This document outlines the submissions made to the National Ethics Advisory Committee Public
Consultation on the draft National Ethics Standards for Health and Disability Research.

The consultation received 103 submissions in total. This document does not contain submissions
that are not approved for publication.

Caveats

e Submissions are not edited in order to preserve their original state.

o Cases where a likert scale response states ‘Strongly’ is ‘Strongly Agree’. This is an IT issue
caused by an error in the online consultation. The error has been amended for the data
tables generated from these responses.

o Please note that 30 submissions were submissions received in PDF or paper form,
including scanned letters. All efforts have been made to enhance readability.



Response number 1

Name [redacted]

Organisation [redacted]

Role Professor , teacher , researcher
Interest group Academic

Publish response Yes

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Disagree

Please outline your reasons:
It is very complicated and unnecessarily detailed. There needs to be a short version

The standards are applicable to all types of health and disability research
Strongly Disagree

Please outline your reasons:

The problem is they cover too much. | just want to do simple behavioural interventions and | have
to answer questions about drugs and blood sample which are totally irrelevant

The standards balance protecting individuals with the realities of conducting
research

Strongly Disagree

Please outline your reasons:

The HDEC committees get in to research design. | had to do 4 resubmits on one study and they
wanted an external referee and were not happy with that one and asked for another. The first one
has just become a professor of nursing and epidemiology. They need to stick to protecting patients

The standards support researchers to navigate ethical challenges in health
research

Neutral
Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Disagree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Disagree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree



Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. : | am confused by
this question

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Disagree



Please outline any missing ethical issues or principles: It does this but this makes it too
unwieldy

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Strongly Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants



The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:

The issue is that the patient information sheet is way too complicated. Virtually no participant reads
it. They are happy with a verbal discussion with the interviewer. A brief summary would be much
more workable.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If yes, please
provide feedback

Yes
Please provide feedback with reference to the paragraph(s) in question: see above

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

NA

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Deception is a poor word. There is the concept of resentful demoralization where the control group
know they are getting an control intervention. For subjective outcomes like pain or mood/anxiety



this affects the validity of the study. It is important that participants do not know what they are not
getting otherwise the study is ruined.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:

The design issues should not be a matter for the ethics committee unless they think it impinges on
the safety of participants. They should rely on the referees.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:
Covers too many studies e.g. dangerous new drugs versus simple behavioural interventions



The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Charging participants

Please outline your reasons:

The other issue is paying participants. some committees don't allow this to be mentioned in the
information sheet. When | have offered a payment afterwards many participants say that | should
have mentioned that at the beginning they may have been keener to do the study.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No



Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Neutral

Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question: Keep tissue section
as a different application as it is way more complicated

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:



The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:



Response number 2

Name [redacted]

Organisation [redacted]

Role Bioinformatics Research Analyst
Interest group Academic

Publish response Yes

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:

The standards are [in general] suitably prescriptive and cover most of what | think is an ethical
concern in research.

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:
| don't have enough domain knowledge to know if it's applicable to areas outside my own interests.

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

Individual protection needs more emphasis; | don't think it's appropriate to justify individual
disrespect using the shield of "standard research practise".

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

The principles, in particular, provide a good grounding. It would be a great idea to relate at least
major sections back to the dominant principles to keep reminding people that the ethical guidelines
are attached to the skeleton of the principles.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Agree
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Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Disagree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Disagree

Please describe the ethical challenges that are missing:

Personal research. If I'm studying myself (i.e. | serve a dual-role as both participant and
researcher), what do | need to do to demonstrate informed consent? Who else needs to be
consulted? Do | need ethics approval for publishing results of such a study?

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

The difference between the types is stated, although | don't recall much emphasis on how points
differ in their interpretation when applied to observational or interventional research.

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral

Please outline your reasons or suggested improvements:
The scope feels like an uncomfortable merging of different concepts:

«Generation of knowledge
+Having a purpose
«Collecting data

«Analysing data

«|nteractions with participants
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It seems like the definition is trying to skirt around some non-definitions. There are a lot of
conditional statements. The "what is not research” section helps to clarify this a little bit, but mostly
through examples, without any overarching non-research definition.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
S4.6 Is self-research (where the researcher and participant are the same person) within the scope
of the standards?

S4.6 | don't understand why surveillance is not considered research. | don't think it's appropriate to
state that something is not research because it is not obviously generalisable. Perhaps the
distinction would be better stated as "basic research” vs "applied research”. See Wikipedia
[https://en.wikipedia.org/wiki/Research] for more information. Any surveillance or continual
monitoring *should* require proper process and ethical approval. Yes, | understand that will cause
an uproar in many businesses.

S4.7-4.22 The "Innovative practise" definition and explanation is great. More like this, please.
Otherwise, things are very unbalanced; it makes it seem like innovative practise is the only form of
research that matters.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
Great section; a core set of ethical principles is very useful for framing the remainder of the
document.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Communication is a very important part of research. | think that researchers should have a
specified means of communication directly to the *participants*, rather than just the community that
they are members of.

When someone involved in research stops communicating with others, that's really bad. I've had a
response along the lines of, "I don't want to discuss this further with you" on multiple occasions,
including from the appointed academic mediator, and the Ethics Committees manager. There's no
appropriate (or prescribed) way to advance research in such a situation, which means that the
most ethically-appropriate action is to withdraw ethical approval and halt the research immediately.
This leaves behind a lot of wasted time and money, but more is wasted by trying to continue in
such a situation.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.
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Yes

Please provide feedback with reference to the paragraph(s) in question:

Generally, the principles are great. My main comments are around needing more emphasis on
participant control - making that implicit principle explicit. "Researchers are expected to learn as
well as gather data in research, to collaborate and to give back to the community (eg, through koha
and sharing ideas)." [S

5.7] - a good principle to have; | think a minimal sharing protocol needs to be specified in ethics
applications. But | also think it needs to go a bit further than this:

researchers should have a specified means of communication directly to the *participants*, rather
than just the community that they are members of.

Also S 5.7: "The relationship between researchers and participants (and New Zealand
communities) must involve trust, respect and integrity." Definitely.

