Cross-sectoral ethics arrangements for health and disability research: Submissions summary
Introduction

In January and February 2015, the National Ethics Advisory Committee (NEAC) sought feedback on the cross-sectoral ethics arrangements for health and disability research, issues with these arrangements and ideas for enhancing them.
NEAC’s discussion document was sent to a range of stakeholders and also put on NEAC’s website. This report summarises the feedback NEAC received in response to questions in the discussion document. 
NEAC received 34 submissions in response to the discussion document; 26 were made on behalf of organisations, with the remaining eight from individuals. A list of submitters is provided in Appendix 1. 
NEAC is extremely grateful to everyone who took the time to submit a response. The information provided will be helpful for developing advice to the Associate Minister of Health on current issues and how they may be addressed. 
1.
Complex research ethics landscape
a) What could be done to achieve more cohesion across the ethical review system?

There was overwhelming support for taking action to increase cohesion across New Zealand’s ethical review system. Submitters noted that the system is ad hoc and fragmented and difficult to navigate. Many submitters considered that the inconsistencies, lack of clarity and gaps in the system were having a detrimental effect on the quality of research and how well participants were informed and being protected from harm. 

Submitters suggested a range of areas for improvement including having one body responsible for the ethical review system, a clear structure and stronger relationships, a single repository for guidelines and standards, clear and consistent ethical review, an overarching legal framework and recognising the wider context of ethical review. 

‘One-body’
· Many submitters suggested that one body, new or existing, take responsibility across the whole health and disability ethics landscape. Suggestions included the Health Research Council (HRC), NEAC, Health and Disability Commissioner, Health Quality and Safety Commission and the Royal Society of New Zealand. 

· This body would:

· establish consistent standards and guidelines integrating Māori ethical frameworks
· communicate with participants and the public to increase ethical research literacy in the wider population
· enforce standards and guidelines
· monitor the operation of ethics committees and research bodies
· ensure compliance and impose penalties for persistent non-compliance
· assess and resolve complaints
· establish mechanisms and a culture to ensure ongoing education for quality improvement, for example, training and support for ethics committee members and researchers. 

· A few submitters suggested that all research should go through one ethical review body.

Clear structure and stronger relationships
· Submitters noted that the roles of different agencies are unclear. 
· One submitter recommended work to develop an ideal structure for the research landscape perhaps using a blank slate approach. This could be a joint effort between key stakeholders, such as NEAC, Health and Disability Ethics Committees (HDECs), institutional ethics committees (IECs), Health Research Council Ethics Committee (HRC EC).
· Several submitters recommended stronger relationships between NEAC, District Health Boards (DHBs), ethics committees and Māori research offices. This could be achieved by having annual meetings where these bodies all come together. Better relationships could help to ensure there is consistent ethical advice across all bodies. 
Single repository for guidelines and standards
· Many submitters recommended consolidating ethical guidelines and information - one website, one set of guidelines.

· Submitters noted that the requirement for ethical review of health and disability research is split into three documents: NEAC’s guidelines, HDECs’ Standard Operating Procedures and HDECs’ Terms of Reference. This exemplifies the fragmentation and complexity in the ethical review system. There needs to be clarity about which ethical standards and rules apply.

· Further, the guidelines produced by NEAC are intended to be consistent with the HDECs’ Standard Operating Procedures – but this again makes the distinction between guidelines and standards unclear.
Clear and consistent ethical review

· Submitters consistently raised the need for clarity on what level of ethical review is required for what type of research. Particular issues were identified with minimal risk and student observational studies. 
· There needs to be clearer information on all New Zealand ethics committees including their function and membership, scope of review, review processes and ethical considerations for researchers. This would address inconsistencies and gaps, as well as overlaps between ethics committees.
· The public also needs to be fully informed about the system of ethical review for health and disability research. Minutes and annual reports of all ethics committees should be made publically available. 
· Submitters raised issues of access for some researchers such as those in non-government organisations. One submitter recommended work to ensure that all registered health professionals and other professional groups (eg, speech-language therapists, social workers) have access to an accredited ethics committee. 

· Other submitters recommended a clear accountability framework for ethics committees. Suggestions for increasing consistency of review included education and combined development work, rotation of committee members and using ‘test’ applications to assess quality of review.
· Suggestions were also made to streamline the application process for researchers:

· more standard processes and a clearer view of what is required for different scenarios and projects

· one single application form to cover all aspects of review eg, HDEC, Standing Committee on Therapeutic Trials (SCOTT), Māori research review, locality and institutional review.
Overarching legal framework

· Submitters recommended an overarching legal framework for the structure, composition and jurisdiction of ethics committees that is consistent with and recognises international standards for an ethical review system. This would address:
· confusion about the scope of ethical review and what the ethical (and legal) standards are for health and disability research in New Zealand 

· lack of clarity about the status of NEAC’s guidelines (eg, standards or guidelines) and which other ethics committees (besides HDECs, who are required by their terms of reference) are required to follow them
· unclear legal status and interface between NEAC’s guidelines and HDECs’ Standard Operating Procedures including the previous ‘Operational Standards for Ethics Committees’ (Ministry of Health, 2006).
Wider context of ethical review
· Submitters noted that the current ethical review system for health and disability research does not address the needs of researchers in other sectors such as education and welfare. University-based researchers may have access to ethical review but this is not the case for research conducted by local and central government, non-government organisations and community researchers. This research should also be subject to ethical review. 
· There is a need to recognise the mandate of institutional ethics committees to review research beyond health and disability research and the role of other ethics committees such as the New Zealand Ethics Committee.

· Ethics also needs to be considered in operational (rather than research) settings as people test innovative uses of data and technology. For example, is it ethical for a government agency to use health-related assessments to make decisions about eligibility for benefits. 

b) How useful is NEAC’s statement of Goals, objectives and desired outcomes of an ethical review system (GODO)?

Most submitters thought that NEAC’s GODO statement was useful. However its usefulness could be strengthened by: 
· increasing visibility
· clarifying the status of the document
· being more directive with specific and measurable actions for each outcome

· active monitoring of objectives and desired outcomes
· effective implementation including, for example, reflecting the objectives and desired outcomes in the accreditation process for ethics committees.

Some submitters noted that the GODO document does not help researchers navigate the system and NEAC’s research guidelines were more useful.

c) Are the GODO goals adequately covered by the objectives?

