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Transplantation – 
Where do the 
Organs and 
Tissues Come 
From? 
This article will explore the sources of 
transplant organs.  These ‘donors’ as 
they are called in most literature, still 
invoke much discussion among health 
care personnel, ethicists, scientists, 
governments, the legal profession and 
the general public. 

Transplantation involves removing a 
healthy organ or body part from a do-
nor and surgically implanting it into a 
person whose own same body part has 
failed, is damaged or diseased.  The 
donor may be a living relative, friend 
or unrelated other, or more commonly 
they may be an unrelated deceased per-
son – a cadaver.  Organs and tissues 
for transplantation are in short supply.  
In countries such as Australia, there 
seem to be fewer cadaver donors 
(using current guidelines) than in the 
past.  Transplantation is a minefield of 
ethical issues which include identifica-
tion of potential donors; determination 
of the most equitable way of allocating 
these scarce organs; definition of po-
tential recipients; the prospect of rou-
tinely using modified animal organs in 
humans; the commercialisation of 
transplantation through the buying and 
selling of human organs and tissues; 
questioning the expense of such inter-
ventions aimed at only the few; and the 
recognition of death.  Transplantation 
also highlights notions of giving and 
receiving in the human community.  
The me 
dia’s representation of transplantation  

 

 
and the flow on consequences also 
raise many ethical questions. 
 
In most scenarios transplantation is a 
treatment not a cure.  Those who re-
ceive another person’s organ (such as a 
kidney, heart or liver) must remain on 
a drug regime to prevent rejection 
which would mean a possible loss of 
the organ.  Yet, for those people lucky 
enough to have their own diseased 
body part successfully replaced with a 
healthy one, a transplant can be life 
saving (in the case of hearts, lungs, liv-
ers and bone marrow), life prolonging 
and life enhancing (in the case of kid-
ney transplants where quality of life is 
seen to be improved from that experi-
enced on maintenance dialysis). 
 

The Dead Human Donor 
In the majority of cases for someone to 
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“one can have pain and not 
suffer” 

“capable of deliberative 
retrospective and prospective 

contemplation” 

receive a transplant it means that 
someone else has died.  Currently, 
potential cadaver donors are those 
who have been pronounced brain 
dead in an intensive care unit where 
they are connected to a ventilator 
(without which they would stop 
breathing) and where they may also 
be receiving other technological and 
pharmacological support.  There is 
no causal relationship between 
whether a person is diagnosed as 
brain dead and their becoming an or-
gan donor.  The person is diagnosed 
as brain dead independent of any po-
tential that they may have to become 
an organ donor.  Whether a brain 
dead person with healthy organs be-
comes an organ donor is usually de-
pendent on the consent of the next of 
kin.  Hopefully, the next of kin will 
either comply with the wishes of 
their recently deceased loved one, if 
their wishes are known, or otherwise 
make an informed decision with 
which they feel comfortable.  Cur-
rent legislation in Victoria, The Hu-
man Tissue Act 1982, uses the con-
cept of opting in whereby consent 
must be given for the use of tissue 
for transplantation.  Prior to death 
the person can take the opportunity 
to discuss their wishes with their 
next of kin or register with the Or-
gan Donor Registry so that what 
they desire to be done with their 
body after death will be known.  Ac-
cording to Jeffrey Prottas “The do-
nation of organs is a community-
building action of great emotional 
and symbolic potency.  The gift is to 
a stranger; it binds the stranger to the 
givers in powerful ways.  The 
stranger’s gain mitigates the family’s 
loss; a service is rendered in both di-
rections, between people who will 
never meet.  The givers assert their 
membership in a community in a 
tangible and symbolic way.  Though 
the recipients benefit directly and 
critically from their membership in 
this community, all members benefit 
indirectly.” 
 
Brain Death 
 
Brain death is the complete and irre-
versible cessation of whole brain 

function.  Brain death means that 
there is no blood supply to the brain.  
Therefore, the brain is starved of 
oxygen and basically dies.  The indi-
vidual loses the capacity for con-
sciousness, the capacity to breathe 
and cough, as well as losing such 
functions as gagging, pupillary re-
sponses, and reflex eye movements.  
Brain death is a state beyond which 
there is no evidence of the recovery 
of any ongoing organisation and in-
tegration. 

A diagnosis of ‘brain death’, rather 
than simply ‘death’ became neces-
sary when medical advances meant 
that the physical body could be kept 
functioning artificially, albeit only at 
the sub-personal level of cells, indi-
vidual organs and isolated physio-
logical systems.  Because of techno-
logical developments people were 
being kept alive for prolonged peri-
ods in a state which traditionally 
would have been certified as dead.  
The diagnosis of brain death was 
formulated by a committee at Har-
vard University in America in 1968 
so that there could be a fixed point at 
which it would be entirely reason-
able to stop artificial life support be-
cause it is futile.  The development 
of neurological criteria for death 
also meant that there would be less 
controversy in obtaining organs for 
transplantation. 
 
According to the NHMRC discus-
sion paper Certifying death:  the 
brain function criteria “The clinical 
criteria employed to determine death 
using the brain function criterion are 
designed to provide ‘practical’ or 
‘moral’ certainty (that is, certainly 
beyond any reasonable doubt) that 
the person has died.”  These criteria 

have to be met on two occasions 
within 24 hours of each other and 
the diagnosis has to be made by two 

experienced doctors who are totally 
unconnected with organ transplanta-
tion.  There are also prerequisites 
that have to be met to indicate that 
the brain injury is severe enough to 
have caused the resultant loss in 
brain function. 
 
Brain death is a very difficult con-
cept to understand, especially for 
those who are not particularly edu-
cated about the workings of the 
body.  The suddenness of death, of-
ten in a young, previously healthy 
loved one, is a tragic shock and one 
which must take a while to compre-
hend.  To enter an intensive care unit 
and touch the body of a loved one 
who for all intents and purposes 
looks asleep, feels warm, is pink and 
whose heart rhythm is very obvious 
on the overhead monitor, and then to 
have to reconcile that they are dead 
and without the machinery would be 
cold and still, is difficult and dis-
tressing.  It is the responsibility of 
staff in the intensive care unit to ex-
plain brain death and give the family 
time to accept the diagnosis before 
the prospect of organ donation is 
broached. 
 
