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General Comments 

 

WomenÕs Health Action has a long established interest and involvement in matters 

relating to patient/consumer rights, ethical issues and the ethical review process, that 

predates the Cartwright Inquiry. We closely followed the establishment of independent 

ethics committees following the implementation recommendation that was made in the 

Inquiry report and have regularly made submissions on the national operational standard 

and other matters relating to the operation of ethics committees. 

 

Although we will provide more detailed commentary in the body of our submission, we 

wish to state at the outset that we DO NOT support the recommendations as proposed 

in the discussion documents. 

 

There are certainly some aspects of ethical review that could be improved as well as 

some refinements made that could enhance the process.  However, it is our considered 

view that the existing ethical review process carried out by regional health and disability 

committees works very well. There has been no evidence provided that justifies the 

radical changes proposed. 

 

 



 2 

We have been alarmed and concerned by the Gisborne Cervical Screening Inquiry 

recommendations relating to ethics committees, as well as the disproportionate attention 

given to these particular recommendations. It is particularly ironic that if adopted, the 

recommendations that relate to ethics committees will inevitably result in the removal of 

systems that have been established for the protection of peopleÕs rights. Undermining 

processes that effectively protect peopleÕs rights is a particularly unfortunate outcome of 

an Inquiry that was set up to establish why the rights of Gisborne women (participating in 

the NCSP) had been compromised and to ensure this didnÕt happen again. 

 

Along with numerous community organisations and other interested parties, we wish to 

add our concern about the response to the Gisborne 'crisis' situation and warn against 

over reacting and literally `throwing the baby out with the bath waterÕ. 

 

We also wish to note that although very well qualified in their areas of expertise, the 2 

international experts who both recommended overruling the consent of women to access 

records related to a cervical cancer audit  (present Bill) and the facilitation of an easy (or 

no) passage of ethical review are either not aware of, donÕt understand, or have totally 

underestimated the importance to New Zealanders of patients rights, consultation, the 

Treaty of Waitangi and the guardianship role of the Kaitiaki Group.  

 

Although the `falloutÕ over the episode around the NCSP audit application for ethical 

review was unfortunate Ð it is timely to remember that this late application to address the 

outstanding need to audit the programme, only eventuated because of the failure of the 

MOH to adequately ensure a number of mechanisms and safeguards were in place to 

ensure the programme was conducted to a high standard. This included a failure to 

implement the quality initiatives promised when the programme was first set up in 1990. 

WomenÕs Health Action repeatedly wrote to the Ministry about these concerns. It was 

particularly disturbing that many women were persuaded to join the NCSP on the basis 

of the quality aspects, which they were told would ensure that the programme was 

working well and achieving what it was intended to do.  

 

When considering the context of how we have reached the present situation, it is rather 

an extraordinary course of action to blame the process of ethical review.  It is equally 

absurd to suggest the solution is to radically change the ethical review system because 
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of the objections of the researchers involved with one multi-centre proposal/application 

to ethics committees. The application was declined on the basis that changes were 

needed (to the methodology) to ensure the rights of those involved were better 

protected. There are processes available for further discussion, and negotiating a way 

forward where complex issues arise during ethical review. However, in this situation 

these were not utilised.   

 

 

Observational research, audit and related activities 
 

1. Ethical review of audit and related activities 

 

Although there is not clear agreement about the definition of audit, we contend that there 

can be ethical issues associated with audits. These can include the nature of the 

information being accessed, who is accessing them, the purpose of the collection, what 

will be done with the data/information collected and whether it is ethical to access the 

information without consent. Just because an activity is described as audit, does not 

mean it is free from ethical issues. This is an incorrect assumption. 

 

There needs to be a rights approach so the focus is on the implications for peoplesÕ 

rights, and whether there are ethical issues not whether the activity is an audit or a 

research study. Attached in the appendix is a helpful article that discusses the 

similarities and differences between audit and research. However, the key point we wish 

to make is that, irrespective of the methodology there may well be ethical issues that 

need to be examined. 

