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The legal framework governing health care in New Zealand
is similar in many respects to that in Canada and other com-
mon law jurisdictions. There are however, some important
differences, which are of interest from both an academic and
a practical perspective. In addition, New Zealand health law
is in the midst of an especially dynamic period, with legisla-
tive reforms recently undertaken or on the horizon in a num-
ber of areas. This paper will briefly describe a few of the
more significant current developments, aiming to highlight
features that are unique to New Zealand or otherwise of par-
ticular interest.

1. Context: The New Zealand health
care system and legal system

The health care system in New Zealand is composed of a
comprehensive public system much like Canada’s, but
unlike in Canada a parallel system of private insurance and
private clinics and hospitals exists alongside the public sys-
tem. The public system is administered by 21 District Health
Boards (DHBs), reporting to and receiving funding from the
Ministry of Health. The DHBs are generally responsible for
planning and providing services for the population of a spe-
cific area, though the Ministry retains a degree of direct
involvement in some areas including mental health and pub-
lic health.'

There are a few significant differences between the New
Zealand and Canadian legal systems that are relevant to
health care. First, unlike Canada and neighbouring Austra-
lia, New Zealand is a unitary jurisdiction with no provinces
or territories, so there is no division of powers and national
legislation regulates health care throughout the country. A

further difference is the lack of a written constitution or a
constitutional charter of rights. The New Zealand Bill of
Rights Act 1990* includes many of the same rights as the
Canadian Charter of Rights and Freedoms, but has only the
status of ordinary legislation and gives way to an inconsis-
tent provision in another statute.’ As well as the rights to life
and liberty, the Bill of Rights includes explicit rights “not to
be subjected to medical or scientific experimentation with-
out ... consent” and “to refuse to undergo any medical treat-
ment.”*

Apart from these differences in general public law, the most
striking — and probably the best known — feature of the New
Zealand legal system that is relevant to health law is the
existence of a no-fault compensation system for personal
injuries due to accident. A brief discussion of this scheme as
it applies to “medical misadventure” will be discussed in the
next section. Before turning to that topic, one important
institution should be mentioned: the Health and Disability
Commissioner (HDC). The HDC was created in response to
the report of the Cartwright Inquiry,” a committee of inquiry
established in 1987 following public outcry about a research
study undertaken at the National Women’s Hospital in
Auckland. From 1966 to the mid-1980s, women at the hos-
pital were subjected to repeated cervical smear tests and
biopsies without being offered adequate treatment, in order
to test a theory that carcinoma in situ was not a precursor of
invasive cervical cancer, as was (and still is) the prevailing
view. The great majority of women were not informed that
they were participating in a research study, and it appeared
that obvious symptoms of invasive cancer were overlooked
or downplayed. Following protests by members of the medi-
cal community and the public, a committee of inquiry was
established, led by Justice Silvia Cartwright.®
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Among the recommendations of the inquiry was the need to
appoint a Health Commissioner to receive and investigate
complaints and raise health professionals’ awareness of
patients’ rights, and the need to develop a statement of
patients’ rights. In 1994, the office of the HDC was estab-
lished,” and the Code of Health and Disability Services
Consumers’ Rights (the Code) was enacted as a regulation
in 1996.* This Code includes the right to be treated with
respect; to freedom from discrimination, coercion, harass-
ment and exploitation; to dig-

2. The ACC framework and
“medical misadventure”

Originally established by the Accident Compensation Act
1972, the accident compensation scheme has been revised
several times and is now governed by the Injury Prevention,
Rehabilitation, and Compensation Act 2001."” The scheme
is administered by the Accident Compensation Corporation

(ACC; formerly Accident Com-

nity and independence; to
services of an appropriate stan-
dard; to effective communica-
tion; to be fully informed; to
make an informed choice and
give informed consent; to sup-
port; and to complain about a
health or disability service pro-
vider.” These rights incorporate
the essential common law prin-
ciples of medical negligence,
consent, and informed consent

Personal injury caused by “medical
misadventure” is among those
covered under the IPRCA, and

includes personal injury suffered by
someone seeking or receiving

treatment by or at the direction of a
registered health professional.