The Live Unpaid Human 
Donor 
 
The tissues and organs which can be 
transplanted from live donors in-
clude kidneys (which are non-
regenerative but still accounted for 
23% of kidney transplants performed 
in 1994), blood, bone marrow, liver 
segments, bone, ova and sperm.  In 
the case of kidneys and liver seg-
ments, the recipients of these live 
donor transplants are usually related, 
either genetically or by being a fam-
ily member such as a spouse.  Other 
tissues which can be transplanted 
from a live donor (such as blood, 
bone marrow, ova or sperm) are usu-
ally transplanted into an unknown 
person in the community who is in 
need.  People who give their blood 
can do so regularly as blood is easily 
regenerated.  Bone marrow donation 
is on a needs basis as it is imperative 
to have a good match.  Only poten-
tial donors who have registered on a 

‘it would be entirely reasonable 
to stop artificial life support 

because it is futile” 

“brain death is a very difficult 
concept to understand” 
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centrally located list can be called 
upon to donate. 
 
The live donation of a kidney or the 
lobe of a liver is usually dependent 
on a deep, meaningful relationship 
between the sick person in need and 
the person whose tissue donation 
could potentially save, or at least en-
hance, the life of that person. 

Those who do not support the live 
donation of tissue consider that the 
removal of a kidney or a segment of 
liver from a healthy person may con-
stitute a harm and therefore may 
contradict one of the traditional ethi-
cal  values  known as non-
maleficence.  However, the donation 
must also be viewed in terms of the 
significant physical benefit that it 
will hopefully bring to the recipient, 
as well as the psychological benefit 
that it will bring to the donor, know-
ing that they have saved (or at least 
endeavoured to save) or enhanced 
the life of another.  The decision to 
donate must be an autonomous one.  
It can only be autonomous if it is un-
dertaken with a full understanding of 
the ramifications and the side ef-
fects.  The decision must be volun-
tary in that it must be free from coer-
cion and any controlling influences 
such as family pressure.  It must be 
representative of a truly authentic 
choice made by the potential donor. 
 
The Paid Human Donor? 
 
Payment for human organs or tissues 
is not current practice in Australia.  
It is however an issue for considera-
tion as it does happen in some devel-
oping countries and the recipients of 
these transplants (who could also be 
called the buyers) often come from 
countries such as Australia where 
such practices are illegal.  Payment 
may entail a financial transaction to 
a living person for a kidney or cor-
nea, or it could mean settling funeral 
expenses or some other remunera-
tion to the estate of a cadaveric do-
nor.  According to Professor Napier 

Thomson the major reasons that paid 
living organ donation is condemned 
in most countries include:  “concern 
about exploitation of the poor, po-
tential and actual unethical behav-
iour, potential and actual criminal 
behaviour, excessive profit by bro-
kers, failure of disclosure of disease 
in the donor and performance of do-
nation in less than optimal condi-
tions.”   

Payment for cadaveric donation is 
not generally condoned.  In Australia 
at least, organ and tissue donation is 
promoted for its altruistic character 
in that it is a gift whether by a living 
person or by a deceased person and 
their next of kin to another or others 
in need.  Paid cadaveric donation has 
been criticised because it is thought 
that it may discourage free donation; 
it may favour the rich as they could 
afford to pay more for the transplant 
and presumably the vendor would 
sell to the highest bidder; it may en-
courage an atmosphere of mistrust 
for health care personnel (however 
uninformed, as brain death is a static 
state caused by an irreversible brain 
insult) and it would reduce the envi-
ronment to that of a market place 
where anything can be bought for a 
price. 
 
The Animal Donor? 
 
Xenotransplantation is the transplan-
tation of tissue from one species to 
another – in this instance from an 
animal to a human.  To some, xeno-
transplantation offers the promise of 
a reliable, long term solution to 
bridging the gap between supply and 
demand in transplantation.  It would 
seem that if animal organs were 
freely available and safe and had 
few side effects, xenotransplantation 
may stop all the currently difficult 
allocation decisions which arise 
when supply does not meet demand. 
 
The species of animal most likely to 
be used as a source for organs is the 

pig.  As they are already bred for 
food, their use as ‘spare parts’ may 
be more acceptable to the general 
public than an animal species which 
is endangered or which is raised as a 
pet.  Pigs reproduce fast, they are 
available in large numbers and they 
are surgically user friendly.  They 
are also not riddled with disease like 
many other animals.  Pigs have been 
used to make insulin for diabetics 
for many years and pig heart valves 
have been used to treat human heart 
disease.  
Perhaps the biggest apprehension in 
xenotransplantation is the fear that 

viruses from an animal species may 
become endemic in humans.  The 
immune system in a transplanted 
person is suppressed to prevent re-
jection of the transplanted tissue so 
animal viruses would have a very 
hospitable environment in which to 
spread.  Therefore, the burden of 
proof that this will not happen 
should lie with those developing the 
technology to demonstrate that it 
will not cause serious harm. 
 
If xenotransplantation became rou-
tine, its use (apart from economic re-
strictions) could potentially be limit-
less.  We are currently restricted 
with the number of transplants per-
formed because of supply and this 
means transplanting those who have 
a reasonable chance of ‘success’.  If 
transplanting genetically modified 
animal organs were to become com-
monplace we would have to be care-
ful that intervention was aimed at 
the patient’s best interests and not 
utilised just because it was techni-
cally possible. 
 
Conclusion 
 
Defining the morally acceptable 
pool of sources for transplantable 
tissue is indeed a difficult and con-
tentious issue.  Currently in Austra-
lia, cadaveric donation using the di-
agnosis of brain death is the most 

“the decision to donate must be 
an autonomous one” 

“fear that viruses from an 
animal species may become 

endemic in humans” 

“organ and tissue donation is 
promoted for its altruistic 

character” 
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common and acceptable way to pro-
cure organs for transplantation.  Ob-
viously demand exceeds supply and 
with developments in medical tech-
nology it is entirely feasible to pre-
dict that there will be more and more 
people reaching a stage where their 
organs have failed and ‘need’ replac-
ing.  If we accept that transplantation 
is reasonable then we have to make 
sure that we are using all available 
resources to increase the supply of 
cadaveric organs.  This may involve 
a bigger commitment to educate the 
public about the process of trans-
plantation and the demystification of 

‘brain death’.  
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Deirdre Fetherstonhaugh 

I am sure readers will be pleased to hear that we have been 
advised that the Department of Health and Family Serv-
ices has approved our Centre as an Approved Research 
Institute (ARI) for the purposes of section 73A of the In-
come Tax Assessment Act.  This recognition was given 
after thorough scrutiny of the Centre's staff and our Re-
search Committee by the National Health and Medical Re-
search Council.   
 