Most submitters considered that the GODO goals were adequately covered by the objectives. Specific comments included:
· the objectives need to spell out what will be done to achieve the goal and any desired outcomes

· ‘establish and maintain an agreed approval and accountability framework for ethics committees’ might be a better way of covering the goal of participant protection

· the need to include a reference to Te Tiriti o Waitangi or cultural competency
· the goal ‘facilitate research and innovative practice...’ implies a degree of proactivity that is not reflected in the objectives

· the need to identify objectives at the system level

· the public accountability requirements are defined but they allow unacceptable restrictions, for example, study sponsors can decide what gets published; commercial interests should never override or silence the interests of participants or researchers

· who are ‘affected communities’ and what does ‘affected’ mean?
· what ‘system review mechanisms are in place’ and what are they measured against?
One submitter suggested that the primary goal of the system is to put in place ethical review processes that protect the public and those who participate in research.
d) How could the GODO statement be improved?

In addition to suggestions under (b) and (c) above, submitters recommended:

· that participant safety, rights and well-being, as well as facilitating quality research, are at the centre

· including public review and accountability alongside self-review, peer review, ethics committee review and specialist review
· additional information on what the outcomes mean, perhaps with examples

· including an indication of the types of evidence required to meet the standards
· adding a statement on what is not included eg, the ethical review system is not about scientific review
· making it mean something in practice, with more emphasis and resource on the last three goals (protecting participants, balancing risks and benefits, recognising and respecting the principles of the Treaty of Waitangi)
· that it be developed in a more systematic way, perhaps by using the eight principle framework ‘Ethical framework for biomedical research’ developed by Emanuel, Wedler and Grady (2008).

One submitter noted that the challenges, and therefore the improvements, are more about structural, accountability and practical issues in the governance of ethics in New Zealand. Another submitter suggested that the missing piece might be the researcher’s interaction with the system. 

e) Is the plurality of functions that various public agencies (eg, Ministry of Health, NEAC, HRC) have to set standards for researchers and for ethics committees sufficiently clear and coherent overall?

Most submitters thought that the roles of different agencies were not sufficiently clear and coherent, even for the most experienced researchers. A minority thought that each agency had a clear and distinct function, although it could be confusing for inexperienced researchers. 
Aspects of the system that made it unclear included:

· the absence of a single body with overall responsibility for the ethical review process

· no clear voice that speaks to public/research participants interests and requirements; other imperatives can drive changes to operating standards

· the plethora of standards and guidance with no easy way of locating them
· inconsistency in definitions used by agencies

· lack of clarity at the interface between HDECs and institutional ethics committees, and between DHB and University of Auckland Human Participants Ethics Committee processes and requirements

· the absence of a statutory mandate for the HRC to accredit ethics committees. 

Other comments included the need to update the Code of Health and Disability Services Consumers’ Rights to address issues raised in 2014 about research on patients who are unable to give informed consent. One submitter suggested that the Ministry of Health lacks the independence required to oversee ethics committees in New Zealand. Instead, the Royal Society of New Zealand should accredit all ethics committees and construct one set of ethics guidelines along the same lines as the Canadian Tri-Council Policy Statement: Ethical Conduct of Research Involving Humans, 2nd edition.

f) What would help parties involved in research navigate through the current system?

Submitters suggested a range of ways to help parties navigate the current system:
· an independent, unified ethics review system that covers all types of health and disability research

· a single body with legitimate authority that can provide clear, comprehensive information, advice and guidance to the research community (see for example the UK National Research Authority)
· a clear and agreed accountability framework for all ethics committees

· a clear list of the various parties, their roles and how they are inter-related (see for example the NARA model from the UK)

· a one-stop shop for guidance

· a single electronic portal that takes the researcher down various pathways depending on the nature of their research

· guidance decision tree that clearly sets out the required level of ethical review for different categories of research

· simplify the system; fewer bodies that undertake peer review would be a good start

· helpline for novice researchers

· a central point of contact to streamline access to the right committee and advice on requirements for particular types of research

· receiving advice from the HDEC secretariat on whether ethical review is required

· allowing researchers more freedom to decide the level of review required and which ethics committee should review their application

· a system similar to that operating in Canada

· training for researchers who do not have institutional research office support.
Specific points requiring clarification included:

· whether full ethics applications are needed if participants are:

· DHB and primary care staff

· outpatients/patients attending community and primary care services

· the appropriate level of ethical review a study should have, commensurate with risks

· options for ethical review when studies are out of scope for HDEC review

· what is considered to be a low risk study, perhaps with examples
· definitions for clinical audit and observational research
· what comprises peer review and the standard required for audit compared with intervention studies.

g) What mechanism(s) could be used to direct or facilitate access to ethical review where a researcher is otherwise unable to access it?  

Submitters noted that there were particular difficulties with accessing ethical review for the private research sector, where the research is on the cusp of low/high risk, researchers working in community organisations and research by primary care practitioners. 

Suggestions for how this gap could be addressed included:

· a simple information pathway, accessible to all; guidance on where to access ethical review
· various types of technology (using different languages) and awareness raising at educational institutions and other relevant agencies

· a national body that can forward applications to a relevant local body; local bodies could be required to accept such applications

· informal ethical review advice for minimal risk research

· lay committees such as community juries – they could provide more robust appraisals and at less cost than the current system

· ‘low risk’ HDECs with committee members having a different set of skills than current HDECs

· facilitating access to HRC accredited committees; may require government financial support

· system for opting-in to HDEC review

· access to existing committees such as the New Zealand Ethics Committee

· existing DHB processes for low risk studies; the network of DHB research managers could assist with developing a framework for review of low-risk research and this would help ensure consistency

· new IRBs in organisations with strong research governance and review processes; ethical standards and scope of review would need to be determined
· memorandum of understanding between community researchers, research organisations and institutional ethics committees.
Submitters also raised issues associated with current requirements for ethical review. One submitter suggested that health research undertaken by government agencies and private sector agencies is inherently more likely to hold ethical challenge than research destined for publication.  Another submitter raised concerns about ethical review being required only if collection, storage or use of human tissue is without consent.
One submitter said that it is crucial that there is common understanding on whether research that is out of scope for HDEC review means that no ethical review is required.  If this is the case, then the principal investigator is responsible for ensuring the research is conducted in accordance with NEAC’s guidelines. 