 

We do not support the example provided of the Australian approach (pg 6). As 

previously stated we consider a rights approach more appropriate than debating over the 

nature of the methodology. 

 

We are totally opposed to any suggestion that an audit should not be subject to ethical 

review. The existing process of consulting with the Chair of the local ethics committee to 

determine whether an ethical review is required for an audit works well and should 
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continue to be supported. It is an assumption that may not be correct to suggest that the 

risks of harm are lower with an audit. Using the NCSP as an example, women have 

stated they will withdraw from the screening programme if audits access their clinical 

records without their consent. We contend this would be a very harmful outcome of an 

audit activity. 

 

We wish to take issue with the suggestion (2.2) that one principal role of research ethics 

committees is to ensure the safety and protection of research participants. We contend it 

is the primary function. Ethics committees should ensure studies are of a high quality 

rather than taking an active role in facilitating this. 

 

We wish to also take issue with the statement on page 10 that there are no known 

breaches of confidentiality for audit or related activities in New Zealand. WomenÕs Health 

Action made a complaint 2 years ago about an `auditÕ that had been conducted (and the 

results published in a journal) using research questions and methods where personnel 

not involved with the patients had accessed their records without their knowledge or 

consent. This situation clearly revealed the assumption that conducting an `auditÕ means 

ethical review is not required. This is why we support a rights approach where the focus 

is on the rights of participants/patients, rather than on the particular methodology or 

opinion of whether the activity is research or audit. 

 

The fact that an audit is important and needs to be conducted is not an excuse for 

ignoring the review of ethical matters. Suggesting risks of harm if an audit activity is 

delayed is shroud waving. An ethics committee would only delay an audit activity if there 

were matters of concern that the auditors had not addressed in their application.  

 

The most sensible solution would be to design a specific application form for audits, as is 

done for innovative procedures, and for this to be used for those audits that the 

chairperson identifies as requiring ethical review. 

 

 

2. Privacy and secondary use of health records in research 
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If ethics committees are considered to need a better knowledge and understanding of 

the Privacy Act and the Privacy Health Information Code, this should be an essential 

part of the orientation and training. It seems surprising that this recommendation was 

made, as it is usual practice for committees to have at least one lawyer in their 

membership composition. A lawyer would be expected to be familiar with this piece of 

legislation, as would health professionals, as this information is relevant to practice. 

 

It would be sensible to include in health service information provided to patients that their 

personal information may be used in quality activities such as audits, but that the 

information will not be identifiable.  

 

Reference to the approaches used by other countries such as the UK (page 20) is not 

particularly helpful. Although implied consent may be acceptable in the UK it is contrary 

to the New Zealand Code of Health and Disability Consumer Rights. Implied consent is 

no longer acceptable in NZ. 

 

In relation to the options for consideration, we support option 5 with an additional 

statement. The option we support would then read as follows: 

 

` Move to requiring informed consent for all research uses of identifiable data, 

with provision to apply to an independent ethics committee for a waiverÕ 

 

We wish to emphasise the importance of recognising the public goodwill towards 

research and the need to ensure this is not undermined. There is a need for more public 

discussion on what is happening in the whole area of research, monitoring and audit. 

Quality improvement initiatives should include education on the role and purpose of 

evaluation and audit. 

 

 

 

3. Draft guidelines for observational studies 

 

We do not support the proposed guidelines. They are an ad hoc, piecemeal collection of 

overseas information that provide no clear direction or information that is helpful for the 
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NZ setting. It is rather ironic to see references to the Australian system throughout the 

document when our ethical review system is considered superior, has a specific focus 

on issues relevant to Maori, the Code of Rights and relates to the NZ health system. It is 

also surprising that the American College of Epidemiology donÕt require epidemiologists 

to conduct the research and report the results in an ethical fashion! This would certainly 

be an expectation in NZ. 