The Australian Taxation Office has informed us that "gifts 
(not being testamentary gifts) of the value of $2 and up-
wards of money, or of property other than money which 
was purchased by the taxpayer within 12 months immedi-
ately preceding the making of the gift, made by taxpayers 
to the ARI for the purposes of scientific research will 
qualify as allowable income tax deductions under subsec-
tion 78(4) of the Act."  We will have to open a special ac-
count for donations given to the Centre for the purposes of 
scientific research since such moneys must be used to 
fund research and not to defray general costs of the Cen-
tre.  In order for donors to obtain the tax concession gifts 
must be given explicitly for the purposes of scientific re-

search, and not simply be general donations to the Centre.  
Needless to say, donations to the Centre for the purposes 
of scientific research can be sent to the Centre from now 
on and would be most welcome.  Of course the same ap-
plies to general donations to the Centre.   
 
The general theme of our annual one day Conference for 
1998 will centre on the topic of Aboriginal Health:  The 
Ethical Challenges.  It will be held at St Vincent's Hospi-
tal on Thursday 6 August 1998.  We already have two 
eminent key note speakers who are passionately interested 
in this topic:  the Hon. Dr Michael Wooldridge, Federal 
Minister for Health and Family Services and Sir Gustav 
Nossal AC.  It is an important theme for us to consider as 
we complete the first 100 Years of the Commonwealth of 
Australia and prepare to embark on a new era of recon-
ciliation with indigenous Australians and collaboration 
with all Australians.  The program and other details will 
be available in the next issue of the Bulletin.                     
( 
 

Norman Ford SDB 

From the Director   

A note for your diary... 
 

The Centre is organising a one day conference on 
  

Aboriginal Health:  The Ethical Challenges 
 

to be held on  
6th August, 1998 

at St Vincent’s Hospital 
41 Victoria Parade, Fitzroy. 
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The Birth of Clinical Tri-
als 
 
Modern medical research follows a 
method established in the 1920s by 
Ronald Fisher.  Fisher was testing an 
hypothesis about how to improve 
corn crops.  He divided the field into 
two groups and made the groups as 
similar as possible for all variables, 
expect the one factor he was inter-
ested in – fertiliser.  One group of 
corn was fertilised and the other was 
left untreated.  Fisher concluded that 
any difference in the two crops was 
due to the fertiliser because nearly 
every other variable was the same in 
both groups.  Since the 1940s Fisher 
and others have refined these princi-
ples into the clinical-trial methods 
scientific investigators use today.   
 
Clinical Research 
 
Clinical research in medicine in-
volves studying various aspects of 
new treatments or procedures.  The 
different stages of research are often 
referred to as phases.  Phase I inves-
tigations look at drug delivery and 
treatment toxicity in human volun-
teers.  The volunteers for Phase I tri-
als are often normal healthy sub-
jects.  These investigations do not 
involve a comparison between a 
treatment group and a control group, 
just the observation of one group of 
people who are receiving treatment.  
They are known as uncontrolled tri-
als.  Phase II studies, which are also 
uncontrolled trials, involve monitor-
ing the efficacy of the treatment un-
der investigation in a predetermined 
set of patients with a specific dis-
ease.  Phase III clinical trials are 
usually focussed on comparing two 
or more alternative treatments; often 
the standard or usual treatment, a 
new (potentially better, more effec-
tive, cheaper) treatment, and some-
times a group which receives a pla-

cebo.  A placebo is a medicine 
which performs no physiological 
function but may benefit the patient 
because it has a psychological ef-
fect.  A trial which involves a con-
trol group that receives the standard 
treatment is known as an active-
control clinical trial and a trial in 
which the control group receives a 
placebo is known as a placebo-
controlled trial.  

The use of clinical controlled trials 
on large sample populations is the 
most scientific way of determining 
the effectiveness of a new treatment 
or therapy.  However, these Phase III 
trials raise some of the more com-
plex ethical concerns surrounding 
medical experimentation 
 
The Doctor-Patient  
Relationship 
 
The doctor-patient relationship has 
shifted from the strong paternalistic 
model, focussed on beneficence, to 
one that places greater value on pa-
tient autonomy.  Two other impor-
tant principles, non-maleficence and 
justice, still play an important role in 
the doctor-patient relationship.  This 
important relationship can alter 
when the treating physician becomes 
the investigator.  It is generally un-
derstood that a doctor should act in 
accordance with a patient’s wishes 
(respecting autonomy) as well as in 
the patient’s best  interests 
(beneficence).  The role of the phy-
sician is to practise medicine, to act 
in a way that benefits the well-being 
of their patients.  Physicians provide 
a variety of services specifically for 
their patients including:  diagnosis, 
preventative treatments and thera-
pies.  The role of scientific investi-
gator or researcher is quite different.  

It includes activities which aim to 
develop and contribute to knowl-
edge.  Research seeks to develop 
theories, principles and relationships 
that can be corroborated by scien-
tific observation and inference. 

If a doctor is interested in the out-
come of a particular treatment on a 
patient for research purposes, are the 
clinician’s responsibilities to his pa-
tient jeopardised?  The doctor has 
conflicting obligations.  He has an 
obligation to the research or clinical 
trial and another obligation to the 
welfare of his patient.  If a doctor 
was to take on this role he would 
certainly be ethically required to 
gain a patient’s informed consent 
before admitting them into any trial. 
 