One submitter noted HDECs Scope of Review Form and emphasised the need to collect information on the rate and type of application, and the frequency with which these progress to HDEC review. 

h) What would an opt-in review option for HDECs mean for HDEC workloads, and how would it fit with the recent changes? Does this have the potential to create inefficiencies?  

Submitters considered that an opt-in process for HDEC review would overload the HDECs, cause delays in processing applications and may mean that any efficiency gains are lost. The HDEC Secretariat estimates that an opt-in proposal could increase the workload by up to 30% and additional resourcing would be needed.

Submitters noted that any such system would need clear rules around the roles of HDECs and institutional ethics committees. One submitter suggested there was already duplication of effort particularly in relation to obtaining a waiver from HDECs. An opt-in process may create further duplication or just shift inefficiencies from institutional ethics committees to HDECs. 

Several submitters were concerned about the level of discretion already in the ethical review system and noted that an opt-in process would just result in more variation. Submitters noted that research currently excluded from HDEC review can still involve vulnerable populations or be more than minimal risk. These types of studies should be ethically reviewed. 
i) Who could provide informal advice for borderline cases for HDEC review or minimal risk applications excluded from HDEC review?

Submitters suggested that informal advice for borderline cases and minimal risk applications could be provided by:

· HDEC secretariat – they currently receive 5-10 requests each day relating to scope of review

· HDEC ethics committees or specialists attached to HDECs 

· research administrators in universities and DHBs with accredited ethics committees.

j) How might monitoring and accountability mechanisms for researchers (eg, to ensure good design and conduct of research and communication of results) be improved?

Submitters generally agreed monitoring and accountability mechanisms for researchers needed improvement.  Their feedback fell into three areas: education and training, regular and robust reporting, and publishing and communicating findings. 

Education and training 

· Submitters acknowledged researchers have primary responsibility for good research conduct.  It is in the interest of researchers (and institutions) to conduct well designed research and report quality findings.  However, one submitter noted that this may be difficult for new or occasional researchers without guidance or support.  

· There is no nationally accredited training for researchers and several submitters suggested training and education in good design and conduct would help to ensure researchers understand requirements. 

· There were several suggestions about who could be responsible for this educative role.  One submitter considered this responsibility lies with institutions; other submitters considered this to be central to the role of ethics committees.  A submitter suggested HDECs should organise national seminars on research conduct.

· Some submitters thought it is equally important to educate research participants on what is considered good research conduct. They should also know when and how results will be communicated.  

Regular and robust reporting

· Many submitters identified the need for regular and robust reporting. 

· The current system has no review mechanism should there be concerns about the validity, safety or ethical status of a trial.  Ethics committees have no process or responsibility to ensure a researcher carries out an approved course of research.  One submitter gave the example of raising concerns with an ethics committee about a clinical trial underway, but the ethics committee was unable to review the trial or ascertain that it was meeting approved requirements.
· An existing HDEC reporting mechanism is the annual safety report.  This report includes any relevant findings that could have a significant impact on the safety of participants.  One submitter suggested this mechanism should be extended; if there is evidence relevant to a study underway that questions the safety and ethical status of a study, the study should be investigated by a body such as SCOTT.  The submitter also suggested that it is the responsibility of the principal investigator to monitor other related studies, and take account of any ethical or quality concerns.

· HDECs noted they are planning to increase monitoring by requiring more information through their current reporting mechanisms.

· Other submitters suggested better researcher supervision, signed routine monitoring declarations from the relevant locality body, and having routine and random audits.

Publishing and communicating findings
· There is currently no way to ensure research is published or communicated to participants.  Many submitters agreed that such a mechanism was necessary for monitoring and accountability. 

· One submitter suggested that research and its findings be placed on a website.  Another submitter referred to a similarly-minded international campaign ‘AllTrials’, a platform for all clinical trials to be registered and results reported. 

In contrast, one submitter had the view that there should be less monitoring as researchers are self-motivated to uphold high ethical standards.

k) How might monitoring and accountability mechanisms for ethics committees be improved?

An issue submitters identified for ethics committees is that not all committees are accredited. Some submitters referred to the HRC accreditation process as a current monitoring and accountability mechanism for ethics committees – HRC-accredited ethics committees are required to submit annual reports, and apply for re-accreditation every three years.  One submitter suggested extending the accreditation process to existing non-approved committees so they can also be monitored and held accountable.  

Other suggestions included:

· having ethics committees peer review each other

· directing one body (eg, NEAC) to have oversight of ethics committees

· keeping a watching brief on work by Australia’s National Health and Medical Research Council on the feasibility of establishing a human research ethics committee credentialing system.
Several submitters shared their concerns on the quality and consistency of ethics committees, including:

· the weight and value of ethics committee approval are jeopardised when there are inconsistencies between ethics committees’ decisions, and there is no information about the quality of decisions; ad hoc, unaccredited ethics committees are attempting to fill gaps to meet ethical review requirements  

· the lack of clear direction and requirements around ethics committee membership, particularly around training, experience and competency.
They discussed the possibility of having a mechanism, such as a regulatory body, to assess the quality of ethics committees’ processes and decisions to ensure consistency and adherence to regulation.  One submitter suggested regular and nationally consistent training for ethical review committees.  HDEC Chairs have introduced a range of initiatives to improve consistency across HDECs, including having regular Chairs’ meetings.

Submitters also shared concerns about the lack of a review, appeal or complaints process to review ethics committees’ decisions.  Information about complaints is not readily available to the public. 

2.
Māori and health research
a) What additional support or guidance on Māori research ethics would be helpful?

Submitters suggested a range of ways for increasing support on Māori research ethics:

· increase access to Māori research models/frameworks
· provide more education and training for researchers on Māori ethics and appropriate levels of consultation
· ensure adequate resourcing for groups within DHBs and universities that provide advice on Māori research ethics
· establish clear pathways for consulting with Māori; this would be particularly helpful for new researchers, researchers in private institutions and those without established links to Māori advice and support
· increase the number of Māori members on ethics committees and ensure that these people have access to support

· provide training for all ethics committee members in Māori research ethics.
Several submitters noted the usefulness of current guidance documents but they needed to be integrated to increase accessibility and use. 

Several submitters wanted more guidance on consultation. This could help to increase consistency and understanding of different levels of consultation. More information on the level of Māori review and participation for different types of research would be helpful. One submitter requested clarity on what aspects of the research Māori consultation should cover. 
One submitter talked about the need for guidelines to assist whānau, hapū and iwi to raise issues relating to specific research projects or intellectual property concerns. Further, treating information as taonga would ensure that the information is valued, and the whānau, hapū and iwi that provide the information are treated with respect. 