 

It is also difficult to tell who the intended audience is. The way it is written suggests that 

it has been prepared as an introduction for those new to research. This is not really 

appropriate. Most of the early part of the document refers to general principles that apply 

to all research. Once again, the key purpose of ethical review Ð to protect the rights and 

interests of potential participants is downplayed. 

 

Guidance for researchers conducting observational and/or epidemiological studies 

should be either complementary to the national standard, or a part of the standard. Our 

suggestion is that this area be further developed within the existing national standard. 

 

The reference to observational studies is rather narrow, as epidemiological studies are 

just one example of observational studies. We consider the focus is indicative of the 

`knee-jerkÕ response to one problem relating to this type of methodology Ð rather than 

looking at the complete ethical review process.  

 

It is also inaccurate to state that epidemiological observational studies involve no 

interventions that involve individuals/participants. Studies involving the National Cervical 

Screening programme (NCSP) provide examples of observational studies where 

information can only be accessed from interviews with patients and/or their health 

providers. Breast Screen Aotearoa (BSA) specifically informs women that the consent 

they give to participate in the breast-screening programme includes audit activities to 

ensure the programme meets required quality standards. 

 

The section on exceptions is totally irrelevant to the NZ ethical review process as this is 

dealt with under separate legislation. The Director General of Health has specific powers 

and responsibilities in relation to outbreaks of communicable diseases so this section is 

not required at all. 
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In relation to the collection of health information (#5 pg 33), it is more appropriate for the 

GP to forward on the information to those who are most likely to meet the research 

criteria, but not to give consent on the behalf of patients. 

 

The example provided on page 34 demonstrates why input from ethics committees is so 

important! In relation to the concern about inducements (pg 35), the focus of ethical 

review is to ensure there is no coercion. Koha is not an inducement! 

 

Questionnaires are not always innocuous (pg 35). They can be quite problematic in 

relation to their appropriateness, use of jargon and terminology not used in NZ. They can 

also include questions of an intrusive nature with suggestive or distressing questions. As 

well as the need for consent, there is also a need to alert potential participants up front 

about the particular nature of the questions being asked. The role of an ethics committee 

is to independently review and look for these potential situations. 

 

The section on collective consent (pg 36) raises matters that are reflected in the 

composition of ethics committees and are part of the role of formal ethical review. 

 

The first part of the section on competency (pg 37) is intended for the provision of 

services, not research. Ethics committees have a process for dealing with applications 

that may include people who are unable to give consent. 

 

We have our own NZ legislation and privacy code relating to the collection, safe storage 

and access of health information so the reference to the American College of 

Epidemiology seems rather irrelevant. It is an essential part of the role of an ethics 

committee to take matters relating to access to personal health information into 

consideration. There is an expectation that considerable care will be taken before 

approval is given to waive consent for access to such information. 

 

The Australian reference (NHMRC Ð #8 pg 41) to the assurance that there will be no 

repercussions if a person chooses not to participate or withdraw from a study - has been 

an integral part of the required content in the participant information sheet in NZ for 

years! 
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System of ethical review 
 

National and multi-centre research  

 

We do not support the establishment of a national committee for multi-centre and 

national studies. This would just add in another layer with no clear benefit. 

 

There is also no evidence that the existing system for the review of national and mulit-

centre research should be abandoned and replaced with a whole new system. We agree 

that there could be some benefits in making specific improvements and refinements to 

the existing system.  There is, for example some clarification needed for consistency and 

about the role of making the final decision and whether it is appropriate for a secondary 

committee to veto studies in their region because they disagree on substantive rather 

than local issues.  

 

However, when taking into consideration the whole multi-centre process, it is our strong 

opinion that the benefits of the current system outweigh any disadvantage to 

researchers. The process is, afterall, to ensure the rights of potential participants are 

appropriately protected. Including a number of ethics committees in the multi-centre 

process has the added benefit of increasing the range of expertise and perspectives in 

the ethical review process. We can see no useful purpose in disempowering regional 

ethics committees. A national committee would be unlikely to recognise issues of local 

concern or the suitability of a local researcher. It would be most undesirable to lose 

ethics committees (and therefore the local expertise) in rural and provincial areas by 

taking away the multi-centre work, which currently makes up the bulk of their work.  