Patient as Subject 
 
The conflict between the roles of pa-
tient and subject reflect the dilemma 
posed by physicians acting as re-
searchers.  Patients receive treatment 
in order to become better.  They are 
treated in the hope that they will 
have their health restored.  A subject 
on the other hand undergoes treat-
ment or investigation primarily in 
the hope that it will benefit others.  
Clinical trials do not always offer 
benefits to the research subjects.  
Clinical trials are aimed at helping 
the general community or others in 
the future who might find them-
selves in a similar position as the 
subject.  Any potential subjects need 
to understand these different priori-
ties in order to properly consent to 
participate in a trial. 
 
Consent 
 
The notion of informed consent is a 
complex and involved one.  (It has 

The Randomised Clinical Trial (RCT) 
 
Clinical trials pose several interesting ethical questions.  This article will briefly look at some of these including: the 
role of doctors as investigators, the use of placebos and the responsibilities of institutional ethics committees (IECs) 
who approve and monitor clinical trials. 

“Phase III trials raise 
complexethical concerns” 

“he has an obligation to the 
welfare of his patient” 
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been discussed in detail in previous 
issues of The Bulletin.)  Put simply, 
informed consent requires that a pa-
tient gives their consent voluntarily 
and on the basis of adequate infor-
mation.  Informed consent should be 
obtained in the daily practice of 
medicine.  There should be no fun-
damental difference between this 

consent and that which is required 
for participation in a clinical trial.   
Informed consent requires that pa-
tients receive information regarding 
both what is known and what is un-
known about potential treatments.  In 
many cases the uncertainties sur-
rounding a treatment may be more 
important than what is known about 
it.  Ideally, informed consent should 
ensure that the patient/subject re-
ceives all the relevant details of the 
trial including:  the purpose of the 
trial, the potential benefits to the pa-
tient and to the community, any po-
tential risks associated with the treat-
ment, the availability of alternative 
treatments, the right to refuse or 
withdraw from the trial at any time 
without prejudicing further treatment 
in doing so, and, the implications of 
randomisation. 
 
There is some evidence that patients 
who have been informed of all possi-
ble risks of treatment display in-
creased side-effects and decreased 
treatment efficacy, thus consent it-
self could be held responsible for in-
fluencing a therapeutic response.  
There are at least two possible expla-
nations for this result.  One is that 
patients who are aware of possible 
side-effects may be more alert to the 
effects of a treatment, and so report 
them more frequently, or they might 
be influenced by the knowledge of a 
possible side-effect and report expe-
riencing the effect as a result.  How a 
patient is informed of possible side-
effects, their probabilities and the 
expected effectiveness of the treat-
ment could also impact on the trial 

results.  To avoid informed consent 
interfering with clinical trial out-
comes in these ways the information 
provided to patients before they en-
ter a trial should be as balanced and 
as honest as possible.  A patient 
should not be exposed to either false 
hope or unnecessary anxiety about 
unwanted side-effects. 
              
Randomisation and  
Placebos 
 
Phase III trials require separate treat-
ment groups to be as similar as pos-
sible except for the variable under 
investigation.  All other features 
which may impact on the outcome 
should be distributed equally 
amongst the treatment groups.  To 
ensure that this happens, investiga-
tors should randomly assign subjects 
to different treatment groups.  Ran-
domisation involves non-human 
choice, the random assignment of 
numbers is often used.  Those given 
even numbers are assigned to one 
group while odds form another.  The 
importance and implications of ran-
domisation should be explained to 
potential subjects, especially when 
there is a possibility that they will be 
assigned to the placebo arm of a 
trial.  Patients should be aware that 
they may receive no active treatment 
at all and before entering the trial 

must consent to this possibility. 
Trials of some treatments require ei-
ther blind or double-blind trials.  A 
blind trial is one in which the patient 
is unaware of which treatment group 
they have been randomly assigned 
to.  In a double blind experiment nei-
ther the patient nor the investigator 
know which treatment was randomly 
allocated to a particular patient.  
This experiment design allows a 
treatment to be evaluated without the 
subjectiveness of the investigator in-
terfering with the reporting of re-
sults.  If an investigator believes that 
a treatment is effective they may un-
consciously report results more fa-
vourably than if they were unaware 

of whether the patient was receiving 
an active treatment or a placebo. 
 
Double blind randomised placebo-
controlled trials are often used to de-
termine the effectiveness of psy-
choactive drugs such as anti-
depressants.  The effectiveness of 
any anti-depressant is a somewhat 
subjective measure.  If the doctors 
who rate the improvement in their 
patients’ moods in a double blind 
trial are unaware of which treatment 
group their patients are assigned to, 
the reported effects of the anti-
depressant drug cannot be biased.  In 
this way any improvement patients 
receiving the anti-depressants expe-
rience, can be attributed to the 
drug’s active agents rather than to 
the fact they are simply receiving 
treatment. 
 
Problems with RCTs  
Involving Placebos 
 
The use of placebos in clinical trials 
is often brought into question espe-
cially when a standard treatment for 
a condition already exists.  It does 
appear unethical to deprive patients 
of an established treatment so that a 
new treatment can be compared with 
a placebo-control.  It is, however, 
sometimes necessary to determine 
how effective a treatment is, when 
compared with no treatment, espe-
cially if the treatment is expensive or 
uses other scarce resources.  Expen-
sive, relatively ineffective treatments 
should not continue to be used and 
sometimes placebo-controlled trials 
are the only way of proving such a 
waste. 
 
Trials involving placebo controls 
need to be closely monitored in case 
the treatment group shows dramatic 
signs of improvement.  Patients 
should not remain in a placebo group 
once a treatment is scientifically 
shown to be effective.  There is a 
fine line between continuing a trial 
long enough to establish statistical 
significance of a treatment’s effec-
tiveness, and depriving a placebo 
control group of an effective treat-
ment.  

“informed consent should 
ensure that the patient/subject 

receives all the relevant details” 

“randomisation involves non-
human choice” 
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Introduction 
 
In the previous article on the Human 
Genome Project (HGP) we looked at 
what the Project is, who is imple-
menting it and what its aims are.  In 
particular, we looked at what the 
HGP hopes to achieve – in the short 
term, to “map” the human genome 

and in the long term to determine 
the function of these mapped genes.  
Eventually, it is hoped, by determin-
ing the function of genes, we will be 
able to infer and thus correct their 
malfunction.  Thus, it could be ar-
gued that a long term goal of the 
HGP is to eventually find cures for 
all genetic diseases. 