Some submitters suggested increasing requirements, for example, requiring that all applications are approved by a registered Māori research organisation before being accepted by HDECs. 

Several submitters suggested a single national ethics statement or framework that clearly defines the obligations, and their relative importance, for researchers and ethics committees in respect of protecting and promoting Māori interests. One submitter also recommended that locality arrangements be overseen by mana whenua.

b) How could Māori ethical ideas and frameworks be placed at the centre of research guidelines?

Several submitters thought it would be straightforward to put Māori ethical ideas and frameworks at the centre and that it just needed to be done. One submitter suggested a separate Māori-led consultation process on how best to do this; another said that the Crown should provide the resource and facilitate. 

Several submitters recommended that Te Ara Tika be the ethical framework for all research. This would ensure that Māori interests and issues are at the centre. It was suggested that other communities would also appreciate being involved in deciding what gets researched, how studies are designed and results disseminated. 

Some submitters noted the need for legislation, awareness, training and resourcing. One submitter raised concerns about how seriously the ethics and research communities were taking Māori ethical constructs and this implied the need for much more education/training. 

One submitter said that the inclusion of Te Tiriti o Waitangi, engagement with Māori, and cultural competence should be a compulsory requirement for all researchers and documented in all research and ethics guidelines. Consultation with Māori must be consistent throughout the planning, development and concluding phases of research to ensure cultural integrity is maintained. Further, all investigators need to share an understanding of kaupapa Māori so as not to bias the research with mainstream ideologies and norms. 

One submitter noted processes already in place to support the responsibility of researchers to consult with Māori in the development and conduct of research. In particular, the University of Otago’s “Research Consultation with Māori Policy” applies to all research, not just research involving Māori participants. Members of the Ngāi Tahu Research Consultation Committee also sit on the University of Otago’s research ethics committees. 

Some submitters raised concerns about the impact of including Māori ethical ideas and frameworks on New Zealand’s ability to participate in international research. Others said that international researchers would just need to understand that this is the way we do things in New Zealand. 

Several submitters suggested additional information, guidelines, checklists and templates to assist researchers, particularly those who are less familiar with Māori ethics. One submitter recommended a web-based system that seamlessly takes researchers to relevant resources at whatever point they are at in the process. 
c) Would integrating Māori ethical ideas and frameworks into the core principles of New Zealand’s general research guidelines be one way of contributing to or supporting placing Māori ethical ideas and frameworks at the centre of research guidelines?

There was strong support from submitters for integrating Māori ethical ideas and frameworks into the core principles of general research guidelines. One submitter noted that many of the Māori ethical considerations are common sense for all, not just Māori. Another noted that some issues that may have been considered to be principally Māori concerns were becoming of increasing importance to the general public eg, sending tissue overseas, genomic research, genetic research, biobanking.

One submitter noted that including Māori ethical ideas and frameworks would help with inclusiveness and participation in studies, particularly those that may be of benefit to Māori. 

One submitter said that Māori should be asked to comment on all these issues in a separate Māori-led process.  Further, Māori must be represented on all sector research and ethics committees and the question of te reo is one for them to decide. Another submitter emphasised the need for education and training alongside any changes to guidelines. 

Several submitters suggested a cautious approach for various reasons:

· some health scenarios and diseases are not relevant to Māori

· there are many other cultural perspectives to consider in health research

· the current system is challenging so it would be important to assess the impact of any further changes

· the possible impact on the ease with which New Zealand researchers can participate in international multi-centre outcomes research.

One submitter considered that a meaningful consultation process with Māori enables the integration of Māori ethical ideas and frameworks using the current guidelines. This submitter did not support the general guidelines being built around Māori ethical ideas and frameworks; but they would support research that uses those ideas, either as a result of the consultation process or because the research had been designed using a Māori framework. 
d) What are the barriers for researchers in undertaking an appropriate consultation process with Māori?
The main barriers to Māori consultation were lack of knowledge and access to Māori who could provide advice. 

In terms of knowledge, submitters talked about understanding the Treaty, tikanga Māori, when to consult, what consultation involves and why it is important to involve Māori even when the research was not about Māori. Submitters noted that current advice on when consultation is appropriate is not consistent and there is a lack of good examples of Māori consultation. 

Cultural competency training for all researchers before they worked or engaged with Māori was strongly recommended by one submitter. 

It was suggested that there is a particular issue with international researchers who are unaware of the need for consultation with Māori. One submitter was concerned about New Zealand data being shared in multinational registries without any requirements for cultural training for those accessing the data. Education on Māori interests could be a condition of New Zealand government funding for such data collections. 

Several submitters noted that finding someone who can assist can be very difficult for researchers with no links to Māori communities. Others talked about particular difficulties for researchers in smaller institutions and private organisations. Some submitters suggested people or bodies that could provide support:

· regional iwi health governance organisations

· DHB Māori General Managers and associated Māori Health Advisory Committees

· Māori researchers. 

Other issues raised included difficulty in accessing advice early in the development of the research protocol. Several submitters suggested that the main barriers were individual researcher’s attitudes eg, fear, arrogance, racism. 

Cost was also raised as a barrier; one submitter suggested that the need for adequate funding for consultation should be addressed in research guidelines. The cost of consultation could be significant if a study was being conducted in several sites. A national forum for reviewing proposals would be of great benefit in these situations. 

Others raised issues relating to expectations of researchers. Some researchers seek advice very late in the process with unrealistic timeframes, and expect a quick turnaround. 

Several submitters talked about expectations on those providing advice. One submitter noted the risk of overload for Māori communities if everyone was required to consult on everything. More resourcing would ensure Māori were better able to provide support needed. The timing of consultation was also raised in relation to funding applications – if the likelihood of receiving funding was low, then it was a waste of resource to undertake consultation before submitting a proposal. 
Another submitter recommended rules of engagement so that there are clear expectations on both sides. This submitter also recommended guidelines for Māori whānau, hapū and iwi who are engaged by researchers, with access to independent facilitators to address any issues that might arise. 

Other barriers identified by submitters included lack of skilled Māori researchers, lack of Māori researchers on ethics committees, and insufficient training for ethics committee members on the principles of the Treaty and their application in research. 
e) What mechanisms could be available for HDECs to obtain further advice, if required, on Māori consultation and research design?