pensation Commission) and is
funded by premiums paid by
employers and employees as
well as a variety of other
sources including some direct
payment from government. It
provides no-fault insurance for
personal injury caused by acci-
dents (including, but not exclu-
sively, motor vehicle acci-
dents), occupational conditions
and diseases, and “medical mis-
adventure.”'® A claimant who is

as well as other basic rights. In
the event of a complaint, the
onus is on providers to show that they took “reasonable
actions in the circumstances” to give effect to these rights."”
Any person may complain to the HDC of an alleged breach
of the Code,"" and the Commissioner may commence an
investigation either in response to a complaint or on his own
initiative.'” Complaints may also be referred to the HDC
from health professional bodies, in which case proceedings
by those bodies will be suspended pending the Commis-
sioner’s investigation."” If a breach of the Code is found, the
Commissioner may make recommendations to the provider;
report his opinion to the health professional body, Minister,
or other appropriate person; make a complaint to a health
professional body (or assist the individual in making a com-
plaint); or refer the matter to the Director of Proceedings.'
The Director of Proceedings may then provide assistance or
representation to a complainant in disciplinary proceedings,
or institute proceedings before the Human Rights Review
Tribunal or disciplinary proceedings.'” If the matter goes to
the Human Rights Review Tribunal, the Tribunal has the
power to declare a breach of Code and order any appropriate
relief.'® The HDC framework therefore combines some of
the advantages of the ombudsman model — providing rela-
tively simple, accessible, flexible, and speedy procedures
for the resolution of complaints — with more extensive pow-
ers, where appropriate, to provide an important independent
accountability mechanism for health care in New Zealand.

covered by the Act may be eli-
gible to receive rehabilitation (including medical treatment)
as well as weekly or lump sum compensation."” The Act
bars court proceedings for damages arising directly or indi-
rectly from personal injury that is covered by the scheme,*
so it is not possible to sue for damages in addition to or
instead of claiming under the Act. The exception to this is
claims for exemplary damages,' but the courts have insisted
that exemplary damages will only be awarded in exceptional
cases, are not intended to be compensatory, and are not to be
used to remedy any perceived inadequacy of ACC
entitlements.*

Personal injury caused by “medical misadventure” is
among those covered under the Act, and includes personal
injury suffered by someone seeking or receiving treatment
by or at the direction of a registered health professional.*’
Abnormal reactions and complications, as well as injuries
suffered in the context of a clinical trial, are included only if
certain conditions are met.”* Cover extends to a third party
such as a spouse or child who is infected as a result of infec-
tion caused by medical misadventure.”> In all cases, only
personal injury caused by medical misadventure is covered,
so causation must be established. It is up to the claimant to
prove causation; the fact that medical misadventure might
have contributed to the injury is not sufficient to establish a
claim.*
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Medical misadventure may consist of either “medical mis-
hap” or “medical error.”*” Medical mishap refers to a severe,
rare adverse consequence of treatment that was properly
given.”® Medical error, by contrast, is essentially medical
negligence: “the failure of a registered health professional to
observe a standard of care and skill reasonably to be
expected in the circumstances.” It can include a similar
failure by an organisation where “the error cannot readily be
attributed to a particular registered health professional.”*
The statute specifies that medical error can arise in the
course of diagnosis, giving treatment, deciding about treat-
ment, or obtaining consent to treatment.’' Failure to obtain
adequate informed consent for a procedure can therefore fall
within the scope of medical error under the Act.*” As with a
common law negligence action, the fact that the desired
results were not achieved or that in retrospect it seems a dif-
ferent decision might have produced better results will not
be sufficient to establish medical error; furthermore, a delay
or failure attributable to a resource allocation decision does
not in itself amount to medical error.*

Though the ACC scheme otherwise operates as a “no-fault”
scheme, its coverage for injuries caused by medical error is
clearly fault-based insofar as it requires evidence of negli-
gence. Concern about this anomaly is one of the reasons
behind a current review of medical misadventure within the
ACC scheme. The need to establish fault for this category of
cover is seen as creating a number of problems for health
professionals, patients, and the ACC, including perpetuating
a “blaming culture” which in turn inhibits improving patient
safety, delays in cover decisions, and the significant cost of
investigating medical error claims.* In essence, having a
negligence-based standard for medical error embedded
within the ACC scheme means that this part of the scheme
fails to avoid many of the problems with private litigation
that the no-fault system was intended to avoid. In addition,
some consider the provisions on medical mishap to be prob-
lematic in that the requirements of rarity and severity are
confusing and arbitrary.*®