*Informed* control, and *informed* trust, is important in research.

Although in S 5.7, the "Tika" and "Mana" sections do not have a prescriptive final sentence, as in
other sections: "Researchers must / are expected to...." Adding such a sentence would do well to
clarify the meaning of the terms.

S 5.8: "An important mechanism for respecting participants’ autonomy in research is for
researchers to seek their free, informed and ongoing consent." -- Yes.

Approval is a continual process, and can be revoked by participants at any time. Researchers need
to be aware of this.

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

This section is great, in that it demonstrates (in a prescriptive fashion) ways in which research can
be made more equitable.

As pointed out in 6.11, "All research in New Zealand is of interest to Maori: every study can offer a
training opportunity for a Maori researcher; every study may carry risks or produce benefits for
Maori; and all research has the potential to help Maori achieve their aspirations. Every study in
New Zealand therefore should consider the degree to which it can contribute to Maori health
outcomes."

This section is really about making research more fair, and more generally applicable. It may be
necessary to single out Maori as a disadvantaged group, but it's important for researchers to think
about all biases or prejudices that they may have. By excluding Maori from research (both as
participants and as researchers), the researchers are doing a disservice to the scientific community
as a whole.

The section covers all relevant ethical issues and/or principles for health and

disability research in New Zealand
Neutral
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Please outline any missing ethical issues or principles:

It's impossible to cover everything. My suggestion (especially for this section) would be to link
sections back to the Te Ara Tika principles, pointing out that these are guidelines that are derived
from the application of those principles to research.

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Disagree

Please provide feedback with reference to the paragraph(s) in question. :

"As above" is not useful, and potentially harmful. Consider what that statement means for "Maori
centred research:

«it implies that there is a heed for and instiutional review that confirms the exclusion of Maori is
valid and justified [contradictory].

«it implies that the default control for the path of research lies with the [western] institution

Further, the least explanation is devoted to "Research not involving Maori". There needs to be an
expansion of that, pointing out why it's a problem. | also think that there should be an independent
[ideally Maori-led] "review that confirms that exclusion of Maori is valid and justified". If an
institution has only ever done research that excludes Maori, it would be silly to expect them to not
be able to find some random justification for continuing along that path.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

This should really be a subsection of the previous section. It also typecasts non-Maori and non-
Pacific individuals as not being interested in these qualities, whereas what is frequently found is
that improving research for under-represented minorities also improves research for other groups
as well.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline your reasons why the section is or is not fit for purpose:

This repeats a lot of what was in the previous section. It would be better to separate out those
repetitive bits as a separate section, and only detail the things that are different for the Pacific
people. As stated elsewhere in the consultation document, "overburdening participants with
information that reduces their ability to provide effective informed consent.” This applies to
guidelines as well; too much information (particularly when repeated) can be harmful in getting
people to understand something.

Here's a rough-cut example of generalisations that take the common elements from this section:
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Any ethnic term, such as ‘Pacific peoples’, does not refer to one homogeneous group of people.
People come from a distinctive range of cultures, heritages, languages and diverse communities.
The diversity can be both ethnic and national and includes people born all over the world, as well
as those who are born in New Zealand.

Communities can have a holistic perspective of health and wellbeing. This includes an
interconnectedness between beliefs and values, as well as between cultural, emotional and social
dimensions, and a view that health and wellbeing are often influenced by family and community,
specifically in relation to health and iliness.

A research protocol must demonstrate cultural integrity and should be developed only after the
researchers have established meaningful relationships with the ethnic communities involved.

Research protocols must describe how the study will address the inequities in health outcomes of
under-represented minorities.

Researchers should aim to understand individual and community dimensions of health as well as
the basis on which participant engagement in research is founded.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The title of this section is incorrect, and that colours my interpretation of the section. It should
instead be titled as in the first subsection (i.e. "Vulnerable participants"). The additional "colour"
paragraphs prior to that are better placed within the "Vulnerable participants" section.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:

This statement, "The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand", is not appropriate (for this section, and for other sections). At
best, the entirety of the consultation document "covers all relevant ethical issues and or principles
for health and disability research in New Zealand"; any particular section is not sufficient.

If this section were really about participant categories, then it should also include an "other
participant” section, or similar.

Do you have any comments on specific paragraphs of the section? If Yes, please provide

feedback.
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No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Informed, non-coerced consent is a tricky ideal, made even more tricky by allowing research where
such consent is not provided. | don't think that "the ends justify the means": research done badly to
achieve a good goal is still research done badly.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
See above.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
| disagree with S 9.22:

"If they do not significantly amend the study, researchers should consider participants’ consent to
be ongoing unless they have reason to believe a participant is withdrawing consent."”

I think the researchers actively need to maintain consent, especially where public disclosure is
involved (in any form). Public disclosure must be be authorised by participants. Agreements made
for blanket approval of public disclosure (e.g. 'there is no need to approve every student
presentation’) should not be allowed.

One of the issues with the research that | did was that the participant's representatives didn't feel
they were sufficiently informed about dissemination of research, even though that was authorised
in the initial agreement, and even though | was persistently trying (to the degree of annoying the
participant representatives) to inform the participants about my research.

9.31: "not overburdening participants with information that reduces their ability to provide effective
informed consent”

vs 9.32: "the higher the risks participants face... the more detailed the information”

That should be, "the higher the risks, the more clarity required"

16



S 9.37/9.38: | will reiterate my distrust of biobanking; it removes control from participants to satisfy
the demands of centralised management and academic efficiency. This is not, "You participate in
this research”, it's, "Here's what we're doing; if you don't like it, that's your problem". Here are a few
phrases from these subsections that concern me:

+"good governance structures" [removing control]

«"state... whether there is a cultural protocol for its disposal" [statement; no participant choice]

="when a tissue sample is sent overseas... without New Zealand representation” [removing control]

«"whether the donor’s identity and details will remain linked with the sample" [statement; no
participant choice]

«"whether the donor can withdraw consent" [consent should *always* be able to be withdrawn]

«"they relinquish their right to withdraw consent" [... it's not a right, then. But it should be]

«"whether the donor may be contacted in the future about their tissue sample" [statement; no
participant choice]

+"acknowledge that the donor will not own any intellectual property that may arise from any future
research" [this is worse than a statement of a "whether"; this isencouraging researchers to be
non-participatory]

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

"the law on research with participants who are unable to consent restricts when research can be
carried out in this population.”

