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ABSTRACT

• Multidose vials (MDVs) for injectable therapeutic agents, 
including vaccines, pose a risk of infection to injected patients 
as a result of contamination of the vials.

• The Australian Government Department of Health and 
Ageing (DoHA) distributed the vaccine against pandemic 
(H1N1) 2009 influenza in MDVs. The distribution was 
accompanied by consent forms.

• The consent forms provided an inadequate basis for a 
discussion with patients about the risks associated with the 
use of MDVs.

• The High Court of Australia has previously held that medical 
practitioners who fail to explain the material risks of medical 
procedures to their patients might be held liable in 
negligence for any adverse sequelae of the procedures, even 
if the risks are very low.

• Medical practitioners, nurses, medical indemnity insurers and 
the DoHA should prepare now for the probable future use of 
MDVs by developing a consent form that would provide a 
solid foundation for a discussion of material risks with patients 

MJA 2011; 194: 414–416
seeking vaccination.
ult
are
infM
 idose vials (MDVs) for injectable drugs and vaccines

 known to be associated with an increased risk of
ection in injected patients. Although safety has

undoubtedly improved since the case of vaccination-associated
fatal septicaemia in two workers at a factory in Geelong during the
Hong Kong influenza pandemic of 1968,1 infections due to vial
contamination still occur.2-4 (For a recent, comprehensive review
of infection risk associated with MDVs, particularly in immunisa-
tion programs, see Gosbell and colleagues.5)
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the Commonwealth Chief Medical Officer, urging him to delay
distribution of the vaccine until it could be supplied in single-dose
vials.6 However, the Australian Government Department of Health
and Ageing (DoHA) refused to delay and proceeded with the
distribution of MDVs, arguing that their use had always formed
part of the government’s pandemic plan.7

Before distributing the MDVs, the DoHA developed and pub-
lished guidelines for their safe use.8 The MDVs were then distrib-
uted with accompanying patient information sheets9 and consent
forms.10

What is the duty of a vaccinating practitioner?
Before 1992, the common law in Australia had used a single
yardstick for measuring the competence with which a medical
practitioner carries out diagnosis or treatment, and the degree to
which a medical practitioner satisfies his or her obligation to
provide information to patients. That yardstick, known as the
Bolam principle, can be formulated as “a rule that a doctor is not
negligent if he acts in accordance with a practice accepted at the
time as proper by a responsible body of medical opinion”.11

In 1992, the High Court of Australia adopted a new approach.
In Rogers v Whitaker,12 the court allowed that a responsible body of
professional opinion could still provide a starting point for decid-
ing whether a medical practitioner had acted with appropriate skill
and care; but with regard to the provision of information, the court
determined that the “law should recognize that a doctor has a duty
to warn a patient of a material risk inherent in the proposed
treatment”. It was not the probability, per se, of an adverse
outcome that was to be determinative in whether or not a patient
should be told of a particular risk. Rather, the judges went on to
say that

a risk is material if, in the circumstances of the particular case, a
reasonable person in the patient’s position, if warned of the risk,
would be likely to attach significance to it or if the medical
practitioner is or should reasonably be aware that the particular
patient, if warned of the risk, would be likely to attach
significance to it.12

This strongly suggests that if you are a medical practitioner or a
nurse about to vaccinate a patient, then it is incumbent on you to

explain to the patient, in a way they understand, the material risks
of having the vaccination. It is not up to the patient to know about
all the possible risks; nor is it up to the patient to formulate
questions about things they did not know that they needed to
know. That is the responsibility of the health professional.

The reasonableness of meeting such a demand in a pandemic
emergency might well be argued. Yet, as Justice Kirby noted in
Chappel v Hart: “These standards have fairly been described as
onerous. They are. But they are the law … When not complied
with … it should occasion no surprise that legal consequences
follow.” 13

The DoHA guidelines and consent form
In light of Rogers v Whitaker,12 how should the publications of the
DoHA relating to the pandemic influenza vaccine9,10,14 be
regarded?

The status of the guidelines for the administration of the vaccine
from the MDVs is clear. Having been formulated by an expert
technical group, they serve as an authoritative indication of the
views of a responsible body of medical opinion. Consequently, a
nurse or medical practitioner who administers the vaccine in
accordance with the guidelines is unlikely to be held to be
negligent in their performance of the treatment.

But what of the obligation on the vaccinating practitioner to
warn a patient of the material risks of vaccination, and what of the
consent form?