A public consultation process held in 2003 strongly sup-
ported the need for reform.* Three options were put forward
for consideration, all of which would remove requirement of
the attribution of fault for medical error.”” The first option
would modify the existing definitions of medical mishap
and medical error, replacing the rarity criterion for medical
mishap with an “individualised risk assessment” and requir-
ing only some (unattributed) fault factors for medical
error.*® It seems unlikely that this option would adequately
resolve the problems identified with the current definitions.

The second and third options would replace the existing pro-
visions with a single category of “preventable” (option two)
or “unintended” (option three) injuries in the treatment pro-
cess.”” Although they would likely expand the pool of poten-
tially eligible claimants somewhat, all of these options are
still intended to provide some way of distinguishing
between, on the one hand, unintended adverse outcomes,
and on the other hand, the underlying illness or condition, or
treatment outcomes that are intended but might otherwise
fall within the definition of “personal injury by accident”
under the Act (e.g. the “injury” caused by an invasive proce-
dure such as surgery)."’ The third option, “unintended injury
in the treatment process”, was preferred in the consultation
process,*' and a subsequent document from ACC responds
with two further options mixing concepts of preventability,
adverse consequences, unintended injury and seriousness.**
The task of defining the category of injuries that should be
covered in a way that is practical, fair, conceptually coher-
ent, and yet not unduly complex, is a challenging one. This
discussion will clearly be of interest to any jurisdiction con-
templating a similar compensation scheme, as well as, more
generally, to those concerned with the law’s response to
adverse events.

3. Health Practitioners Competence
Assurance Act 2003

As in other jurisdictions, an important part of the account-
ability framework for health professionals is the operation
of professional bodies with statutory authority over the reg-
istration, competence, and discipline of practitioners. Until
very recently, this statutory authority was provided by
eleven discipline-specific statutes, but in late 2003 the
Health Practitioners Competence Assurance Act 2003
(HPCAA) was enacted to bring the regulation of health pro-
fessionals under a single legislative framework. The
HPCAA will come into force in stages over one year from
the date of royal assent (18 September 2003), replacing all
or part of the pre-existing health professions statutes.** This
reform was intended to increase consistency, transparency,
and efficiency, and to update the legislative framework.*

Although the legislation currently applies to existing health
professions that were regulated by previous statutes, it also
leaves open the possibility for new regulated professions to
be recognised and regulated under this Act. Where health
services of a particular kind pose a risk of harm to the public
or where it is otherwise in the public interest that they be
regulated, and where there is general agreement on the qual-
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ifications, standards, and competencies required to provide
those services, they may be designated as a health profes-
sion to be regulated under the Act by a newly appointed
authority or an existing authority.** Separate “authorities”
for each profession, continued from the bodies in existence
under the earlier statutes or created under the new statu‘[e,47
will be responsible for registration, practising certificates,
and oversight of competence and fitness to practise. How-
ever, there will be a single Health Practitioners Disciplinary
Tribunal to deal with disciplin-

self-regulation.”® Consequently, the legislation was opposed
by the NZMA and the Association of Salaried Medical Spe-
cialists (ASMS); significantly, “this is the first time both the
NZMA and the ASMS have withdrawn their support from
the principal legislation governing medical practice.”

Another contentious aspect of the HPCAA is the use made
of the concept of “scopes of practice.” These will define “the
services a practitioner is competent to offer, and the parame-

ters within which those services

ary matters involving members
of any of the regulated profes-
sions. Complaints about con-
duct will be considered first by
the HDC (as described above),
then, if appropriate, by the pro-
fessional conduct committee of
the relevant authority. If further
action is warranted, charges

Though the ACC scheme otherwise
operates as a “no-fault” scheme, its
coverage for injuries caused by medical
error is clearly fault-based insofar as it
requires evidence of negligence.