Good. If informed consent is not possible from a participant, or their appointed representative, then
research, or surveillance, or whatever else you want to call it, shouldn't be carried out.

"Once researchers have demonstrated that the participation of individuals who are unable to
consent are necessary to answer the research question”

If informed, uncoerced consent can be obtained after the data is acquired, but before the results
are analysed, then | would consider that acceptable [consent is a continual process]. Otherwise,
the researchers should be asking a different question.

Attempting to take this to the extreme, "What happens to brain activity when | drive a hot stake
through the heart of an unconscious crash victim who will die in 10 minutes?" is not something that
can be consented to in an informed fashion, either prior to the research, or after the research is
carried out. It's also not a question that should be answered through research.

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

I don't think that "the ends justify the means": research done badly to achieve a good goal is still
research done badly.

If informed, uncoerced consent can be obtained after the data is acquired, but before the results
are analysed, then | would consider that acceptable [consent is a continual process]. Otherwise,
the researchers should be asking a different question.

Research benefits and harms
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

This seems to be a good summary of potential harms; it made me think about the actions of
research in terms of harms as well as benefits.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:

At this point I'm starting to write more fluff, because there are too many questions, and their
structure is too similar.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section has been linked back to Te Ara Tika, setting a good foundation for the guidelines.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

S. 11.10-11.11 "Protocol" has a different meaning in my area(s) of medical research. | would use
"Proposal" instead of "Protocol". A research protocol tells someone how they can carry out a
specific task, and doesn't [typically] have these things:

Study site, sponsor
Literature review* study justification

... actually, pretty much everything there. This is a "Research proposal”, not a "Research protocol".
See 11.23, where "research proposal" is uses.

Types of studies
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

| liked the verbosity of this section. It made me aware of a couple of study designed that | hadn't
previously considered or thought about (in particular, Equipoise, and that control groups should
receive established effective interventions).

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

It's great to see another linking to one of the principles (whakapapa), and acknowledging that
research practises have their own whakapapa (which in most cases are hidden from people
evaluating the ethics of research).

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:
Open, transparent research should be highlighted here.

While it's not appropriate to make individual-level data available to others in an uncontrolled setting
(and possibly not even in a research setting), publicly reporting research proposals and results
(even if they are null results) can substantially reduce harm in the future.

Researchers should publish (where possible) in open-access journals, especially if their research
was funded by a public grant; funds should be set aside in the grant for this to be carried out.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
S 13, Standards. | would also add:

* Full research results must be made available to all participants at no cost
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Of course, the easiest and cheapest way to do this (in most cases) would be to make the results
available to *everyone* at no cost.

3.44 "dual-role researchers can face several significant ethical challenges.... Some options for
managing these issues are... recognising the conflict and declaring it, and mitigating risks to
informed consent” | like that this is explicit; it's a good way to do research.

Charging participants

Please outline your reasons:

| don't think people should be paying to participate in research; the onus should be on the
researchers to find funds for that research. Research is likely to get cheaper in the future,
particularly if genetics is involved.

Related, | think that 23andMe selling their participant data (acquired from paying customers) to
drug companies is wrong, and don't want to see anything remotely like that in New Zealand.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
| like the verbosity here, and that it links back to the principle of taonga (S 14.4).

However, it was distracting to start off with a meaningless (and incorrect) cycle diagram. A few
examples:

«| don't think that research data should stay around in perpetuity.
«| don't think management should happen *after* data creation and deposition.

«|f data is continually used and updated, there should be a database, and the archived data
shouldn't be re-used.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

This is missing the ethical issues associated with Innovative Practise, Research involving Maori,
Informed consent, and a few others.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question: finger-slip typo:
14.37 "5esearchers should establish"

S14.49: When research involves the special features identified above, researchers should carefully
consider whether they should undertake robust, active and ongoing engagement with relevant
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communities and stakeholders to establish whether the proposed data use is acceptable."
mm[great]

Aside: engagement and communication of this nature requires active communication from both
sides. Silence and stonewalling by the communities and stakeholders prevents this, is an indication
that consent should be re-evaluated, and may suggest the project should be stopped.

14.56 "Obtaining informed consent to link data must always be the default starting point...
researchers may link data only if an ethics committee is satisfied that they meet the conditions for
waiver of consent." -- See Dropbox's issue, where informed consent was not provided from
researchers [https://twitter.com/cfiesler/status/1022103087098388480]

Big data and new ways of using data
Neutral

Please provide feedback:
The "Interpretation harms" could be expanded upon.

We need to be more aware of the harm that computer programs can cause; they are not neutral
things. Algorithms (including those that encode atrtificial intelligence and/or machine learning) carry
the biases of their programmers.

Any application of computer algorithms to a particular task (including Al, whatever that means)
needs to consider bias. Algorithms are imbued with the mauri and tikanga (or wairua?) of their
programmers; when created without thought, they're more likely to amplify inequities than correct
them.

Programmers create algorithms that share some of the qualities of their creator. The algorithm's
eyes cannot be any better than those of the programmers; if a programmer is blind to something,
the algorithm will be as well.

Al is usually based around an attempt to get an algorithm to learn from its experiences, but that
learning is heavily dependent on the senses and filters provided to it by the programmers.

If care is not taken in creating an algorithm; if it is created without enough life to properly learn from
or process its environment, then it can steal life. There's a great passage in Going Postal about
that:

“Do you understand what I'm saying?" shouted Moist. "You can't just go around killing people!"

"Why Not? You Do." The golem lowered his arm.

"What?" snapped Moist. "l do not! Who told you that?"
"I Worked It Out. You Have Killed Two Point Three Three Eight People,” said the golem calmly.