According to Elizabeth Hepburn, 
leaders of some of the more funda-
mental Christian traditions have ar-
gued that such DNA technology is a 
form of interference with God’s plan 
for creation.  However, says Eliza-
beth Hepburn, the views of others, 
including the US Catholic Bishops, 
is that as “co-creators” we must find 

The Human Genome Project:  Issues and Problems 
 
The Human Genome Project has attracted considerable media attention over the last few years.  In this second of 
three articles we look at some of the ethical and moral implications, both of the Project itself, and of the use of the 
information that the Project is expected to generate. 

  
IECs’ Responsibilities and 
RCTs 
 
IECs need to consider clinical trial 
protocols in a special way to ensure 
that they fulfil their role as trusted 
‘protectors’ especially when one 
person is to assume the role of both 
physician and researcher.  In reach-
ing a decision about the ethics of a 
research protocol that requires the 
physician to also be the researcher, 
IECs need to focus particular atten-
tion on the following three points.  
Firstly, IECs should, in all research 
protocols, question whether or not 
there is any impairment to the ca-
pacity of prospective subjects to 
give their consent.  Are there any se-
rious risks to patient autonomy?  
Does the patient have the capacity to 
comprehend their situation?  Are the 
prospective subjects legally compe-

tent? 
The second point IECs need to con-
sider is that of risk.  The risk that 
should be of interest to the IEC is 
not only that associated with thera-
peutic or diagnostic procedures, per-
formed for the benefit of the patient 
but, rather the risks associated with 
procedures performed in the interest 
of enhancing knowledge.  Individual 
patients should not be exposed to 

unnecessary increases in risk for the 
benefit of the community.  The IEC 
should ensure that all relevant infor-
mation regarding potential risks to 
the patient is clearly stated in the 
plain English statement that all po-
tential trial subjects should receive 
before they are asked for their con-

sent. 
The final area that IECs need to con-
sider when the physician is the re-
searcher is the patient’s ability to 
understand and consent to a proce-
dure.  Informing patients and gain-
ing their consent is essential in all 
clinical trials and part of this is be-
ing made aware that their physician 
may have a conflict of roles.  It is 
then up to the patient to decide how 
they feel about the situation and the 
consequences of accepting the dual 
role of patient and subject.   
              
Why we Need RCTs 
 
It is essential that any new therapy, 
and perhaps many currently ac-
cepted therapies, be subjected to 
proper scientific evaluation in the 
form of randomised controlled clini-
cal trials.  Science today uses clini-
cal trials for evaluating nearly every 
aspect of patient care including:  
treatments, disease prevention pro-

grammes, diagnostic techniques, 
health delivery systems and the 
benefits of alternative treatments 
such as music, pets and humour.  
Without scientific evaluation via 
clinical trials many worthless treat-
ments might be accepted as standard 
practice.  What a tragedy it would be 
to see thousands of patients a year 
receive ineffective treatments, possi-
bly for long periods of time because 
the evidence of effectiveness was 
never obtained.   
 
Sources 
 
Marsh, B.T.  “Informed consent-
help or hindrance?”  Journal of the 
Royal Society of Medicine  83 
(1990) 603-605.  
 
Levine, Robert J.  “Clinical Trials 
and Physicians as Double Agents.”  
The Yale Journal of Biology and 
Medicine 65 (1992), 65-74. 
 
Saunders, Christobel M., Michael 
Baum & Joan Houghton.  “Consent, 
Research and the Doctor-Patient Re-
lationship.”  Principles of Health 
Care Ethics Ed. by Raanan Gillon.  
John Wiley & Sons Ltd. 1994, 457. 
 
Schaffner, Jenneth F. & Loretta Ko-
pelman.  “Research Methodology.”  
Encyclopedia of Bioethics Ed. by 
Warren T. Reich.  New York:  Mac-
millan 1995, 2270-2278.         ( 
 

“IECs need to fulfil their role 
as trusted ‘protectors’” 

“informing patients and 
gaining their consent is 

essential” 



8        CAROLINE CHISHOLM CENTRE FOR HEALTH ETHICS                                                                             AUTUMN  1998      

solutions to the problems that con-
front us, and take responsibility for 
our actions.  So long as a particular 
form of genetic engineering is thera-
peutic, and is not contrary to the per-
sonal dignity of the human being, 
then it can be seen as morally licit.  
As such, the “application of these 
techniques is an outcome of our 
growing understanding of the world 
about us which we are called to care 
for and develop” (Hepburn).  Justice 
Michael Kirby, of the Australian 
High Court, puts it another way:  
“The genome is knowledge that has 
come as part of the gift of human-
ity’s own intelligence.  In that sense, 
it is knowledge which was already 
with us in our capacity to think these 
extraordinary things through.... It 
should not be thought of as some-
thing alien to humanity, but as part 
of humanity discovered by human-

ity.” 
Of course the HGP still has many 
ethical and moral problems.  Our 
role now is to be aware of what these 
problems are, and what legal and 
ethical issues can arise in the future 
from the HGP, just as we need to be 
aware of the legal and ethical issues 
that may arise in any area of health, 
or indeed of society as a whole.  The 
challenge of the HGP is that we must 
ensure that it does not lead us down 
paths that will damage either indi-
viduals, or our own humanity, and 
that the issues that arise are dis-
cussed by our society. 
 
Ethical Issues of the  
Project Itself 
 
I concluded in the previous article 
that there are two areas of contention 
regarding the HGP.  As pointed out 
by Timothy Murphy, it is frequently 
suggested that the HGP does not 
raise any ethical dilemmas in itself, 
and that the real issues that are of 
concern are related to what will be 
done with the resultant information.  
However, as Murphy argues, the Pro-

ject does raise issues in itself, and it 
is these that we will discuss first. 
 
The Modern Holy Grail 
 
It has been suggested before that the 
DNA molecule has become the secu-
lar equivalent to the human soul and 
that, in the mind of the general pub-
lic, genetics will eventually solve all 
ills.  It is partly for this reason that 
the HGP has become known as the 
scientific Holy Grail.  Therefore, it is 
important that we maintain a healthy 
scepticism, both about the impor-
tance of genes, and about the future 
achievements of the Project.   