Submitters suggested that HDECs could obtain further advice on Māori consultation and research design from:

· properly constituted Māori research advisory boards

· specific Māori researchers or research offices (universities or DHBs)
· Māori health staff

· local iwi networks through DHBs
· Ngā Pae o te Māramatanga, New Zealand’s Māori Centre of Research Excellence, funded by the Tertiary Education Commission.

One submitter thought that there were mechanisms already there but that they needed to be available for all researchers.  

Several submitters noted the importance of having appropriate skills and knowledge on HDECs including more than one Māori member (with research experience) and an ability to co-opt members if required. Training for all HDEC members was recommended along with access to Māori research models and frameworks.
One submitter suggested better sharing of information between HDECs and Māori research offices, particularly where there are concerns about proposed research. Information on Māori consultation processes could also be included in progress reports for all approved studies. 
f) What more could be done to ensure research outcomes are relevant to Māori interests, aspirations and wellbeing?

Submitters suggested that discussion was needed on how research can support the goal of reducing health disparities. This goal was considered to be not well-aligned with ethics committee requirements. Several submitters also recommended more investment in research that could reduce disparities. 
Several submitters emphasised good consultation processes including early involvement of Māori in research design. One submitter suggested a national mechanism for Māori research review, with input as required from local iwi. Another suggested providing information, guidelines and templates to encourage researchers to think about how their research might contribute to Māori health outcomes.

A number of submitters talked about strengthening HDEC processes, including requiring evidence of Māori review, more attention being paid to the researcher’s response to how their research might benefit Māori, and requiring final reports to describe health gains for Māori. Another submitter recommended that HDECs have sufficient resourcing to enforce the commitments researchers have made about reporting and dissemination of outcomes.
One submitter raised concerns about changes in direction of a research project (or subsequent research projects), particularly where the changes were incongruent with the original understanding of purpose. External monitoring and independent peer review were recommended to address this issue. 
One submitter talked about the wider context for research and suggested that all New Zealanders needed to take responsibility for implementing the Treaty of Waitangi. Further, whole of government initiatives were required with anti-racism training and resources for mainstream media, schools, government agencies etc. 
One submitter commented that all New Zealanders should benefit from health and disability research. 
3.
Alternative ethical review structures 
a) What mix of HDECs and institutional ethics committees (both public and private sector) should be allowed or encouraged?

Submitters generally agreed that a mix of HDECs and institutional ethics committees should be allowed. Some thought that the current mix works well although there were workload issues. Others suggested establishing new institutional review boards (IRBs) in hospitals or a human research ethics committee that operates across all human service sectors. 
Several submitters suggested that more information was required on the current level of need for ethical review and the ability of existing committees to meet that need. To avoid fragmentation, one submitter recommended that central government be responsible for setting their function and composition. Another recommended a national framework for ethics committees.

Submitters emphasised that, whatever the mix, the role of different committees needs to be clear and researchers must be able to access ethical review when required. One submitter suggested that current committees need to accept a wider range of research proposals. Another suggested that all researchers should be encouraged to have their research reviewed by an ethics committee. 

Many submitters emphasised the need for an accreditation process, a clear accountability framework, independence and transparency for all committees. Submitters consistently raised concerns about accountability and conflict of interest with private sector ethics committees.  
b) Should the emergence of ethics committees that are established by standalone businesses or trusts be allowed, or even encouraged? 

Submitters were divided over their support for standalone ethics committees established by businesses or trusts. Those who did not agree with allowing or encouraging such committees noted:

· that the current system works well

· there are issues with private sector ethics and adequacy of governance in other jurisdictions

· this is a role of Government; a central independent body is essential for public assurance

· there are significant conflict of interest issues with potential for unbiased review being compromised by financial incentives
· it would undermine the goal of safeguarding the public from unethical research

· there would be an increased risk of adverse outcomes not being reported

· it would result in a fragmented system with different decisions, quality of review and standards across the country

· this would make it more difficult to monitor committees.

Submitters who supported establishing such committees emphasised the importance of:

· appropriate parameters, standards (eg, transparency, public information) and monitoring including, for example, oversight by the Ministry of Health or HRC
· quality assurance via HRC accreditation process
· a well-tested standard of independence before accreditation

· the committee not only acting with independence and integrity but also being perceived as acting in that way

· working within a Te Ara Tika/Treaty of Waitangi framework.

Several submitters commented on the need for more information on the demand for such committees. Others noted that such committees would address a current gap and reduce the workload for HDECs and institutional ethics committees. 
c) Should alternative ethical review structures be monitored, and if so, who could do this?  

There was overwhelming support for monitoring of alternative ethical review structures. Submitters suggested that monitoring could be done by: 

· researchers

· a government agency such as the Ministry of Health or HRC
· a central regulatory body
· The Royal Society of New Zealand

· HRC EC or NEAC
· a body that has overall responsibility for the ethical review process.
d) What would an accreditation process for alternative review structures need to include to be credible?  

Submitters considered that a credible accreditation process would need to:
· be based on an acceptable quality assurance model including standards and regular review, for example, the HRC EC process or the Australian accreditation system (requires annual registering and reporting to the National Health and Medical Research Council)
· be consistent with the New Zealand-wide accredited ethics committees, New Zealand specific guidelines and international standards
· have an independent chair and independent members; members details including, for example, qualifications and current ICH Good Clinical Practice certification should be available online
· include routine audit and frequent peer reviews of applications/decisions by another committee of equal standing

· include audit of studies after they have been conducted to ensure consistency with the approved protocol

· make all meeting minutes and decisions publically available
· include a long-term commitment to the infrastructure needed for processing applications, keeping records and managing appeals

· include evidence of good research practice, management and governance.
One submitter noted that even when review committees (such as the Accident Compensation Corporation or Social Policy Evaluation and Research Unit) are initiated and owned by a particular agency, there are certain steps (such as appointing independent, external members and adherence to an established set of guidelines) that can contribute to their robustness, consistency, professionalism and effectiveness without compromising their autonomy and unique identity.

e) Are there any other suggestions (apart from accreditation) for ensuring good governance frameworks and quality of review for ethical review structures?

