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patient satisfaction (I like •	
what he’s doing);
aiding adjustment ( I know •	
what I’m doing);
a defence against unwarranted •	
intrusion (he’s only doing this); 
a respect (for rights)—I agree •	
with what he’s doing and he 
has asked me what I want.

In a legal–philosophical sense, consent 
can be taken as an authorisation (of 
a proposal to treat), as well as purely 
an expression of assent (to act). The 
authorisation implies that there has 
been an understanding of the nature 
and consequences of a procedure, and 
that there has been no coercion. There 
is, then, not only an agreement between 
two parties, but also an acknowledge-
ment that a proper legal process has 
been followed and that no repercussions 
may follow.

There is a (mis)conception that shared 
decision-making and informed consent 
are synonymous; shared decision-making 
implies an equality in input between 
patient and doctor; clearly, in most 
cases, this does not exist. Every medi-
cal procedure does not need equality in 
decision-making at all; some requires lit-
tle patient input, other than listening to 
and accepting the advice. A patient may 
wish that her physician makes all the 
necessary decisions about management.

There is authority implicit in some 
patient consent; broad or narrow. Au-
tonomous consent-giving, no matter how 
enthusiastic or cooperative the patient 
may be, does not mean lawful consent. 
This is particularly so when the patient 
consent-giver is under the legal ‘age of 
consent’. This transfer of authority (to 
proceed) may not satisfy legal require-
ments in that geographic region.

Consumerism in the 
millennium and consent
The ethical responsibilities of the physi-
cian in the realm of integrated services 
is beyond the scope of this article. How-
ever, within the legal concept of consent 
discussed, must come willingness to 
alleviate pain and suffering beyond the 
patient’s ability to pay.

Physicians with a commercial interest in 
the business of providing care are sub-
ject to the same legal provisions as those 
in solo practices. Consent to treat does 
not imply an agreement to over-service.
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The favourable trends in cardio-
vascular disease (CVD) mortality 
rates in New Zealand over the 

past 35 years may not be sustained due to 
less favourable trends with smoking and 

obesity.1 This is of particular concern for 
at-risk groups, such as Maori and Pacific 
people.2,3,4 This essay sets out to provide 
two distinct viewpoints on the best way 
forward and disseminate what these two 
pieces of research bring to the debate 
about how to progress this issue.

The case for the use of 
CVD risk profile tools

In 2006 Bannick et al. offered a possible 
avenue to combat this issue.5 They de-
scribed the CVD risk factor status of over 
18 000 patients profiled in routine gen-

eral practice in New Zealand.5 Patients’ 
CVD risk was assessed and managed 
using a web-based clinical decision sup-
port programme called PREDICT-CVD.1 
The authors conclude that PREDICT-
CVD is a practical and effective tool for 
systematically generating standardised 
patient CVD risk factor profiles dur-
ing routine primary care practice. They 
propose that, when implemented widely, 
PREDICT-CVD will enable primary care 
organisations to monitor the CVD risk 
burden and management in their practice 
populations using a nationally standard-
ised evidence-based approach.5 
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This descriptive study was cost and time 
effective, as the data was opportunisti-
cally gathered as part of routine risk 
assessment.5 The authors did not require 
training for the clinicians or that they 
perform extra duties. 

One aim of the PREDICT-CVD study is 
to gather data on Maori, which is a 
priority in New Zealand legislation.2,3,4 
It can be pragmatic to tread a conserva-
tive path and assess whether a relation 
exists in cheaper studies that provide 
more rapid answers.6,7 If a cheaper study 
confirms that a significant association is 
likely to exist, then it is reasonable to 
progress to a more definitive study such 
as a cohort study or randomised 
controlled trial (RCT).8

This study did not (and could not) meas-
ure the efficacy of the intervention. It 
is complicated by an unknown number 
of confounding factors14 and as there is 
no control group, this study cannot give 
risk reduction ratios or odds ratios. 

The authors did not state how they 
managed lost or missing data, particu-
larly around ethnicity.5 This means that 
poorly recorded or absent data could 
have influenced the results collected on 
ethnicity, which appears to be one of the 
primary areas of interest.

While the authors try to speculate on 
reasons for variance, they cannot prove 
or quantify their findings. The authors 
postulate that, while few patients over 

either the population of the primary 
care organisation,5 or the population of 
Auckland. This was always going to be 
the case as their sample was restricted by 
limited numbers of GP practices with ac-
cess to the necessary technology. Bannik 
et al. do not discuss clinician details (e.g. 
level of experience)5 or user feedback, 
even though this is often a factor with 
implementation of CVD risk profile 
tools.16-20

The case against the use 
of CVD risk profile tools

In contrast to the enthusiastic recom-
mendations by Bannik et al.5 about 
implementation of PREDICT-CVD, 
Brindle et al.’s well-conducted system-

It can be pragmatic to tread a conservative path and assess whether a relation exists 

in cheaper studies that provide more rapid answers. If a cheaper study confirms that 

a significant association is likely to exist, then it is reasonable to progress to a more 

definitive study such as a cohort study or randomised controlled trial

The New Zealand Guidelines Group ob-
serves that the Framingham risk assess-
ment matrix combines five-year absolute 
CVD risk estimates with absolute risk 
reductions achievable with antihyperten-
sive and lipid lowering therapy,9 so the 
basis for PREDICT-CVD is backed by 
evidence from national guidelines.

