of members independent of the research team,

{he research is being conducted be

s Some guidelines re
nditions, prior to commencement

consulted about the research study as
and be formally informed of the results of the study.

L
medical

29 The Council for International Organization
Rescarch Involving Human Subjects (n.3 abi
Informed Consent and Waiver of Informed Consent reency Research, Federal Register
61(192) (1996); panel on Research Ethics, Tri-Council Policy Statement: Ethical Conduct for Research lnvolving
Humans (TCPS 2) (Ottawa, Ontario, Canada: Government of Canada, 2nd ed., 2010}, J Thompson, “Ethical Challenges
of Informed Consent in Prehospital Research”. Can J Emerg Res 2003; 5:108—114; GM Joynt, Rainer, “Ethical Issucs
in the Conduct of Clinical Trials in Trauma Patients™ in Papadakos Pl and Gestring ML (eds), Encyclopedia of Trauma
Care (Berlin Heidelberg: Springer-Verlag, 2015).

30 Adapted from GM Joyntand T Rainer, “Ethical Issues in the Conduct of Clinical Trials
and Gestring ML (eds), Encyclopedia of Tranma Care {Berlin Heidelberg: Springe
also available at hups:HurIch'ense.pmofpomt.comf’vﬂur
252F978—2!)3-2D642-2D29613-2DD—5F214&d=CwIFaQ&c=
sSQ&FOUO4L7QF)npvthc\’s’[(’l‘DrQRFl’ANFMzhaneiNNSBW
W0ER3026p_1r1'NiouwaARSNMo_,IQWA&s=QALZraMITsLMc‘)IZ’looUp\'

Medical Sciences, International Ethical Guidelines for Biol

s of
sistration, Protection of Human Subjects;

ove); US Food and Drug Admir
Requirements in Certain Eme

in Trauma Patients™, in Papadakos PJ
r-Verlag, 2015) pp.55 1-555,

[?2u=http-3A__link sprin gc-r.comireferenccwnrkeuhyﬁ] 0.1007-
4ZTZ'l‘hykDLCOW'k-GVjSLmQhVVVZVGVOFLoWSRuCS
4B_1yH PtzFMS'?aQrJQaOhWY&m=RipusIfw23 wQ

Ekdlerlf4r:quz[FIl'RQ&e=.
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This ap roach
ks arf)d SOCief;Jp:;rtsh reasonable; however, to maintain the trust b
exercise of good ju dgmem;je one _h'dﬂd, and the research community on ﬂ':tWeen Teseargl,
Boilies 155 16 g s ades re?ulred by all parties. Thus investigators IRBe other, cafﬂﬁ-ll
informed consent is COnsidquz e checks and balances are in i $ and reg"h’faxy
From an ethical and m efel necessa_ry_m o fmm
setting when subjects are 0;; zerspectrv.e, it seems that the key objective
to fhe patient, by paying s e;ti: lto fOI"f-‘f',lt their autonomy is to avoid una 0 meet i
thiat the tessatch shoald caprryin ?nt;c-:;ion :0 t}}{e principle of nonkmalﬁﬁCec::jt?:)l; harny
trials, “clinica T net risk to the subject.® -+t Tolloy
Clinical ﬁqﬂipziz‘iu]iio;si u;s; at:u? odm: requirement necessaiy if ci?lsfa?l:niza:atwe cHni'ﬁﬂ;
number of medical proféssionalsn; )lf may be accepted as existing “when 0 be waiyeq.
would be as good as, or better t15 clieve the experimental investigation 4 Teasonable
benefit”. EStﬂblishiné bt 1_21111 th‘? standard treatment, taking account 0; mtell"\‘/renti.cm
treatment can be difficult, as P Ol_ﬁe_exlstslbet\fveen existing treatments and aO all n§ks and
interpret. The requirement’ fo existing scientific data can be minimal .
or societal transparency, sometimes dictate,dogyc}lglgnging to
S, woul
& Cﬂmmuniti

place when excepti

mean the need for the dev o1 consulting th
: elopment of i
: approprlate methods f c L g
and while appa enﬂy not yet attempted in HOIlg K()Ilg attempts at ir []! EIIlEnl
n E}Iel'

countries have been a i
- ccompanied by se
achieving this = y several reports of the e .
goal ¥ & extreme difficulties j
€s mvolved