Other suggestions for ensuring good governance and quality of review included:
· quality review of accredited committees for consistency, effectiveness and adherence to regulation

· obtaining detailed feedback from applicants

· independent members and a sufficient number of scientifically literate members on the ethics committee
· a government funded body that approves and reviews human ethics applications for research proposals
· ongoing training and education

· charging a fee for ethical review by HDECs.
f) What is the indemnity status of alternative ethical review structures?

In general, submitters thought that the respective organisation to which the ethics committee belongs should ensure indemnity cover. Several submitters suggested that indemnity status should be the same for all ethics committees. Additional comments included:
· liability for institutional ethics committees needs clear boundaries including liability when reviewing applications from researchers employed outside of their organisation

· it must be clear that the institution is capable of indemnifying the ethics committee and that this ability goes well into the future (10+ years)

· ethics committees should not be able to contract out of any liabilities

· ethics committees could be required to deal with indemnity as part of the approval process.
g) Is the indemnity status a barrier to seeking ethical review from alternative structures?

Most submitters did not consider that indemnity status was a barrier to researchers seeking alternative ethical review (because of the reduction in scope for HDEC review). 
4.
Peer review for scientific validity
a) What are the barriers to accessing scientific peer review?
Submitters identified a range of barriers to accessing peer review including:

· researchers lack of understanding of peer review and how to go about getting peer review
· a lack of clarity on what is required for peer review and who a researcher’s “peers” are
· variable processes and culture within universities including, for example, the degree of peer review for student projects

· finding a suitable peer reviewer – this can be a particular problem for researchers in community organisations
· insufficient experts in certain fields within New Zealand eg, health services research
· overloaded peer reviewers who may also be asked to review funding applications and publications

· insufficient time for peer reviewers to do a good job and difficulty in knowing how far to go when poor protocols are submitted and/or researchers are unwilling to heed advice

· expectations of payment for peer review
· accessing independent peer review when working on a commercially sensitive project
· conflicts of interest particularly with medical specialisation

· extra resource required to set up, manage and moderate the peer review process.

b) What other options could be provided for researchers seeking scientific peer review?

Submitters proposed a range of options for researchers seeking peer review:
· senior colleagues working in the same therapeutic area (not necessarily New Zealand-based)

· researchers with sufficient expertise and standing in the scientific community
· an online list of people who are competent and prepared to provide scientific peer review

· HDECs carrying out peer review – HDEC membership would need to include a biostatistician and qualitative researcher (or ability to access these as required)

· accredited ethics committees providing peer review for researchers who are unable to access peer reviewers

· facilitated access to local and national clinical research networks

· research review committees within DHBs or other organisations

· institutions could review low or moderate risk studies; scientific review could be a function of IRBs
 if these were established in New Zealand
· institutions and DHBs could collaborate to set up a panel of peer reviewers with access on a fee for service basis
· review committees for grants or funding applications

· scientific review committees associated with collaborative research groups

· HRC facilitating access to high quality peer review for difficult or high risk cases

· increasing access by paying for peer review.

c) What additional guidance on scientific peer review would be helpful?

Submitters suggested a range of areas where more detailed guidance could be provided:
· level of peer review for different types of research eg, student projects, low risk, complex study design, innovative methodologies

· peer review for qualitative research

· peer review for commercially sensitive projects

· definitions for terms such as ‘independent’ and ‘appropriate expertise’
· requirements for independent review; it may be helpful to explain what is not acceptable or specify the minimum level of independence eg, peer reviewer not involved in the study and will not benefit directly from the researcher’s involvement in the study

· when internal peer review is appropriate, perhaps based on level of risk

· what constitutes acceptable peer review and how this will be evidenced including expected level of formality
· peer review format, for example, a clear and detailed format covering scientific validity as well as methodological rigor
· reference to standardised methods such as Consolidated Standards of Reporting Trials and the STROBE statement (strengthening the reporting of observational studies in epidemiology)

· reference to critical appraisal documents appropriate to the study design

· types of amendments to protocols that require peer review

· guidance for peer reviewers.
One submitter raised concerns about the merging of peer review (which does not require independence) with scientific validity in the current NEAC guidelines. Peer review, whether robust or not, remains an insufficient criterion for ethical review. It is important that review mechanisms are independent and scientifically robust. Scientifically unsound research puts participants at risk with no individual or societal benefit. 

One submitter suggested revisiting the separation of scientific merit from consideration of overall ethics of the study. 

Another submitter recommended the introduction of an independent process for scientific peer review once a clinical trial is underway. An independent review could be triggered by an HDEC if valid questions about scientific validity are raised during the trial, particularly where the concerns relate to participant safety. 

One submitter emphasised the need for operational review of research, in addition to scientific review, to ensure that the host organisation can accommodate the research and that there are not competing research interests or conflicts of interest. 
d) What mechanisms could be available for HDECs to obtain advice on the scientific peer review of a proposed study?

Several submitters suggested that HDECs include members who are able to provide advice on study design. Related comments included the importance of such advice being context dependent; in particular, different expertise is required for review of feasibility studies, clinical trials, qualitative and quantitative research. Others thought that any member experts should be able to provide advice across HDECs and that there be a process for managing the differing views of experts. 

Others suggested increasing access to external experts through: 

· a list of competent and willing experts eg, highly regarded researchers in therapeutic areas
· an accredited and funded panel of experts
· HRC or institutional review committees

· ethics committees being ‘flagged’ as having specific expertise in a given area of research

· funding, resourcing and active development of expertise.

Access to external advice would be particularly helpful for unusual or complex studies, where there is doubt about the quality of scientific review or where there is a significant protocol amendment. 

One submitter recommended that HDECs should be able to seek advice on the scientific and ethical status of a study that is already underway. 

5.
Audit and audit-related activity
a) Does the current classification of studies into observational research and audit or related activity act as a barrier to audit and related activity?