Given the standing of the DoHA, it would have been natural for
medical practitioners and nurses to assume that the consent form
provided an authoritative guide to the consent process and that by
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using it, they would be protected from being sued for failing to
inform patients of the risks associated with the pandemic influenza
vaccine MDVs. Such was not the case. Neither the information
sheet nor the consent form10 made mention of the specific
infection risks associated with the use of MDVs. The omission is
surprising given that Guillain-Barré syndrome, for example, was
specifically mentioned as a risk despite the fact that its incidence is
extremely low and, as the consent form noted, “the association
with this vaccine is not proven”. Further, there was no suggestion
that the vaccinating health professional should discuss the risks
associated with the use of MDVs with the patient. Instead, the form
required the patient to attest to the vague statement that they had
“had the opportunity to discuss medical concerns with the vacci-
nator or other health care provider”. But a concern is not a risk; a
concern is a matter which has attracted the attention of the patient.
A concern might be completely unfounded, but risks are inde-
pendent of the patient’s cognisance, and it is “material risks” that
the law requires health practitioners to discuss with their patients.

To illustrate the point, consider a patient who is concerned that
the pandemic influenza vaccine contains irradiated peanut oil
(which it does not). It might be good practice to address the
patient’s concern but the law places no obligation on the vaccinat-
ing health practitioner to do so. In contrast, a patient might read
the statement about MDVs on the consent form with the same lack
of regard as they would read a description of new packaging for
corn flakes. Nonetheless, the law requires the practitioner to see
past the patient’s lack of concern and to consider whether vaccina-
tion poses a risk that is material to the patient in the sense
described in Rogers v Whitaker.

By following the administration guidelines issued by the DoHA,
medical practitioners and nurses could have confidence that they
would be largely protected against a negligence suit alleging a
failure to exercise due skill and care. But a similar reliance on the
consent form to guide them through a legally adequate discussion
to inform their patients would be misplaced for two reasons. First,
the consent form drafted by the DoHA is inadequate as a basis for
a discussion about vaccination-associated risks, particularly as it
omits the known (albeit low) risks of infection from MDVs.
Second, although it is useful to have written material to supple-
ment a discussion about risks,15 the discussion is an essential part
of the process that is necessary to protect the health practitioner
from an action in negligence. In Stapley v Fisher,16 for example, a
doctor was found to have failed to warn his patient adequately of
some of the potential complications of surgery, despite having
arranged for the patient to be given printed information about the
risk of the very injury that he sustained.

To overcome these inadequacies, the consent form could suggest
to patients in high-risk groups who want immediate protection
from the pandemic influenza virus, that they might choose to
accept the low risks associated with MDVs and be vaccinated early;
and patients who are at lower risk of pandemic influenza, or who
wish to avoid any infection risk associated with MDVs, might
choose to delay their vaccination until single-dose prefilled
syringes become available.

Should the vaccinating health practitioner be 
concerned?

A health practitioner who is familiar with the recent good track
record in Australia of the use of MDVs might believe that there is

little risk of being sued for events related to their use — and it is
true that there have, as yet, been no reports of iatrogenic infection
associated with the use of the pandemic influenza vaccine MDVs.
However, there is reason for medical practitioners to be uneasy. In
particular, insufficient time has passed for some possible iatrogenic
infections to become apparent. In the past, there have been notable
outbreaks and fatalities associated with bacterial contamination of
MDVs.1,17-20 However, diseases of modern concern, including HIV,
hepatitis C and the prion diseases, can have long lags between
infection and diagnosis,21 and between diagnosis and discovery of
the source of infection.22 It was only in 1997, for example, that it
came to light that southern Italy is an area of hyperendemicity for
hepatitis C virus23 and that the excess infections most probably
resulted from iatrogenic transmission associated with Salk polio
vaccinations between 1956 and 1965.22 Further, while the thio-
mersal in MDVs is effective against bacteria, there is no evidence
that it is effective against HIV, hepatitis C or prion diseases.5,24

The future

It is not possible to mitigate the existing legal risks associated with
the 2009 use of pandemic influenza vaccine MDVs. Nonetheless,
given that the Australian Government has stated that MDVs form
an integral part of the National Action Plan for Human Influenza
Pandemic,7,25 it would be helpful if the medical profession,
medical indemnity insurers and the DoHA were to cooperate in the
development of guidelines for informing patients of the risks
associated with MDVs. One of the most useful courses of action
would be to transform the existing DoHA consent form into a
guide for medical practitioners to use in their discussions with
patients about vaccination risks. This would also have the effect of
assisting medical practitioners to comply with the consent guid-
ance published in the Australian immunisation handbook.15

The use of MDVs in the National Action Plan was originally
conceived as part of a response to the spread of highly pathogenic
avian (H5N1) influenza virus. Indeed, if an epidemic of H5N1
influenza ever occurs in Australia, any risks associated with MDVs
will pale in comparison with the risk posed by the typical 50%
case–fatality rate among H5N1-infected people. Nonetheless, in
the absence of a change in the law, it will still be for patients to
weigh those risks and to exercise their right to accept, refuse or
delay vaccination, having had the risks discussed with them by a
knowledgeable health professional.
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