"l have never laid a finger on anyone in my life, Mr Pump. | may be— all the things you know | am,
but I am not a killer! I have never so much as drawn a sword!"

"No, You Have Not. But You Have Stolen, Embezzled, Defrauded And Swindled Without
Discrimination, Mr Lipvig. You Have Ruined Businesses And Destroyed
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Jobs. When Banks Fail, It Is Seldom Bankers Who Starve. Your Actions Have Taken Money From
Those Who Had Little Enough To Begin With. In A Myriad

Small Ways You Have Hastened The Deaths Of Many. You Do Not Know Them. You Did Not See
Them Bleed. But You Snatched Bread From Their Mouths And

Tore Clothes From Their Backs. For Sport, Mr Lipvig. For Sport. For The Joy Of The Game.”

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

It's surprising contrasting this with the previous points about biobanking; they seem to give more
respect (and in some cases control) to the participants.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:
See Above.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

| think the severity of the incident in 14.61 is understated. This is really bad; research should not be
done in such a situation:

"When planning to contact people because their data is included in a databank, the researcher
must bear in mind that some people may be unaware that their data was

submitted to a databank or may be unfamiliar with the process by which researchers gain access
to the data."

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:
It's great that this acknowledges previous principles.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
Neutral

Please outline any missing ethical issues or principles:
Odd statement.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
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Yes

Please provide feedback with reference to the paragraph(s) in question:
Re: 15.28

Should I consult with my immediate family before | sequence my own DNA and release it publicly?
Do | need to get approval from my iwi to do that, given that | contain a bit of Maori ancestral DNA?

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

This seems to have been written by a different group of people from section 9.38; it's much clearer
and gives a lot more control/consent/respect to participants.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

16.2: "need tissue and data to remain potentially re-identifiable, even if they are coded, because
tissue and associated data may need to be linked to other sources of health information for studies
in the future or to follow up information added over time"

This "potentially re-identifiable" need is also important for the withdrawal of consent (which should
*always* be possible).

However, | don't like the idea of biobanking. The aggregation of samples or data for academic
efficiency, including separate management of sample and results control (e.g. biobanking),
removes control from the participants and should not be recommended for a research project. With
this viewpoint | accept that | am at odds with a lot of other researchers; centralisation (rather than
decentralisation) rules the roost of research right now.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
16.3-16.10; add:

* If the management structure of the biobank is changed (including company takeover), any
existing consent should be considered void, and new informed consent should be obtained for
samples. If this is not possible, the samples should be destroyed, with raw data and any
associated aggregate results modified to exclude the non-consented samples.

16.12: tissue should never be made non-identifiable. In any case, it's essentially impossible to do
that due to the personally-identifiable nature of DNA sequencing.

16.32: the conditions should be at least summarised here. This should *at least* require informed
consent from the participant, or their personally-appointed representative.
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Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

Good to see this linking back to the principles in 17.18 (although a bit more explanation would be
helpful).

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
17.22 "it is yet not permitted" -> "it is not yet permitted"

17.29 | like the "license" idea. It'd be great if this could be expanded more generally to genetic
manipulation of cells, and fitting in with [my understanding of] NZ's gun control laws, i.e. license the
operator / researcher, rather than the study / cell line. | believe that licensed scientists (at an
appropriate level) should be able to manipulate cells beyond 14 days, particularly when the
manipulation preserves the natural structure of DNA (e.g. deleting a deleterious genetic variant, or
modifying it to match a wildtype variant).

Despite that, it's important to record the whakapapa of cells: any stem cells or cell lines should
have tracked metadata / history.

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

| like this section; it's [comparatively] short, and gets to the point quickly: if there is commercial
interest in research, those interests need to pay for the problems they cause.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:
Do you have any comments on specific paragraphs of the section? If Yes, please

provide feedback
No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 3

Name [redacted]
Organisation [redacted]
Role [redacted]
Interest group Researcher
Publish response Yes

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons: Helpful clear guidelines

The standards are applicable to all types of health and disability research
Strongly Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree

Please outline your reasons:

The areas where there are possible vulnerable groups such as children, disabled, emergency are
well covered

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:

The ethical challenges are outlined - but it is not totally clear how to address them. We also think
that some cross referencing within the document is needed -

e.g. 4.14 should mention the independent data safety monitoring board which is not discussed until
far later in the document at 13.48. Similarly age is mentioned as a possible vulnerable group (not
specifying young or old initially ) then later there is a section on research in children and again
these should be linked.

Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Strongly Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree
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Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

As mentioned previously there are some areas that could be more explicit in how to tackle the
challenges.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral

Please outline your reasons or suggested improvements:

We understand the necessity for balancing the need for good ethical consideration with overwork
for the committees. We agree that taking audits out of this process is appropriate - especially as

this is good practice. However automatic acceptance that masters studies for example dont need
ethics is more risky especially as these tend to be more junior research (albeit with supervision) .

Further more, this document is not just for HDEC - it needs to be explicit that it is providing
governance for all ethics committees (Universities, DHBS).

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
4.1 This paragraph is weak and yet is important to set the scene of the document.
Something much stronger "These standards are applicable to all research under taken in NZ.
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4.2 Starting off by saying it is difficult to define research also doesn't engender confidence in the
document.

There is also inconsistent formatting in the box under 4.6.
4.7 should be sub-labelled definition.
Throughout the document not all 'Maori' have the macron above it.

4.21 Suggest the innovator is not the best person to get consent but later that the principal
investigator is the best person to get consent - is this clear?

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
Check 5.8 matches the order given in the Figure 1.

Also - non-maleficence - is a term old-fashioned and rarely used (barely heard of by ourselves
even as experienced researchers) surely there is a better word for this?

In table 5.8 the 'non-maleficence' suggests "The risks of harm in research should not be greater
than its expected benefits". This seems on an extreme level, when for most the risks should be
minimal.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
The principles are well covered.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question: See above

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

Defining 'inequalities' and 'inequities' at beginning would bring clarity to the subsequent
paragraphs. It otherwise is a bit laboured to read. Also check the consistency of these words
throughout the document.

Also this is the most important section to have the word 'Maori' correctly presented.
Consistency of bullet points.