can be offered.”’ Each author-
ity will be responsible for defin-
ing one or more scopes of
practice for its profession and
the qualifications required for
each.”® It is contemplated that
scopes of practice of various
professions may overlap and
any dispute over scopes of prac-

will be brought by the Director
of Proceedings (of the HDC
office) or the professional conduct committee before the
Tribunal. If the Tribunal finds professional misconduct or
other grounds,* it can order that the practitioner’s registra-
tion be cancelled or suspended, that conditions be imposed
on his or her practice, that the practitioner be censured, or
that the practitioner pay a fine or costs and expenses.*’

There are several notable features of this legislation, some
of which have been quite controversial. The development of
the legislation and responses to it have highlighted per-
ceived tensions between “the demands of public safety” and
a desire for increased regulation and accountability on one
hand and professional autonomy and self-regulation on the
other.” Health professions groups such as the New Zealand
Medical Association (NZMA) were (and remain) concerned
that the new legislation undermines professional self-regu-
lation.”' For example, the legislation provides for members
of the authorities to be appointed by the Minister of Health
(rather than being elected by members of the profession),””
and these authorities will then have powers over registration
and oversight as well as setting standards of “clinical com-
petence, cultural competence, and ethical conduct.”> Pres-
sure from professional groups resulted in some changes at
the Committee stage, such as increases in the professional
membership (at the expense of lay membership) of the
Health Practitioners Disciplinary Tribunal and the authori-
ties.”* Nevertheless, according to the NZMA, several
aspects of the legislation reflect increased “political and
bureaucratic control” of health professions and diminish

tice, if it cannot be resolved,
will be determined as directed
by the Minister.” Health practitioners registered with a par-
ticular authority will be authorised to practice within one or
more scopes of practice, which will be endorsed, if appropri-
ate with amendments or conditions, on the practitioners’
annual practising certificates; practitioners are then prohib-
ited from practising outside their scope(s) of practice.”
Scopes of practice are intended to be broad,” but there are
concerns that they will in effect be narrow and restrictive.”
These concerns are exacerbated by the fact that although
scopes of practice had been defined within the pre-existing
professional bodies, they have never before been codified in
legislation, and legislated scopes of practice are a relatively
new and untested concept that has not been the subject of a
great deal of study or discussion.”

The legislation is currently being implemented and is sched-
uled for review in three years.** It will be important to moni-
tor and assess the functioning of the legislative framework
and the impact of new provisions such as the scopes of prac-
tice, in order to determine whether the vocal criticisms of the
legislation by the NZMA and others are justified.

4. Joint trans-Tasman Therapeutic
Products Agency
While the framework for the regulation of health profes-

sions is undergoing these changes, a new regime for regulat-
ing therapeutic products is also on the horizon. On 10
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December 2003, Australia and New Zealand signed a treaty
providing for the creation of a joint agency to regulate thera-
peutic products.®® The agency, which is expected to be in
operation by 2005, will replace the existing Australian Ther-
apeutic Goods Administration and New Zealand Medicines
and Medical Devices Safety Authority (Medsafe), and
administer a joint regulatory scheme.®® There is already a
significant amount of regulatory cooperation between the
two countries, which has developed within the framework
of the Agreement on Closer
Economic Relations (CER),"’

corporate entity will be given the authority, by New Zealand
legislation, to set and enforce standards within New Zea-
land. This represents a step beyond, for example, the current
scheme for food standards, in which standards are set by a
joint agency (Food Standards Australia New Zealand) but
then these standards (the Australia New Zealand Food Stan-
dards Code) are incorporated into New Zealand legislation
and enforced by New Zealand authorities.”” How this
unprecedented scheme for therapeutic products will work in
practice will not be fully under-
stood until the implementing

including the Trans Tasman
Mutual Recognition Arrange-
ment (TTRA), which allows
goods from either country to be
traded in the other without regu-
latory impediments — a scheme
from which therapeutic prod-
ucts are currently exempt.®® As
well as effectively extending
mutual recognition to therapeu-
tic products, the joint scheme
contemplated under the treaty
represents an unprecedented

The development of the legislation
and responses to it have highlighted
perceived tensions between “the had  advised caution with
demands of public safety” and a
desire for increased regulation and
accountability on one hand and
professional autonomy and
self-regulation on the other.

legislation is drafted.