In particular, we must remember that 
genetic predisposition is only one of 
the elements that influences people’s 
health and that environmental, and 
even cultural, factors must be taken 
into account, even for incidences of 
genetic disease:  more often than not, 
disease is multifactorial.  In addition, 
the HGP will not change the inci-
dence of other types of disease – par-
ticularly communicable ones – that 
can be every bit as debilitating as ge-
netic diseases.  As Murphy points 
out, the use of genetic characterisa-
tions may actually prove useful only 
in a very small number of cases:  it is 
unlikely to significantly alter the in-
cidence of other – nongenetic – types 
of diseases, nor the costs associated 
with such diseases. 
 
Cost:  Social and Financial 
 
This leads to another criticism of the 
HGP:  that in pursuing this modern 
Holy Grail we may be evading our 
contemporary social and medical 
problems in favour of spending a 
vast amount of money on something 
of no appreciable benefit to those 
currently suffering.  “To what extent, 
after all, should a society undertake a 
project whose beneficiaries, in the 
main, exist in the future?” asks Mur-
phy.  Of course, to a certain extent 
this is a criticism that could be made 

about any medical research, but in 
this case it is the size of the project 
that has prompted the critique.  
Many critics believe that such huge 
amounts of mapping and sequencing 
should have low priority in a time of 
limited funds for research on current 
communicable diseases.  In addition 
the “big science” versus “little sci-
ence” argument maintains that fund-
ing such large-scale projects takes 
scarce resources from other research-
ers who may study certain areas of 
particular interest more efficiently. 
 
The argument against this contention 
maintains that coordination of the 
HGP is a more efficient way to con-
duct research into human genetics 
that, despite all criticism, would be 
conducted in any case.  Thus, by co-
ordinating research efforts, duplica-
tion of research is minimised and 
costs are saved.  In addition, a com-
promise has been reached, whereby 
mapping of the genome is the pri-
mary goal, with complete sequencing 
to follow only if the cost becomes 
reasonable.  Because of the exponen-
tial growth in technology in the last 
few years, it is possible that future 
costs will be cut dramatically.  
Meanwhile, a few pilot sequencing 
projects are focusing on certain cod-
ing regions that are most likely to 
contain information valuable to the 
medical and biological communities.  
Nonetheless, the priority being at-
tached to the HGP remains a concern 
to many, particularly for those in de-
veloping communities. 
 
Use of Resultant  
Information 
 
Of greater concern, however, than 
the Project itself, is the ethical and 
legal effect of the use of the resultant 
information.  It has been suggested 
that having the ability to diagnose a 

genetic disorder before any treatment 
is available does more harm than 
good because it creates anxiety and 
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frustration.  Several disease or disor-
der-causing gene mutations have 
been discovered and studied in great 
detail without any treatment having 
been developed.  We must be careful 
that, given the widespread use of 
prenatal testing, our society does not 
develop the attitude that couples 
who choose to give birth to a dis-
abled child are “careless” or 
“selfish”.  We must ensure that such 
parents, and their children are not 
subsequently penalised by health or 
social welfare providers. 
 
Confidentiality and  
Discrimination 
 
Of particular concern for the future 
is the widespread availability of ge-
netic screening, and who may have 
access to the information.  If it is 
possible to test for a variety of ge-
netic diseases or disorders for which 
there is no treatment, how far should 
we go in suggesting that people be 
genetically tested?  This has specifi-
cally become an issue in the areas of 
health and life insurance.  The argu-
ment put forward by insurance com-
panies is that they have always used 
risk classification in order to deter-
mine how expensive a policy should 

be for an individual person:  a 
twenty year old woman, for exam-
ple, with no family history of heart 
disease or breast cancer, will not pay 
as much as a sixty year old who has 
a family history of both.  Without 
such a system, insurance companies 
would either go bankrupt, or policies 
would be so expensive that very few 
would be able to afford them.  Ac-
cess to genetic screening for poten-
tial policy-holders, it is claimed, is 
simply the fairest method of ensur-
ing that all holders pay the most ap-
propriate levels of insurance.  Those 
who argue against the use of genetic 
testing in this situation point to it as 
being one of the worst forms of dis-
crimination:  why should someone 
be further punished for having “bad 

genes” – something over which they 
have no control – by being refused 
insurance on the basis that they are a 
bad risk?  While potential policy-
holders should disclose their medical 
records, under no circumstances 
should they be obliged to undergo 
genetic tests that they would not oth-
erwise take. 
 
Similarly, should an employer be 
able to discriminate against a poten-
tial or current employee on the basis 
of their genes?  Dawson and Singer 
use the example of an employment 
environment with a high level of air 
pollution which is very costly to 
eliminate.  Should an employer, they 
ask, be able to screen their employ-
ees in order to dismiss those at risk 
of damaging their health?  While it 
may be beneficial to employees, by 
reducing the health risks they will 
run, it could also be used as an ex-
cuse by the employer not to spend 
the money to provide a clean and 
healthy working environment.  And 
what if a genetically susceptible em-
ployee wished to keep their job, de-
spite the increased risk to their 
health?  Should they, their employer, 
or society, bear the added costs of 
their possible illness in the future? 
 
The Meaning of  
Difference 
 
Is it possible that we are at risk of 
creating a new underclass in the fu-
ture, made up of the genetically un-
desirable?  What will this do to our 
attitude to difference in our society?  
Are we thereby suggesting that all 
people must conform to being a par-
ticular type of human?  Says Mur-

phy, “It seems to me ... that if there 
is a central moral issue at stake in 
the genome project, it is whether its 
characterisations will permit the ero-
sion of difference in favour of ge-
netic uniformity, whether its charac-
terisations will offer yet another 
standard of “normalcy” to be used as 

a justification for the extermination 
of difference.”  In stating this, Mur-
phy is not suggesting that people 
must be condemned to disease or 
disorder, simply for the sake of 
maintaining difference.  Rather, we 
must carefully examine our defini-
tion of what it takes to be a “normal” 
human. 
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Some people are reluctant to make 
their own  moral decisions.  They de-
pend on others for advice.  This is 
prudent if one is unsure of what to do.  
However, this could hardly be recom-
mended as a routine practice.  A 
healthy use of one's sense of moral re-
sponsibility and personal freedom is a 
mark of a mature person.  