6.22 - suggest ..." researcher should review previous statistics (incidence and prevalence) of the
disorder ...

6.22 - ..."how they will personally benefit.." ?researchers, ?particpants
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The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Here and in other sections - there is mention regarding giving the information back to communities,
especially those that have been involved in the research. No-where is the word 'translation’
mentioned. This should have a separate section , as well as being referred to throughout the
document. 'Informing' is just giving the information - ‘translation’ is putting findings into context and
in the format that can be understood by the community. It is a vital part of making research useful
and applicable.

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

See 7.12 - "researchers are also encouraged to involve a Pacific researcher.." seems weak - surely
'strongly encouraged'

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

Here and in other sections - there is mention regarding giving the information back to communities,
especially those that have been involved in the research. No-where is the word 'translation’
mentioned. This should have a separate section , as well as being referred to throughout the
document. 'Informing' is just giving the information - 'translation’ is putting findings into context and
in the format that can be understood by the community. It is a vital part of making research useful
and applicable. (as mentioned previously)

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question: As above

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
Strongly Agree
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Please outline your reasons why the section is or is not fit for purpose:
The categories are well outlined.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

8.12 - the bullet point beginning 'vulnerability' should cross reference age to the section on children
(e.g. 8.26),

8.25 - suggest that as well - the option of having a nominated independent person outside o f the
research under question for the participants to talk to if any concern should also be mentioned.
Something that the HDEC committees have suggested in the past.

8.36 - regards confidentiality - if children especially youth participating then there also needs to be
confidentiality maintained between research and child if revealing something they o not want
parents to know.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
9.2 - suggest there should be a reference to 9.18 where there is ‘(usually in writing)'

9.8 - while we agree with the listing as to what is good to have on an information sheet - there is a
balance between putting everything in and making it unreadable

Similarly - 9.34 would make an exhaustive document to read pre-consent - and is in contrast with

the recommendation in 9.31. This is also important when measuring the 'Flecsh-Kincaid ' reading
easeability score.
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9.26 - last line delete 'being’. Generally this is a logical idea. Suggest to add 'however participants
must be aware at the beginning of the research that ongoing consent will be requested.

9.41 Modifying the consent process - suggest "Any changes must be sent to the ethics committee
for documentation and approval.

9.57 suggest adding 'below' between '....section on..'
9.77 delete 'including'
9.78

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

9.43 - while this is often agreed to at the beginning by researcher - it would be a interesting audit to
determine how often it is truly done at the end.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

Suggest needs an additional '10.26 To protect study participants a Data Monitoring Committee
(DMC) should be in place (see 13.48).

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
Suggest add a bullet point after 10th bullet point 'ldentify who will recruit the participants to ensure
impartiality’
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose: Really well outlined

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

12.5 Also if the intervention (e.g. drug) is not going to be available to participants once the study is
completed - this must be highlighted to them ahead of time.

12.6 Difficult to understand as it is written - should be offering controls 'standard care' .
12.18 - Should refer to Data Safety Monitoring Committee.

12.24 First bullet point - why would you do a study if you don't expect a benefit?

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
13.19 - last bullet point - when would this ever be used? Is it at all ethical?

Charging participants
Please outline your reasons:

When would this ever be used? Is it at all ethical? And who is the arbiter of the importance of one
individual/groups' research?

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
14.35 - use of these new terms is very helpful

14.50 - need to reference the section number 14.55 need to reference the section number

Big data and new ways of using data
Not Answered

Please provide feedback:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
15.39 - bullet point 4 - if using your own updated terminology - need to include 're-identifiable’
15.41 - last bullet point - need to reference the section

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

17.3 Suggested change "when considering research projects ...with human embryonic stem cells...
researchers must.."

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
18.9 - Suggest "may require ongoing, long term..."

18.11 - Suggest you add "and contact details' i.e. not just the name of the contact person.

Commercially sensitive information
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This submission does not contain commercially sensitive information

If your submission contains commercially sensitive information, please let us know where:
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Response number 4

Name [redacted]

Organisation [redacted]

Role Research Manager

Interest group Clinical team

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
| think that the draft covers the key issues but is quite complex to follow. It is very narrative.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

I think this document sets a good balance - and that ethics committees are able to interpret this to

enact a more sensible approach to review going forward.

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:
As stated in overall statement, the guideline is very wordy and that is reflected also in this section.

See comments below regarding consent / assent for children.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Section 8.26 - 8.33: There is a lack of consideration for the burden placed on unwell children to
provide assent (or consent if considered 'capable’ in terms of maturity). There needs to be
acknowledgement that in many cases children being considered for a clinical trial are actually
unwell (sometimes very unwell and/or post-anaesthetic, and/or traumatised by being in hospital,
the clinical procedures being undertaken, and distress in family members). Therefore the possibility
of a reduced capacity for understanding, and the unnecessary burden of asking the child to review
documentation and consent/assent should be an additional and important consideration. In most
cases the child will need some form of treatment regardless of trial participation, and in many
cases the non-trial treatment will be very similar to the trial option.

Regarding written assent forms: In practice the use of assent forms in children under the age of 10
years, particularly those who are acutely unwell , is frequently impracticable. The most common
outcome we have is that the child just doesn't want to engage as they are not physically or
psychologically well enough to do so. The imperative to create suitable assent forms is good in
theory, but the practice doesn't necessarily stack up. | note that many/maost Australian states do not
require written assent from those unable to consent for themselves.

Of note, agreement from ethics committees on what form assent forms should take is one of our
biggest issues. As is the question of 'pictures' or 'no pictures' we had previously been directed to
remove cartoons as they were considered coercive, but are now being asked to put them back. But
the nature of said cartoons / pictures is not advised on.

I think this whole issue needs more common sense discussion and direction from NEAC that
allows for a more study by study determination of the appropriateness of seeking assent from
potential child participants.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:
The requirements are quite hard to follow and are contradictory - particularly where sections 9.29 -
9.32 are viewed against section 9.34.