In its report on the proposed
scheme, the Health Committee

respect to regulatory integration
and preferred a mutual recogni-
tion model (similar to the food
standards scheme).” It
expressed particular concerns
about the inclusion of comple-
mentary health products in the
joint scheme, and this has

degree of regulatory integration
— between Australia and New
Zealand, or indeed, it is believed, between any two countries
in the world.*® For this reason and on account of a number of
other features of the proposed scheme, this development is
significant.

Development of a joint scheme was initiated several years
ago, as part of the general movement toward greater integra-
tion and harmonisation but also as a result of specific con-
cerns about the ability of New Zealand to sustain an
effective independent regulatory scheme, particularly as
therapeutic products become more complex, given the
shortage of local technical expertise.”’ The treaty envisages
the establishment of a joint scheme for regulation, stan-
dard-setting, post-market monitoring, and enforcement, to
be administered in both countries by a single joint agency
(“the Agency”).”" Approvals granted by the Agency will
normally have effect in both countries.”” A Ministerial
Council and a Board, both with representation from each
country, will be responsible for oversight and governance of
the Agency, respectively.”” The Agency will be established
as a corporate body under Australian legislation, and will be
given the rights, powers, and privileges required to adminis-
ter the scheme in both countries by their respective imple-
menting legislation.”* What this means is that an Australian

emerged as its most controver-
sial aspect.”” The scheme pro-
vided for in the treaty applies to all therapeutic products
unless specifically excluded, and therapeutic products are
broadly defined to include anything “presented or for any
other reason, likely to be taken to be for therapeutic use.””
Complementary health products would clearly seem to fall
within this scope unless they are specifically excluded.”
The controversy surrounding this feature of the scheme
stems from the fact that the existing approach to comple-
mentary health products in New Zealand is best described as
a “permissive, laissez faire system” which in practice
amounts to deregulation,*® as opposed to the more rigorous
Australian regime. The new joint scheme appears essen-
tially to adopt the Australian approach of integrating the reg-
ulation of complementary products into a single scheme
with other therapeutic products. The different approaches
reflect distinct views on the regulation of complementary
medicine, but the immediate practical concern is the impact
of the proposed change on the New Zealand complementary
health products industry.®!

Although the issue of regulating complementary medicines
under this scheme has been the primary focus of press atten-
tion, there are other important questions about its implica-
tions. One of these is the treatment of therapeutic products
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advertising under the joint scheme. Regulation of advertis-
ing falls within the joint scheme and the Agency’s mandate,
as part of setting and enforcing standards for “promotion of
therapeutic products.”® This is another area in which the
two countries currently have different approaches, so har-
monisation will mean change for one or both of them. New
Zealand presently has a voluntary self-regulatory system for
all advertisements making therapeutic claims, while Austra-
lia regulates advertisements in certain media and relies on
self-regulation for other media and advertisements to health
professionals.*® Although the New Zealand scheme is gen-
erally thought to be effective, both have experienced some
problems.* It is proposed under the new joint arrangements
that advertising to health professional continue to be
self-regulated by industry codes of practice, but that a regu-
latory scheme for direct-to-consumer advertising will be
developed.*® An Interim Advertising Council has been
established to develop the new regime, including a draft
advertising code for therapeutic products.*® As the contro-
versy continues surrounding therapeutic products advertis-
ing, particularly direct-to-consumer advertising, and the
regulation of complementary health products, it will be
worth following these developments.

5. Conclusion

The health law environment in New Zealand is in a particu-
larly dynamic phase: in addition to the developments
described above there are ongoing or forthcoming changes
to public health legislation and screening programs,®’ regu-
lation of human assisted reproduction technologies,*® and
compulsory care and rehabilitation for intellectually dis-
abled offenders.* This evolving legal framework presents
rich opportunities for comparative studies of health law. It is
hoped that a further exchange of information and ideas will
be useful in this complex and challenging area of the law.

Barbara von Tigerstrom is a Lecturer at the University of Canter-
bury School of Law in Christchurch, New Zealand. She was Pro-
ject Manager of the Health Law Institute in 1999-2000 and
recently completed a Ph.D. in law at the University of Cambridge.
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