 

We are also very opposed to the suggestion of amalgamating regional ethics 

committees with institutional committees. This would compromise the independence of 

the committee and be like the pre-Cartwright in-house ethical review arrangements, 

which are, considered a `way of the pastÕ. 
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Statutory or non-statutory 

There is no compelling reason to change the present status of regional ethics 

committees. However, we support having in statute the requirement for all human 

research to have ethical review and approval from an accredited ethics committee. 

 

 

Second opinion and appeals 
  

We support the existing system for second opinions to provide advice and other 

perspectives for consideration. We do not support an appeal process. It is important that 

the decision of an ethics committee is not undermined. It is after all the collective 

decision of a number of people who provide a range of perspectives. An application is 

generally only declined or adjustments required where there are valid concerns about 

the proposed nature of the research. At present, researchers are encouraged to 

negotiate with ethics committees to refine applications to ensure ethical issues including 

participant safety issues are appropriately addressed. Ongoing discussion can be 

carried out with a whole committee, or with one or more members who have made 

themselves available to liaise with the research team, or with the chairperson. 

 

We do not support a system that would encourage researchers to appeal rather than 

address the ethical issues identified by a committee. 

 

There are already existing mechanisms for appeals on process. The Office of the 

Ombudsmen can investigate complaints about process, which is an appropriate course 

of action if there are concerns about the processes used by a regional ethics committee. 

In fact, this is the avenue that was used by WomenÕs Health Action and the Auckland 

WomenÕs Health Council in 1991 to establish whether the meetings of ethics committees 

were subject to the provisions of the Meetings Act. At the time, committees automatically 

excluded the public from being present. The ruling of the Ombudsmen resulted in the 

meetings being open to the public, including to researchers. 

 

Improved educational opportunities, training and orientation will better equip members of 

ethics committees to carry out their role. A focus on this would be far more useful than 

developing a new system of second opinion and appeal.  
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Once again, this proposed change is being driven by one piece of research where the 

researchers were unwilling to enter into discussions with ethics committees to resolve 

the areas of difficulty. 

 

We also support greater involvement of public forums to facilitate increased community 

involvement in the discussion and debate around emerging and current ethical issues. 

 

In summary, there are already existing mechanisms that allow for appeals on process. 

The substance of decisions made by independent ethics committees shouldn't be open 

to formal appeal processes. An approach of ongoing dialogue and negotiation, and an 

open rather than a litigious climate will best serve all involved. 

  

 

 

In conclusion  
 

It is our view that the current system of ethical review works pretty well. It has been 

developed to address matters identified by the Cartwright Inquiry to ensure adequate 

protections and safeguards are in place. The system has also adapted to suit the NZ 

situation and the values of the New Zealand public. Internationally, NZ is regarded as a 

world leader in the area of ethics. 

 

It is therefore our strong recommendation that the proposed (reactionary) changes to the 

process of ethical review in relation to multi-centre applications, observational 

epidemiological research, second opinions and appeals be abandoned. Instead, we 

recommend a process of regular monitoring and assessment of all ethical review 

processes involving human subjects. It is important that such monitoring and 

assessment is carried out in conjunction with a review of the national operational 

standard so changes can be made in a considered manner within the context of a whole 

system review rather than as a `knee jerkÕ response to a single `crisisÕ situation. Radical 

changes to one part of the ethical review process without consideration for the `wholeÕ 

may result in problematic consequences. 
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In addition, additional resources should be allocated to strengthen the current system,  

streamline and iron out current identified and acknowledged difficulties. Resources 

should also be invested in training opportunities to further enhance the valuable pool of 

people able to assess ethical standards. 