However, this study was descriptive and 
opportunistic. The lack of a compari-
son population means one needs to be 
cautious about how confidently one 
can extrapolate recommendations. The 
original Framingham study10 on which 
the PREDICT-CVD tool is based, has 
been criticised as being biased towards 
Caucasian men with a risk of underes-
timation13 and overestimation of risk in 
other ethnic groups.11-13

75 were risk assessed, despite their high 
risk, they may have already been risk 
assessed using other risk prediction 
tools. This is speculative and needs to be 
investigated further as, despite a lesser 
impact (relative risk) of some factors in 
advanced age, risk profiles can be useful 
for predicting CVD events in elderly 
patients.15

An important factor when designing an 
epidemiological trial is to maximise gen-
eralisability.8,14 Epidemiological studies 
tend to take place in natural settings, so 
the study population is more representa-
tive of the target population,8 though 
the authors acknowledge that their 
population is not truly representative.5 
The population studied by Bannik et 
al. were too highly selected to represent 

atic review provides some sobering 
observations about CVD risk profile 
tools in general.17 They investigated the 
accuracy and impact of risk assessment 
in the primary prevention of CVD, by 
performing a systematic review which 
gave them the ability to approach the 
question with unbiased and repeat-
able methodology.14 This review found 
no conclusive evidence that the use of 
CVD risk profile tools significantly 
improves patient care.

The authors cast the net wide, with a 
clear strategy and few limitations to 
their search. Only randomised control-
led trials (RCTs) were considered robust 
enough to be included, which is a credit 
in terms of the level of rigour in which  
they were interested. Conversely, this 
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limited the number of eligible stud-
ies, because although 26 studies were 
detected which examined the issue of 
effectiveness, only four were RCTs. This 
means that many other studies, possibly 
noteworthy, were excluded.

Systematic reviews rely on the quality of 
the data they are attempting to appraise 
and synthesise.14 This review was deal-
ing with RCTs with poor methodologi-
cal quality, which affects the validity of 
the overall findings.

As so few appropriate trials were found, 
none were excluded due to methodologi-
cal flaws. The limited population sizes 
and the acknowledgement that lack of 
rigour was not necessarily an exclusion 
criteria (or there would have been no 

and low study numbers, and trans-
ferability to a New Zealand–specific 
context is questionable.

Implications for the New 
Zealand context

If editors insisted that discussed 
sections of original articles included 
a systematic review of the relevant 
literature, would Bannik et al.’s study5 
endorsing PREDICT-CVD read the 
same?21 Despite some methodologi-
cal challenges, Brindle et al.’s review 
highlights that there is no conclusive 
evidence from robust RCTs that the use 
of CVD risk profile tools significantly 
improves patient care.17 There is a mes-
sage of caution to those involved with 
implementing PREDICT-CVD across 

occurred with the use of CVD tools.17 
Bannik et al.’s study5 does not, by itself, 
prove that this tool is necessarily better 
than any other risk profile tool (or no 
risk profile tool).

Categorical risk factor count approach 
with CVD is inefficient as it tends to 
overlook the considerable proportion of 
persons who were at high risk because 
of multiple marginal abnormalities,15 so 
the use of CVD risk profiles is strongly 
recommended.5 How local issues and 
implementation barriers are addressed 
will be crucial in determining how 
effective electronic risk profiles such as 
PREDICT-CVD will be.24,25

A new electronic decision support mod-
ule (PREDICT-CVD-Diabetes) has been 
developed, which may provide a way of 
dealing with under-prediction for this 
group.17 This new tool will face the 
same issues around access to technol-
ogy and staff up-take as the original 
PREDICT-CVD. It remains that no 
randomised evidence to date has shown 
that informing clinicians and patients 
of absolute risk of CVD events leads 
to changes in care or improvement in 
outcomes.18

There has been some criticism of  
how Framingham-based risk profiles  
are calibrated.18 particularly in relation 
to social and ethnic variables. Low 
socioeconomic status is known to have 
an adverse affect on many CVD risk 
factor levels in New Zealand.26 The  
data collected in Bannik et al.’s observa-
tional study5 may contribute to further 
studies which could be designed to 
conclusively show a significant effect  
on outcomes by using a New Zealand–
appropriate CVD risk profile tool; this 
study is forming a building block of 
preliminary useful information.4,27  
This tool should be employed along  
with a comprehensive quality-driven 
programme to specifically target 
high-risk groups.28

It remains that no randomised evidence to date has 

shown that informing clinicians and patients of absolute 

risk of CVD events leads to changes in care or 

improvement in outcomes

review!), makes the data summarised 
from this review questionable. No test 
of heterogeneity was completed, making 
this a weaker review result.14 Systematic 
reviews are often restricted to the inclu-
sion of RCTs, although this concept has 
been relaxed in areas where such trials 
cannot be conducted because of practical 
or ethical considerations.8

In health areas where there have been 
few RCTs, other formal systems for 
incorporating alternative study designs 
have been developed. The authors 
may wish to reconsider their inclusion 
criteria to incorporate different study 
designs that may be of better quality 
than the few poor-quality RCTs they 
did review. It was not possible to syn-
thesise the results due to heterogeneity 

New Zealand; work needs to be done 
to determine the efficacy and practical-
ity of this tool.17 The opportunistic and 
purely descriptive data-gathering design 
of Bannik et al.’s study5 leaves more 
questions than answers, and is not in 
itself able to definitively support the 
introduction of PREDICT-CVD across 
New Zealand.

‘The quality of evidence from ob-
servational studies is less than from 
randomised controlled trials because of 
confounding by indication and other 
biases related to the effects of unmeas-
ured covariates.’22 The best reason for 
evaluating processes of care is if RCTs 
have previously shown that those proc-
esses improve patient outcomes.23 Brin-
dle et al. have shown that this has not 

essays
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