It is not uncommon for us to have comments from clinical staff, families and ethics committees that
our information sheets are too long - but fitting all of the required information leads to such long
forms. | think there needs to be more common sense direction from NEAC on this.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
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Please provide feedback with reference to the paragraph(s) in question:
See statement above.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
13.19 - see comment below

13.48 - | disagree with Table 3 in terms of the 'imperatives for phase 1, 11a trials and non-
randomised trials. | also disagree with the determination of need for

DMC.

Charging participants
Please outline your reasons:

| do not believe that New Zealand should allow any situation in which participants can be charged
to participate in trials. | would see this as a very 'slippery slope' to a greater level of inequity, and
the potential for poorly designed trials to be run here.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
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Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
14.23 - the wording is confusing here. and | think there may be typographical error.

Big data and new ways of using data
Not Answered

Please provide feedback:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Section 15.22 - there should be some recognition that some tissue samples provided in clinical
trials are tested and reported for a purpose that is fed back to the clinical team and in some way
determines or directs treatment - ie sub-group of diagnosis, risk group etc. In this case the need for
clinical safety via use of full identifiers should override concerns over data breach - in the USA this
is not considered a HIPAA violation as the result will directly impact on patient treatment. This
aligns with normal clinical sample identification where a clinician needs to be assured that the
correct result and correct patient are clear. If this is clearly stated in the PICF this should be
considered safe care and safe research practice.
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Response number 5

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Disagree

Please outline your reasons:
Please see the comments on the stem cells section in which this is not the case.

The standards are applicable to all types of health and disability research
Disagree

Please outline your reasons:

The stem cell section of the document has not considered a number of current research scenarios
currently being undertaken in New Zealand.

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

The stem cell section of the document does not distinguish between the use of stem cells for
research into basic biological mechanisms, and the use of stem cells for therapeutic applications.
These have very different ethical implications for protecting individuals.

The standards support researchers to navigate ethical challenges in health
research

Neutral
Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi:
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Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

In general, the standards do this for most aspects. But they do not adequately cover the ethical
challenges relating to stem cell research.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question. :

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered
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Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Clause: 15.48 Currently, the Human Assisted Reproductive Technology Act 2004 substantially
limits gene editing research in New Zealand.

Comment: The intention of this clause relates to gene editing of viable embryos, but is phrased in a
non-specific context.

Suggested rewording: 15.48 Currently, the Human Assisted Reproductive Technology Act 2004
substantially limits research involving gene editing of viable pre-implantation embryos in New
Zealand.

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:
We do not believe that Section 17 is fit for purpose for three major reasons:

1) It is overly simplistic, meaning that it does not encompass the breadth of types of stem cells
or tissues from which they are derived, nor does it specifically define a number of terms that could
be open to numerous interpretations (e.g. ‘product’, ‘stem cell lines’.). We would suggest that a
definitions sub-section is required within Section 17.

2) While describing a clear intent not to do so the section mixes the use of stem cells for
research purposes only (i.e. to understand fundamental biological mechanisms), with stem cells
being used for clinical research/therapeutic applications. This is an extremely important distinction,
with very different ethical consequences and the guidelines for research and clinical use of stem
cells must be much more distinct. We suggest two separate subsections.

3) It lumps together human embryonic stem cells, fetal stem cells, and embryonic germ cells
derived from fetal tissue into one broad category, which is extremely misleading. Indeed the words
embryo and fetus have specific definitions (relating to gestational age) and the words are used
incorrectly in this section. The definition of fetal is considered to be =28 weeks post conception, and
in this document the boundary between an embryo and a fetus needs to be clearly defined. At
what stage of gestation is a cell line considered to be embryo derived? This is particularly critical
when considering work employing placental stem cells, or cells from the placental membranes
such as amniotic epithelial stem cells, as the placenta is a fetal organ. At term, in most
jurisdictions, the placenta is discarded as biological waste, and thus is generally considered to
provide an important ethical source of stem cells with a wide range of potential therapeutic
applications. If derived from an early gestation placenta, such placental stem cells might under the
current wording be defined as embryonic stem cells. That is clearly not the intention of the
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guidelines as embryonic stem cells are derived from the pre-implantation blastocyst, a stage of
embryonic development at which the placenta does not yet exist. The use of placental stem cells,
or generation of placental stem cell lines, is clearly a very different ethical scenario from the
creation of embryonic stem cell lines. However, in this document no distinction is made. Finally, the
trophectoderm (the outer layer of the pre-implantation blastocyst that forms the trophoblast
lineages of the placenta, (but does not contribute to the cell content of the embryo proper) is not
considered. As there is work currently underway on trophoblast stem cells this must also be taken
into consideration in some way by the guidelines.

Whilst we have made specific comments regarding individual clauses below, and
recommendations for rewording, we believe that the entire section(s) relating to human stem cell
research and therapeutic use needs to be completely rewritten as the current draft is based on an
overly simplistic understanding of our current knowledge. The section needs to contain definitions
of 1) what is a cell line, 2) what are the various types of stem cells (multipotent, totipotent,
pluripotent, progenitor etc) 3) what is an embryo pre or post implantation and what is a fetus or
fetal-derived lines etc. The standards governing therapeutic and research need to be completely
separated as appears to the intent but not the reality of the draft. If this recommendation is
accepted we are willing to assist in completely redrafting these sections.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Clause:

17.5 The four main types of tissue that can be used to create stem cell lines are:
-adult adipose tissue

-cord blood
-bone marrow
-induced pluripotent stem cell lines that could come from any somatic tissue.

Comment: Adult stem cells can be, and have been, derived from almost every organ in the body.
The list described here is extremely limited in scope, to the point where the statement is completely
inaccurate and entirely misleading and must be changed to reflect the current knowledge.

Suggested rewording:
17.5 Stem cell lines can be created from a wide range of tissues, including:

-adult tissues (e.g. bone marrow, adipose tissue, gut, kidney, liver, endometrium)
-fetal tissues (e.g. cord blood, placenta, fetal membranes, umbilical cord)
-the inner cell mass or blastomeres of embryos (e.g. especially human embryonic stem cells)
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-the generation of induced pluripotent stem cell lines that could come from any somatic tissue or
germ cell.