Our concept of moral goodness can-
not be divorced from the nature of the 
human person.  The moral good is 
conceived as that which is good for 
ourselves and/or others.  We are mor-
ally bound to avoid doing evil pre-
cisely because we know that it is not 
good for us as persons.  The same 
holds for leaving undone those deeds 
whose omission would not be good 
for us or others.  We are morally free 
to choose to do good.  Under no cir-
cumstances may we choose directly to 
do what we know is not good.  Free-
dom itself is abused unless it is used 
in accord with the truth of the good. 
 
Moral Formation 
 
Feelings, intuitions and guess-work 
are not reliable criteria to discover the 
true good in difficult cases.  We can-
not dodge the hard work of improving 
our self-understanding and of reason-
ing things out accordingly.  We must 
assess the impact that an act (or its 
omission) has on the total well-being 
of ourselves and others.  A careful 
analysis is needed of all that is in-
volved in relation to the truth of our 
personalised human nature and its re-
quirements.  Whatever is opposed to 
the nature of the human person and 
human acts cannot be truly good.  A 
superficial grasp of human nature is 
no adequate foundation to determine 
what is truly good for a person as an 

individual and as a member of soci-
ety. 
 
It is not good enough to be highly 
educated in some disciplines without 
achieving comparable levels in moral 
formation.  If, for example, one is 
convinced there are no objective 
truths, one is unlikely to accept that 
there are objective moral truths about 
what is right and wrong, good and 
evil.  The absolute character of the 
moral imperative is derived from our 
need to seek true happiness in accord 
with our dignity as persons.  

The concept of the human person one 
employs is influenced by one's 
broader basic beliefs.  Theists and 
atheists have very different views on 
the definition of a person and what 
makes a person moral.  Particular re-
ligious beliefs influence our moral 
outlook.  Christians in many ways dif-
fer from Moslems and Buddhists.  
Christians also differ among them-
selves, even though they all believe 
that the Bible contains divine revela-
tion:  in particular they differ on the 
teaching role of the Church for moral 
principles.  Here I am writing from a 
Catholic perspective.  
 
Discerning Moral Norms 
 
We readily discover that certain types 
of acts conflict with the true good of 
human persons and are to be avoided.  
Moral norms are formulated to ex-
press such prohibitions.  The Ten 
Commandments are examples of 
moral norms.  They are valid so long 
as they are correctly understood in the 
light of their presuppositions.  They 
also have an important educational 
value in forming the consciences of 
the young.  However, if some change 
occurs in the presupposed situation of 
some norm, it may no longer be appli-

cable in a new situation and in its 
stead another moral norm may be re-
quired.  This does not mean the origi-
nal norm does not count where it is 
applicable.  As a general rule, it is 
true to say that one should not take 
another person's food.   But if a starv-
ing person is unreasonably refused 
food, this person would be entitled to 
take the food needed to save their life.  
The right to life takes precedence 
over the right to private property.  
There are cases where it is necessary 

to discern which moral norm is bind-
ing here and now:  avoid injuring 
one's neighbour or take precautions 
for legitimate self-defence; maintain 
professional confidentiality or reveal 
to the authorities information required 
to safeguard the common good; keep 
a secret or tell an entertaining, but 
embarrassing, joke about a neighbour; 
work overtime or keep one's promise 
to take one's spouse out to dinner for 
a wedding anniversary; tell the truth 
or help an innocent person escape un-
just arrest by telling a white lie.  In 
these cases the right course of action 
can only be known after a prudent 
evaluation to determine which moral 
norm is the right one to apply in the 
concrete situation.   
 
However, the situation is quite differ-
ent where the choice is between adul-
tery or financial loss; denying one's 
faith in Christ or risking one's life;  di-
rectly intending to kill an innocent 
person or running the risk of letting 
somebody kill 20 hostages.  In these 
cases one of the alternatives clearly 
involves the choosing of a morally 
evil act, which is not a practical moral 
option.  No good, however great can 
ever justify doing an evil act, no mat-
ter how worthy the motive.  The end 

Making Morally Responsible Decisions 
 
We are all required to make difficult moral decisions, as individuals and as believers.  This article discusses some of the 
issues involved in moral decision making. 
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does not justify the means. 
 
Role of Conscience 
               
In all these cases a person is bound to 
follow a certain conscience after suf-
ficient efforts have been given to find 
out the truth.  One should never act 
when one is in doubt about the moral-
ity of a particular act.  One should al-
ways resolve the doubt if one is to act 
with a good conscience.  Conscience 
is not something outside ourselves.  It 
is not even something distinct from  
the self.  Conscience represents the 
total person, the whole self.  It is our 
reason at work on a moral proposal 
that is at hand here and now.  It tells 
the truth as one sincerely sees it.  
Conscience does not make free deci-
sions.  But we freely decide whether 
or not to act in accord with the dic-
tates of our conscience.  We are mor-
ally bound by conscience precisely 

because we believe it to be objec-
tively true.  The dictates of con-
science are a summons served on our 
freedom in a categorical and uncondi-
tioned way to do or omit a particular 
act.  This judgement is made if it is 
seen to be absolutely required to be 
true to ourselves as persons.  By act-
ing in accordance with our con-
science we set ourselves on the path 
towards authentic personal self-
realisation.  Conscience can only 
judge for oneself, not for another. 
 
A genuinely formed conscience must 
be sincere and honest.  We are all ca-
pable, both consciously and subcon-
sciously, of directing our attention 
away from lines of investigation that 
we foresee might disturb a compla-
cent status quo.  An ingrained unwill-
ingness to change as a result of the 
perception of new truths could subtly 
influence our free decision to focus 
our attention on less disturbing pro-
posals.  It would be extremely diffi-
cult to attempt to draw the fine line 

that divides the conscience of those 
who err in good faith, and those who 
err as a result of prejudice or a reluc-
tance to examine all the relevant fac-
tors in a given case.  Selfish interests 
of every type – greed, ambition, self-
indulgence and pride – may blind us 
to the truth.  The sincerity of a certain 
conscience needs to be verified.  
 