 

We also recommend a re-look at the option of the Maori framework for ethical review 

which was extensively explored in the early 1990s and received nationwide support, as 

well as siting ethics committees under the umbrella of the Office of the Health and 

Disability Commissioner. This location would be in the best interests of the participants 

of research and innovative procedures as the focus on rights would be more prominent. 
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Appendix 
 
 

CLINICAL AUDIT AND RESEARCH 
 
There has been a lot of uncertainty concerning what is audit and what is research. Since medical audit was 
ÔintroducedÕ in the late 1980s, it was likely that audit would be confused with research and vice versa. This 
is because there are important similarities as well as differences between the two activities. I t is hoped this 
article shall clear up any uncertainties. 
 
In simple terms, Clinical Audit is the review of clinical practice evaluated against an agreed clinical 
standard, in other words Ôare we doing the right thingÕ.  
Clinical Research is establishing what clinical process (e.g. treatment) produces the best outcome of care, 
in other words, Ôwhat is the right thing to do?Õ. 
 
 
Similarities between clinical audit and research  
 
Both 
¥ Study a selected patient group (sample) 
¥ Use the methods of questionnaire design 
¥ Use prospective (current practice) and retrospective (past practice) data collection methods 
¥ Use data analysis and statistical analysis techniques 
¥ Use similar reporting formats (aims, introduction, method, results, conclusion) 
¥ Both aim to improve clinical practice 
 
The above are traditionally research tools that transfer very well into clinical audit and help maintain a 
systematic approach. 
 
 
Differences between clinical audit and research 
 
The differences are more subtle than the above similarities, which is perhaps one reason for the 
misunderstandings over what distinguishes the two. The most notable differences are shown below: 
 
 
 
CLINICAL AUDIT RESEARCH 
Definitions  
Assesses whether practice meets standard(s) of best 
clinical practice 

Aims to define and set standards that, evidence 
suggests, are best clinical practice 

Does not use any interventions for the period of 
study 

May employ specif ic interventions for the period of 
study 

Is done after research Is done before clinical audit 
Has local application only to the group of patients 
studied (particular department or specialty) 

Has general application to the wider medical 
community 

Results can only apply to the group of patients 
studied 
 

Results should be replicated in all circumstances of 
treatment/intervention 

  

Methodology  
Robust methodology is produced by Ôtrial and errorÕ 
(NICE to produce audit methodology) 

Traditionally has robust methodologies in place e.g. 
the randomised controlled clinical trial 

CLINICAL AUDIT  RESEARCH 
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Methodology (continued)  
Sample sizes are often smaller and less statistically 
important because they only measure what is 
happening to the population survey. 

Sample sizes generally larger and are statistically 
important as they make inferences to a wider 
population. 

Evaluates against a standard Tests against a hypothesis 
Generally shorter time scale Often longer time scale 
  

Aims/Management  

Tends to be context specif ic Less context specif ic 
Allocated own budget Uses R&D budget 
 
 
Once research has established standards for best practice, audit can be used as a tool to see what care 
patients are receiving and assess if this matches the ÔbestÕ practice set by the research. If any aspects of care 
fall short, steps can be taken to rectify any weaknesses in current practice by bringing it up to the required 
standard. This requires, of course, effective change management techniques that are not required for 
research activity. 
 
The future lies in research and clinical audit complementing one another, both contributing to clinical  
effectiveness by using evidence based medicine.  
 
Locally in QMC, links are being established to ensure communications are maintained between the 
Research & Development Directorate and the Health Audit Resource Centre. Clinical audit may raise 
issues that require further research and conversely, research generates guidance for best practice, which 
requires auditing. More broadly, the implementation of evidence based medicine and clinical effectiveness 
are integral to clinical governance. 
 
 
 
 
 
Reference: 
Author(s) not cited (1992)  Moving to Audit  The Postgraduate Office. Ninewells Hospital and Medical School. Dundee 
DD1 9SY 