Clause:

17.6 All research concerning stem cells must comply with relevant legislation and guidelines

Comment: It is unclear what legislation and guidelines are being referred to here. Please specify
(for example, the ISSCR guidelines for stem cell research and clinical translation, published
12/5/2016, and available at www.isscr.org). We would also recommend that this guideline be
explicitly listed in clause 17.18.

Clauses:

17.8 Researchers creating a stem cell line must obtain informed consent for future use of
tissue separately from informed consent for clinical treatment.

17.9 Research involving the development of new stem cell lines must be scientifically
justified. It must also be conducted (and peer reviewed) by individuals with appropriate
expertise.

Comment: We would like to raise two distinct issues with these clauses:

1) In both of these clauses it is imperative to define what is considered a stem cell line. Stem cells
from adult tissues are routinely isolated and cultured for several passages in basic biological
research. Such cells are not immortalised lines in the traditional sense, and generally slow down
their rate of proliferation and reach senescence within 10-20 passages. When is such a cell
considered to be a cell line? Furthermore, many cells in the body are multipotent, and their
differentiation potential lies across a broad spectrum ie they may be able to give rise to only one or
two differentiated cell types, or alternatively they may give rise to multiple types of differentiated
cells. Other so-called stem cells give rise to only a single differentiated cell type (eg endometrial
epithelial stem cells — extremely potent stem cells in the female reproductive tract, and
spermatogonial stem cells in the male testis that give rise to sperm). Therefore, where is the line
drawn between a the isolation of a population of primary cells from a particular tissue that may be
able to form more than one downstream cell type (of which many are routinely isolated from a
range of adult tissues and currently in clinical trials), and a ‘stem cell’ line that may be able to form
multiple types of differentiated cells? This is not a trivial question within the stem cell biology field
where the distinction between progenitor cells and stem cells is a very important one that is widely
debated. 2) The use of such cells for basic biological research is distinct from the use of cell lines
for future human therapeutic applications, and no distinction is made for these separate
downstream purposes here.

Suggested rewording:

17.8 Researchers creating a stem cell line for clinical use must obtain informed consent for future
use of tissue separately from informed consent for clinical treatment.
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17.9 Research involving the development of new stem cell lines for clinical use must be
scientifically justified. It must also be conducted (and peer reviewed) by individuals with appropriate
expertise.

Clause: 17.10 For products derived from pluripotent stem cells, researchers must plan to minimise
persistence of any remaining undifferentiated cells in the final product and demonstrate that these
cells do not result in tumours in long-term animal studies, where appropriate.

Comment: Please define what is meant by a ‘product’.
Clauses:

17.11 Before any research begins, researchers must establish the specific risks and benefits
associated with stem cell research. In addition, they must adopt practices that address long-term
risks associated with the procedures.

17.17 Research with stem cells may be associated with specific risks (such as cell contamination).
Researchers must consider these risks in advance of their research and address them in any
protocols.

Comment: Without explicitly stating so, we believe that these clauses refer to the clinical use of
stem cells. In this case we entirely agree that a careful risk benefit analysis should be undertaken
and long term risks considered. However, the use of stem cells for basic biological research does
not have the same set of risks (either short term or long term), and therefore it is important to
explicitly state the intended scenario in the clause.

Suggested rewording:

17.11 Before any research employing stem cells for therapeutic use begins, researchers must
establish the specific risks and benefits associated with stem cell research. In addition, they must
adopt practices that address long-term risks associated with the procedures.

17.17 Research employing stem cells for therapeutic use may be associated with specific risks
(such as cell contamination). Researchers must consider these risks in advance of their research
and address them in any protocols.

Clause:

17.16 Where stem cell lines are proven to have therapeutic benefit, researchers should distribute
them to the appropriate research community to use.

Comment: We are concerned that the use of the term ‘distribution’ implies that researchers that
have created an effective cell therapy would be expected to give this away in a not-for profit
manner, and relinquish any rights to the intellectual property or patent/s associated with such a
product. If this were the case, this would have an extremely negative impact on commercial
investment in research within New Zealand, and is unprecedented in other developed countries.

Suggested rewording:
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17.16 Where stem cell lines are proven to have therapeutic benefit, researchers should distribute
them to the appropriate research community to use disseminate this information as widely as
possible.

Clause;:

17.22 Embryonic stem cell lines are difficult to create and require viable embryos as a starting cell
system. In New Zealand, it is yet not permitted to create stem cell lines from viable human
embryos. Embryonic stem cell lines for research must be imported from overseas. The standards
in this section apply to various types of research on human embryonic cells and fetal cells, and
embryonic germ cells derived from fetal tissue. Institutions and researchers conducting basic
research with these human biomaterials should follow the standards to the extent that they relate
to the following categories:

-deriving human embryonic stem cells
-banking, distributing and making preclinical use of embryonic stem cells

-obtaining human embryos, gametes and somatic cells for stem cell research and in-vitro embryo
studies.

Comment: Embryonic cell lines and fetal cell lines are not the same thing, and should not be
grouped together in the same context. Human embryonic cell lines are derived from cells of the
inner cell mass, or cell that will become the inner cell mass of pre-implantation embryos, and the
HART act states that this is not permitted in New Zealand. However, post implantation embryonic
or fetal stem cells derived from the placenta, cord blood, or fetal membranes can ethically and
legally be isolated and used for research in New Zealand, from any gestation post implantation.
We believe it is the intent of the document to provide regulations around the use of human
embryonic stem cells in this section (as in keeping with the section title “Embryonic stem cell
research”), and that this should be more precisely defined in this context as “human embryonic
stem cell lines”. It may be appropriate to include separate provisions/clauses referring to fetal
tissues to explicitly define what is and is not considered ethically acceptable (for instance, currently
approval is granted for the use of placenta, cord blood and fetal membranes, but not for the use of
cells derived from the embryo-proper). It is also important to distinguish cell lines derived from the
trophectoderm of the preimplantation blastocyst (the cells of the outer layer of the blastocyst which
contribute only to the formation of the placenta and not the embryo proper) from “embryonic stem
cell lines. Trophectoderm cell lines can be derived from non-viable blastocysts (ie those lacking an
inner cell mass) and this is not prohibited by the HART Act. Such cell lines are extremely valuable
in pregnancy research.