13.6 THE VULNERABLE SUBJECT

The vulnerable ject i
sub :
ek pazt it thedtl ajlet;i ‘ls an)mne. ‘who is at risk of being unduly infl
of vulnerable.™ Patienizarcjrlt.hD']fferem eRgIIeR- O Albjedts may Tienfe?l i
- with intellectual disabili eet the defiEi
or those who ha y ual disability, th i 37
. ve an inc . E 0sS€ 1IN emer il .
lietn mnt urable disease are potentially at incre: feency stimations
nd form one category. A second categ reased risk of fherapeutic

retaliation from a i . ‘
" ory 1s thos 1 i
ority and may be coerced. Examples includ y WtdO e Copia
¢ sidents (especiall
| i

medical or allied h i
ealth), milita :
category is of those Iy personnel, prisoners or .
wh = s other confi: :
refiugees and the impovc;st? 1heg§1 Er social positions are precarious "u: ;defhp ?TSOJJS. Third
) rished. Lastly, child : cuch as ethnic minoritie
mentioned categorie e (minors) may fit one o
no strict deﬁnit%on osf a::udlnare l;clutorr_la‘ucal]y classified as vulnerab]c::r rj;({:}f ofthe SR
. erable subject, or specifi ; : ough there i
medical research, thr Ject, or specific guideli ; £
» through adheren : . ines for their protection i
the need for add ce to international guideli choss
ed sofe ‘ guidelines, RE :
scrutinised. The stamsg'?#ds’ ?nd requests for approval in such circu Cs are copm
of the foetus must be considered when rese ms}fa.nces are SHety
: arch in pregnancy is

&

1[\(’]B MCCl’ure, NM Delorio, TA Schmidt, G
E:ljnbcrs Experience Reviewing Resc;rch
; Lthics 2007; 33:289-203
2 EA Largent, D .
S . D Wendler. E Emanuel

AT . * and F iller, “Is
Consent Substitute Model”. 4rch g ) gl e gl .

Conen S 0 i s reh without Initial Consent Justified? The
AA Erns Fish, “Exception Froi i ; Vi . N
P S m Informed Consent: Viewpoint of Institutional Revi
irs g ey Gl n-, and Future Directions”, 4cad Emerg Med 20035 lou 08

; muni lation: - s o :
34 P Shivayosh, ~Vutneme Pomn ty'Consu]ldtmn. An Annotated Bibliography™. 4 l ]‘OSO Moz o007 s

ton and Methods for Their Safeguard”. Pe o Ccfad e b
- Perspect Clin Res 2013; 4:53-57 ‘

Chiodo and P Go # i
e USi; gmézll:érg:n()uall; tative Study of Institutional Review Board
¢y Exception from Informed
Consent”, J Med

33

S—
I
Hiidiiiii

) in these populations is
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onsideration
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jpelud
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plated, placing pregnant subjects in the vulnerable group, deserving of special

and protections.
adult subjects
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VB of the Mental Health Ordinance (Cap.136)

t's subsidiary instruments. The Ordinance is aimed at extending the subject-person’s
ghts through the appointment of a legal guardian. The terms of guardianship
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13.7 THE PRINCIPLE OF JUSTICE IN RESEARCH ETHICS

=g, justice refers to the fair selection of research participants t© participate
in research(pigjects or clinical trials. Fair selection should ensure an optimal balance of the
¢ ard benefits when rescarchers are recruiting subjects, and be based on strictly scientific
not vulnerability or privilege® For example, rates of disease are sometimes higher

disadvantaged for historical reasons.
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m sountries or Tegions that are developing, but remain
nedical research in such populations is attractive, however, research

ror scientific reasons I
potentially problematic. Impoverished or poorly educated subjects

are prone o coercion and therapeutic misconception. Local RECs and research governance

not be well-developed. In addition, testing on a disadvantaged population may reap

e living in more advantaged settings. This is especially true if the
and unlikely to be available in the population in which
there is a societal mismatch between those exposed
ed societies like Hong Kong should
ged sections of Hong Kong society

In research efhi
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benefits primarily for peopl
intervention being tested is expensive
the clinical testing was performed. Thus,
o risk and those receiving benefit. Relatively advantag

guard against such exploitation, both within disadvanta
and when Hong Kong researchers are contributing internationally. It should be noted that even

when involved in research projects outside Hong Kong, university medical faculty researchers
are required to receive approval for participation from their designated local REC.
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