Most submitters did not think that the current classification acts as a barrier to audit and related activity. But many noted that the unclear distinction between observational research and audit could result in:
· unnecessary ethical review of audits and related activities
· weakening of research methodology to avoid HDEC review

· failure to publish important generalisable findings.
One submitter thought the classification could facilitate audit because it was outside the scope for HDEC review and this meant that researchers did not need to undertake the extra work associated with the application process. 
Several submitters noted that even though ethical review was not required for audit, there were often ethical issues and researchers still needed to comply with NEAC guidelines. 
Several submitters argued that audits should be subject to ethical review or at least be able to be submitted for ethical review if there is doubt. One submitter recommended that all research involving human participants be presumptively subject to ethics committee oversight so that researchers follow an “if in doubt” policy and submit their research to an ethics committee. The ethics committee could then determine whether a lower-level of review or none at all is appropriate for audits and related activities. Standards for ethics committees would set out the process for assessing the level of review required and engaging constructively with the researcher. 
Other concerns raised by submitters included:
· variable interpretation of definitions by hospital managers or organisations; they need to be able to advise what ethical review is required for different projects

· definitions not universally accepted or known about

· patients not knowing that their information may be audited
· audit results not being published

· the lack of a short form for HDEC review; this may act as a barrier for low-risk research.
b) Do you think the definition of audit could be improved, and if so, how?

Most submitters thought that the definition of audit could be made clearer. Particular concerns with the current definition included:

· the distinction based on purpose is arbitrary and unhelpful
· research classified as audit but with significant risks is not being picked up
· it is too broad and researchers can think they are doing audit when it is really research

· clinical audit can raise ethical issues and it is not always a low risk activity.
Submitters suggested that NEAC consider international approaches to defining audit. There was support for both approaches outlined in the discussion document: a checklist to differentiate between audit and clinical research, or a risk assessment approach to determine whether ethical review is required. 
Several suggested that audit be limited to studies that measured an organisation’s performance against standards or objectives. With an audit, there should be no risk of harm and an intention to primarily report results to others within the service. When additional data is being extracted, generalisable new knowledge is being created or publication of results is intended, then the study should be classified as observational research.
Other suggestions for improvement included:

· being clear about which activities risk breaching ethical standards

· using scenarios to make it simple

· defining measurable indicators of performance and/or quality through use of examples

· clarifying whether ethical review is required for publication of clinical audit outcomes
· clarifying when the purpose of an audit changes from improving delivery of services to generating new knowledge

· allowing a common-sense approach because audits generally involve low-risk ethical considerations
· providing greater clarity in borderline cases
· clarifying whether single-case research designs are observational studies or intervention studies.
One submitter noted the requirement for doctors and specialists to participate in clinical audit activities as part of their annual practising certificate. It would therefore be important to consult on any proposed changes. 
c) How useful is it to classify studies into observational research and audit for the purposes of knowing whether or not ethical review is required?  

Most submitters thought it would be useful to classify studies into observational research and audit for the purposes of knowing whether ethical review is required. However, submitters emphasised the need for a clear distinction including better guidance on identifying risks, when an audit activity requires review or becomes observational research, and what level of review might be required for different types of study. 
Other submitters did not see the value in such a distinction. Reasons included the lack of a link between the observational research/audit continuum and ethical review, inadequate consideration of risks and the need for ethical review of all studies. One submitter thought that distinguishing between observational research and audit may be a red herring especially where data sharing and integration, and operational use of data is becoming more common. 
Some submitters noted that there should be no requirement of ethical review for audits. Others thought that ethical review might still be required for audit, for example, where required by DHBs, universities or international quality standards. 

One submitter noted that it is not clear what aspects of NEAC’s current guidelines for observational studies apply to audit activities, in particular, whether audit activities may be more than minimal risk studies. 

One submitter noted that providing good guidance and advice on whether studies are research or audit requires time and effort by experienced locality and HDEC staff; there needs to be a better resourced HDEC advisory system and e-decision support. 
d) Are there other international approaches for distinguishing between research and audit that have worked well?

Only a few submitters made specific suggestions for international approaches that worked well. 
One submitter recommended the Avon Primary Care Research Collaborative tool “Is your project research, evaluation or audit?” (http://www.apcrc.nhs.uk/governance/is_it_research.htm).

Another submitter supported a risk assessment approach, for audit as well as observational studies, to determine whether ethical review was required. They noted that it would be helpful to have a clearly defined threshold of risk, criteria for judging whether an activity has reached the threshold, and clarity on when expedited or full review is required. 

A further submitter described pharmacovigilance (post-marketing surveillance) that involves monitoring adverse effects of pharmaceuticals after introduction into the general population. Pharmacovigilance must be done by an independent organisation and include information that reflects gender differences and the diversity of the population. All adverse events must be reported. 
e) Could a risk assessment approach be applied to observational studies when thinking about whether or not ethical review is required?

Most submitters thought that a risk assessment approach could be applied to observational studies to determine whether ethical review was required. However, a couple of submitters were concerned that this approach could make it more complicated and more open to interpretation. One thought that distinguishing between audit and research might be a more straightforward approach, particularly when there is discussion and debate internationally on this issue. 
One submitter noted that while a risk assessment approach might be possible to determine whether HDEC review was required, this would not necessarily remove the need for ethical review within an institution (eg, the University of Auckland requires ethical review of all observational studies involving human participants). This submitter also noted that the person undertaking the risk assessment would need to be reliable, have processes subject to monitoring and not be conflicted in their decision-making. 
Another submitter’s view was that all observational research should be subject to ethical review as there is always an element of risk. 

Other comments included:
· a risk assessment should be applied regardless of how you classify the study

· the context of the research can be a key factor in the risk assessment and some researchers struggle to identify risks especially for multiple stakeholders eg, the participants, organisations and researchers themselves

· an ethics committee should undertake the risk assessment

· this approach may require an amendment to the Health Information Privacy Code Rule 11

· non-identification of individuals and confidentiality would need to be built in.
6.
Innovative practice

a) Should further guidance be developed on innovative practice?

There was overwhelming support from submitters for guidance on innovative practice. Possible benefits from such guidance include:

· improving understanding and minimising subjective interpretation of what constitutes innovative practice among clinicians

· distinguishing between well researched innovations and something that is no more than a good idea or a sales point of difference

· a higher level of protection from risk for consumers; a particular concern is using drugs tested on adults for children
· clarity and protection for practitioners who would be happy to follow the rules if they were well known and explicit.
b) What guidance on innovative practice would be helpful for health professionals?

Submitters suggested that new guidance would need to:

· provide a clear definition of innovative practice

· set out ethical considerations with a particular focus on informed choice and consent

· identify risks including those, for example, associated with developments in data sharing, research capabilities and new data practices

· describe different levels of risk, perhaps with the use of scenarios

· specify when ethical review is required.