There is no denying that not all agree 
in judgements of conscience on im-
portant issues that affect public life.  
We all need to admit that our per-
sonal, conscientious convictions are 
not all infallible.  This realisation 
should inspire us to pool our re-
sources on all the relevant factors to 
help the objective truth emerge and 
bring about a convergence of consci-
entious convictions.  It would greatly 
enhance living together in community 
if more people were respectfully and 
sincerely engaged in genuine dia-
logue in search of the truth in contro-
versial moral issues.  The personal 
nature of conscience does not exempt 
one from the duty to seek objective 
moral truths to guide judgements of 
conscience in making the more diffi-
cult moral decisions.  
In the last analysis we are left to our-
selves to make the final judgement of 

conscience in all sincerity.  A consen-
sus that emerges from a shared vision 
of the truth is a great ideal and a 
moral value to be cherished by all 
who wish to promote the public inter-
est.  But a moral consensus that arises 
as a result of compromising one's 
conscience is blameworthy.  One 
should never renounce a conscien-
tious conviction just to go along with 
the majority.  By the same token, one 
should not induce another to act 
against their conscience by force or 
ridicule.  Helping one to perceive the 
truth is the only honourable way to 
enable a person to change a conscien-
tious conviction without detriment to 
personal dignity and integrity. 
 

Conscience and Church 
Teaching 
 
Catholics look to the Word of God 
and to the Teaching of the Church to 
form their conscience.  The Church's 
Declaration on Religious Liberty put 
the position quite clearly: "... in form-
ing their conscience, the faithful must 
pay careful attention to the sacred 
and certain teaching of the Church.  
For the Catholic Church is by the will 
of Christ the teacher of truth.  It is her 
duty to proclaim and teach with 
authority the truth which is Christ 
and, at the same time, to declare and 
confirm by her authority the princi-
ples of the moral order which spring 
from human nature itself."(n.14).  
The same Declaration also taught:  
"It is through his conscience that man 
sees and recognises the demands of 
the divine law.  He is bound to follow 
this conscience faithfully in all his 
activity so that he may come to God, 
who is his last end."(n.3). 
 
The Pastoral Constitution of the 
Church in the Modern World also 
teaches the following:  "Through loy-
alty to conscience Christians are 
joined to other men in the search for 
truth and for the right solutions to so 
many other moral problems which 
arise both in the life of individuals 
and from social relationships.  Hence, 
the more a correct conscience pre-
vails, the more so persons and groups 
turn aside from blind choice and try 
to be guided by objective standards 
of moral conduct.  Yet it often hap-
pens that conscience goes astray 
through ignorance which it is unable 
to avoid, without thereby losing its 
dignity.  This cannot be said of the 
man who takes little trouble to find 
out what is true and good, or when 
conscience is by degrees almost 
blinded through the habit of commit-
ting sin."(n.16).  
 
Catholics ought always follow their 
certain and well informed con-
science.  At the same time Catholics 
ought also accept the Church's teach-
ing on moral issues.  Some Catholics 
are unable to assent to a particular 
moral teaching of the Church.  We 
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should not judge our neighbour be-
cause it is difficult to measure the 
subconscious impact of culture, edu-
cation, stress or fears on one's con-
science.  Such a person must still fol-
low their conscience when making 
moral decisions.  An open mind, how-
ever, should be kept while prayerfully 
continuing the search for the truth.  It 
would still be necessary to show re-
spect for the Church's teaching, avoid 
scandal and not disturb the con-
science of other believers.  Care must 
be taken to make sure the right to fol-
low one's conscience is not taken to 
mean a right to dissent from Church 
Teaching, and much less a right to 
teach one's private convictions in the 
place of Church Teaching.  Citizens' 
rights of dissent, protest and civil dis-
obedience in the political life of a 
democratic state have no part in the 
life of the Church as the People of 
God and the Mystery of Christ. 
 
Referring to the responsibilities of lay 
people, the Pastoral Constitution of 
the Church in the Modern World 
says:  "It is their task to cultivate a 
properly informed conscience and to 

impress the divine law on the affairs 
of the earthly city.  For guidance and 
spiritual strength let them turn to the 
clergy; but let them realise that their 

pastors will not always be so expert as 
to have a ready and concrete answer 
to every new problem (even a grave 
one) that arises; this is not the role of 
the clergy; it is rather up to the lay-
men to shoulder their responsibilities 
under the guidance of Christian wis-
dom and with eager attention to the 
t e a c h i n g  a u t h o r i t y  o f  t h e 
Church."(n.43).  
 
Obviously every effort should be 
made to arrive at a well-informed and 
certain conscience.  Doubts should be 
resolved before proceeding to take ac-
tion.  Responsible persons need to 
know the right moral principles and 
apply them in concrete situations 
where they themselves are expert.  It 

must be admitted that in the case of 
people who have not received an ade-
quate education in general moral prin-
ciples and who do not feel competent 
to apply moral norms to particular 
situations, advice will have to be 
sought from competent persons.  
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concrete answer to every new 
problem ... this is not the role of 

the clergy” 

Health Care 
Resources 

   
• Rationing 
  
• Mechanisms of Rationing 
  
• The Australian Health 

Care System 
 
• Casemix 
 
•  Private Health 
 
• A Christian Moral 

Perspective 

Surrogacy 
 

•  Surrogacy:  An 
Introduction  

• Why Surrogacy?  The 
Experience of Infertility  

• The Issue of Autonomous 
Decision Making  

• The Legal Situation of 
Surrogacy in Australia:  A 
State by State Analysis  

• Case Studies:  The Issues 
that Arise in Surrogacy 
Arrangements 

  

Euthanasia 
 

•  Euthanasia:  Background 
 
• Law in Australia:  Treatment Decisions at the End of Life 
 
• Euthanasia:  The Dutch Experience 
 
• Legislating Death:  The Northern Territory Rights of the 

Terminally Ill Act 1995 
 
• Review of End of Life Decisions in Australia 
 
• Review of Rejection of Euthanasia by the Select Committee on 

Medical Ethics 
 
• Euthanasia:  Practical Issues for Nurses and Palliative Care 

Nurse Practitioners 
 

Now available:  New thoroughly researched 
RESOURCE KITS 

$20.00 each [including postage and handling] 


