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Sloss accepted that, although the patients would not recover, the treatment offered the only 
hope for them in slowing down the decline in their condition.  The concept of “benefit” in this 
context would encompass:827 

An improvement from the present state of illness, or a continuation of the existing state of 
illness without deterioration for a longer period than might otherwise have occurred, or for 
the prolongation of life for a longer period that might otherwise have occurred. 

6.72 The current standards in New Zealand828 have reduced the scope of ethical review, which no 
longer covers “innovative practice”, or what was referred to as “innovative treatment” in earlier 
standards,829 and as “new or unorthodox treatment” in the Cartwright Report.830  People 
receiving such treatments who are unable to consent through their incapacity are just as 
vulnerable, however, as patients involved in research.  They may be just as unaware that they 
may be exposed to unnecessary or unacceptable risks. This was the case with the patients 
whose treatment was investigated in the Cartwright inquiry.  Any review of the regulatory 
framework for ethics review should therefore put innovative treatment back into the scope of 
ethical review, as originally recommended by the Cartwright Report.831 

Summary 

6.73 There is a wide range of circumstances in which people who lack capacity to consent to 
research could, and should, share in the benefits and burdens of research.  The key question 
is how to protect vulnerable research participants from harm and exploitation without 
excluding the populations to which they belong from the benefits of research. 

6.74 Right 7(4) of the HDC Code is an inadequate legal basis for allowing participation in research 
by adults incapable of giving informed consent.  In addition, the outdated provisions of the 
PPPR Act do not allow their participation in a sufficient range of research, or support people 
with diminished capacity to participate in worthwhile research that may benefit them. 

6.75 Within a cohesive regulatory framework, where the risks are minimal, the law should permit 
research on people who lack capacity that has potential to benefit either them or other people 
with a similar condition, provided there are clear statutory safeguards to protect the interests 
of such vulnerable research participants. 

  

                                                           
827   Simms v Simms, above n 825 at [57]. 
828   Ministry of Health Standard Operating Procedures for Health and Disability Ethics Committees (MOH, 

Wellington, 2014) www.ethics.health.govt.nz. 
829   Ministry of Health Operation Standards for Ethics Committees (Updated ed, MOH, Wellington, 2006). 
830   The “unfortunate experiment” was concerned with a situation where withholding of standard treatment 

of the time from women with pre-invasive cervical cancer was not thought by the researcher to expose 
them to harm. The women concerned did not give informed consent to participation in research and 
were unaware they were participating in medical experimentation. Cartwright report, above n 740. 

831   New Zealand Law Society submission to NEAC (16 February 2012). 
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RECOMMENDATIONS FOR RESEARCH ON PEOPLE WHO LACK 
CAPACITY 

1. The recommendation is to adopt the main features of sections 30 – 34 of the 
MCA so that research may only be undertaken on people who lack capacity 
provided the following conditions are satisfied: 

a) The research is approved by an ethics committee. 
 
b) An Impairing condition: the research must be connected with the cause 

or treatment of the condition affecting the potential research 
participant.832 

 
c) The necessity condition: research of a similar nature cannot be carried 

out with comparable effectiveness on an adult who is capable of 
consenting to participate.833 

 
d) Balancing the benefits and burdens of research: the research must 

have either (a) the potential to benefit the person without imposing a 
disproportionate burden, or (b) is intended to provide knowledge of the 
causes or treatment of, or care of persons affected by, the same or 
similar conditions.834 

 
e) There is minimal risk: If the research falls into category (b) above, there 

must be reasonable grounds for believing that both the risks to the 
person from taking part in the project are likely to be negligible, and it 
will be minimally invasive or restrictive.835 

  
f) Consultees: researchers must take reasonable steps to identify an 

appropriate person who is interested in the participant’s welfare and can 
advise the researcher of the participant’s likely wishes and feelings – if 
they had capacity – about taking part, and their continued involvement 
in the research; as well as the ability to appoint independent 
advocates.836 

 
g) Additional safeguards for “dissent”: nothing may be done to the person 

in relation to research to which the person appears to object, or which 
is contrary to any effective prior statement. 

 
h) Emergency care research: an opinion from an independent doctor, or, 

if this is not practicable, following an agreed process with an ethics 
committee. 
 

i) Innovative treatment and practice: is included within the scope of ethical 
review.   

                                                           
832   Mental Capacity Act 2005, s 31(2). 
833   Mental Capacity Act 2005, s 31(4). 
834   Mental Capacity Act 2005, s 31(5). 
835   Mental Capacity Act 2005, s 31(6). 
836   Mental Capacity Act 2005, ss 32(2) and (4). 
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