Other related feedback included:
· that health professionals need to be consulted directly on this issue

· the need to consider uptake before developing guidance
· the need for monitoring within DHBs

· that innovative practices should be evaluated and monitored using appropriate research methodology with a comparison of outcomes from existing standards of best practice
· concern about the extent of off-label prescribing occurring within everyday practice

· whether or not non-DHB health professionals are subject to DHB oversight of off-label prescribing
· the ad hoc and unsatisfactory process of presenting clinical observations from off-label prescribing as case study reports at conferences for critique by peers.
c) What are your views on current processes for reviewing innovative practice?

Several submitters indicated that they did not know what the processes were and it was therefore important to address this lack of visibility. Those who did know about current processes thought they were inadequate and needed to be improved. Particular concerns were raised about:
· lack of protection for consumers

· lack of a mechanism to ensure that clinicians seek approval before introducing innovative practice into standard practice

· products, medicines and procedures being tested without ethics oversight or proper informed consent procedures

· new surgical interventions and medical devices that have not been thoroughly reviewed

· inconsistency across DHBs

· un-researched remedies being provided outside of the medical/ethical framework.
Submitters suggested that:
· innovative practice should be encouraged but it needs to be subject to ethical review within a Te Ara Tika/Treaty of Waitangi framework

· ethical review of innovative practice is required because there are costs as well as potential safety implications

· there needs to be a formal process to stop health practitioners experimenting on patients

· all innovations are research and the same criteria as for intervention studies should apply

· innovative practice should be peer reviewed through an objective process, be well-monitored and have cost-effectiveness established before introduction into routine practice
· those conducting innovative practice must be capable of conducting high quality, prospective audit and outcome analysis on that practice and have an agreed national dissemination strategy
· there needs to be processes with resourcing for hospital-based research conducted as part of professional development and specialist training
· reviews could be conducted by the National Health Committee, DHBs or an HDEC (with expertise in innovative practice).
One submitter considered that innovative psychological practices, for example in education, should be encouraged. The absence of an accredited human research ethics committee outside of the health and disability sector would impede such practices if there was a requirement for ethically approved research before a practice could be used in day-to-day casework. 
7.
Other issues

a) What other issues are associated with the cross-sectoral ethics arrangements for health and disability research?

Responses to this question reiterated submitters’ concerns about the lack of cohesion and the inconsistencies and gaps in the current system.  In particular, submitters noted the absence of an overarching governance structure to ensure accountability for researchers and provide assurance that research is being carried out ethically.  

Submitters raised two different issues about ethical approval as a requirement for journal publication.  Editors do not always check the quality of ethics approval and editors are unable to measure the quality of the decisions.  For publication purposes, it is not always known or clear to editors when ethical review was not required. 

One submitter also considered it unethical for industry-sponsored trials to have restrictions around publication of research because it does not protect research participants. 

Several submitters raised the issue of ACC and insurance coverage for industry-sponsored research.

· Research participants involved in industry-sponsored or overseas research trials are not covered by ACC.  This is particularly risky for these participants because it can be very difficult to obtain compensation in the case of an injury or adverse event even if insurance cover is available.

· Most of the submissions on this issue suggested that ACC compensate participants for adverse events resulting from participation in an industry-sponsored trial, and take responsibility for recovering the costs from the industry’s insurers.  Australia has an ACC-equivalent body selling insurance packages to industry or overseas sponsors.

Submitters also raised a range of other issues:

· the need for better guidance for medical devices, generic drug trials, biobanking and sending tissue samples overseas

· an unclear interface between law and ethics and whether the purpose of ethical review is to ensure research is lawful rather than ethical

· whether it is appropriate to require registration for all trials

· using ethical review to protect participants from harm and ensure informed consent, and the ethical implications of excluding subjects who cannot give informed consent

· the requirement for ethical review should be based on the potential harm to participants rather than ‘type of research’ 

· future-proofing New Zealand’s ethical review arrangements – acknowledging that while the scope of the consultation looked at health and disability research only, research environments are progressing towards cross-sectoral collaboration
· ethics committees need to consider all primary care research that is important or involves vulnerable people, irrespective of the methodology.
Several submitters recommended that there be a review to determine whether the HDEC scope of review has become too narrow. Other concerns were raised about HDECs’ workload and their ability to provide robust and comprehensive ethical review.  

b) How might these issues be addressed?

Submitters had a range of suggestions for addressing issues raised.
· Accreditation of ethics committees.
· ‘Systems’ approach to the current ethical review environment – to monitor the quality and effectiveness of ethical review, and that all research should be subject to ethics committee oversight.

· Ethical review should be accessible for all researchers and this might mean a move away from university-linked ethical review.

· Have one set of standards for intervention studies.

· Have a national conversation on ethics.

· Accountability for clinical intervention trials that are underway – they should be subject to review by an independent New Zealand body capable of undertaking scientific and ethical review (eg, SCOTT).  HDECs could make referrals for review and guidance when they receive information questioning the scientific merits, safety or ethical status of an ongoing trial. Other parties could also raise concerns directly with the independent body. 
Appendix 1: List of submitters

Organisations

Health Research South, Dunedin School of Medicine and Southern DHB
Cancer Trials New Zealand
Fisher and Paykel Healthcare Ltd
New Zealand Ethics Committee

University of Otago Human Ethics Committee (Health)
University of Auckland Human Participants Ethics Committee

Massey University
Health and Disability Ethics Committees Chairs
Health and Disability Ethics Committee Secretariat
Health Research Council Ethics Committee (HRC EC)
Advisory Committee on Assisted Reproductive Technology
Capital and Coast DHB
Auckland DHB
Regional Public Health, Hutt Valley DHB
The Royal New Zealand College of General Practitioners 
New Zealand Nurses Organisation
New Zealand Psychological Society
Australian and New Zealand College of Anaesthetists
Breast Cancer Aotearoa Coalition
Auckland Women’s Health Council
Federation of Women’s Health Councils Aotearoa
Women’s Health Action
The Nathaniel Centre – the New Zealand Catholic Bioethics Centre
Tatauranga Aotearoa Statistics NZ
New Zealand Law Society
Health and Disability Commissioner
Individuals

Professor Susan Dovey

Ben Gray

Dr Sarah Hunter

Dr Hilary Stace

Mary-Anne Woodnorth
In addition, three individual submitters requested their information be withheld by NEAC in the event of an Official Information Act 1982 request.

� IRBs are formally designated committees that approve, monitor, and review biomedical and behavioural research involving humans
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