Suggested rewording:

17.22 Embryonic stem cell lines are difficult to create and require viable embryos as a starting cell
system. In New Zealand, it is yet not permitted to create stem cell lines from viable human
embryos. Embryonic stem cell lines for research must be imported from overseas. The standards
in this section refer to various types of research on human embryonic cells and fetal cells, and
embryonic germ cells derived from fetal tissue. to cells derived from the inner cell mass of pre-
implantation stages of development. Institutions and researchers conducting basic research with
these human biomaterials should follow the standards to the extent that they relate to the following
categories:
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-deriving human embryonic stem cells
-banking, distributing and making preclinical use of embryonic stem cells

-obtaining human embryos, gametes and somatic cells for stem cell research and in-vitro embryo
studies.

Clause:

17.24 All research that involves pre-implantation stages of human development, human embryos
or embryo-derived cells must be subject to ethical review, approval and ongoing monitoring by the
Ethics Committee on Assisted Reproductive Technology. It must also address the uniquely
sensitive elements of human embryonic stem cell research.

Comment: In its current form, this clause is not specific enough as the pre-implantation stages of
human development may be studied indirectly via proxy cell based models (e.g. by using
trophoblast cell lines to study adhesion to the endometrium). We recommend explicitly stating that
this clause refers to cells derived from the embryo as below. The trophectoderm has also not
explicitly been considered in this section, and we believe that it is imperative to ethically separate
out totipotent and pluripotent cells obtained from the morula and inner cell mass from other extra-
embryonic lineages such as the trophectoderm that have a much more restricted differentiation
potential and do not contribute cells to an individual .

Suggested rewording:

17.24 All research that involves totipotent or pluripotent cells derived from the inner cell mass of
pre-implantation stages of human development, human embryos or embryo-derived cells must be
subject to ethical review, approval and ongoing monitoring by the Ethics Committee on Assisted
Reproductive Technology. It must also address the uniquely sensitive elements of human
embryonic stem cell research.

Clause:

17.27 Researchers performing derivations of embryo-derived cell lines must have a detailed,
documented plan for characterising, storing, disposing of, banking and distributing new lines.

Comment: This clause highlights the importance of defining the distinction between stem cells
derived from the embryo, and fetal cells. For instance, is it a requirement that all cell populations
isolated from the placenta are subject to this high level of monitoring? We do not believe that this is
the intention of the document. Furthermore, as for clause 17.24, the trophectoderm needs to be
either explicitly included or excluded from this clause.
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Response number 7

Name [redacted]

Organisation [redacted]

Role Research director

Interest group Health service provider

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in

their studies:
Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Disagree

Please outline your reasons or suggested improvements:

| think that the threshold between research and non-research should be better defined. Although
that's probably impossible, | think that a good operational definition should be, 'Does the project
required Ethics Committee review?' From there, you could link to HDEC guidance
(https://ethics.health.govt.nz/hdec-review-and-approvals/find-out-if-your-study-requires-hdec-
review), and then write something like,

If your project requires HDEC review, then all of these NEAC guidelines must be followed. If your
project does not require HDEC review, then these NEAC guidelines should be followed as
applicable. If you are unsure whether HDEC review is required, please complete an HDEC Scope
of review form on the HDEC website.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

4.6 and 4.7 are what | was referring to above. | actually think all of the activities in the box in 4.6
ARE research. Just, 'research with a little r', and those projects should be approached with the
same ethical standards as a Phase 3 RCT. That's why | say that a threshold should be defined,
and | think it should be the threshold for whether it warrants HDEC oversight. Same with 4.7--
innovative practice likely warrants ethical rigour, even if it doesn't necessitate HDEC oversight.

| feel it would be very helpful to write an appendix or resource document aimed primarily for a
CLINICAL audience, that gives examples for what does/doesn't cross the threshold. For example:
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a busy doctor wants to publish a journal article, and plans to retrospectively review twenty of his
patients' medical records on the effectiveness of X intervention. Does he need to submit to HDEC?
Does he need to seek consent from each of those patients? (Does it depend on his method of data
presentation?)

| think that giving that clarity would be really helpful for clinicians who don't often venture into the
world of 'Big-R Research' and might otherwise end up overwhelmed and mis-interpreting these
guidelines.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Figure 1. | thought at first Tika = beneficence, mana = justice, and so on. But they are 8 individual /
inter-related concepts. | think it should be made into a circle with spokes, and two coloured halves
for the Te Ara Tika vs bioethics.

| think this should come earlier in the guidelines. These should be pointed out that studies should
consider/ meet all of these principles, and that each of these principles should be considered when
'troubleshooting' a protocol/project or considering the unintended consequences.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered
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Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Can the benefits and harms in 14.2 be combined with this section? Something will be overlooked if
parts are in two different sections.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
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There was no option for this section, but | refer to section 3.12. All of the following definitions
should be indented from there, e.g., 3.12.1, 3.12.2, etc.

3.19 and 3.20 should include sub-investigators, research coordinators, research nurses, research
assistants, etc. It's not only just someone with 'researcher' in their job title-- often even
receptionists get tasked with some day to day research activities and they must be compliant too.

3.19 and 3.20 should also include contract research organisations-- often hired by the Sponsor and
work in the PI's clinic (ostensibly under the PI's oversight, but independently in many instances). It
should be noted that even if the CRO is a local franchise of an overseas company, that NZ
guidelines would apply to all that they do.

3.22 should note that the Sponsor many times fully designs the study (and the Sponsor can be
overseas, re: Maori / Pacific collaboration) and that the Sponsor can take responsibility for study
guality monitoring (taking it out of the hands of the Pl and research nurse).

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

Nearly the entire commentary section can be deleted. Surely, researchers who have the capacity
to plan studies with these designs do not need a lecture on research methods. The Guidelines
should only include 'should or must' statements (and necessary supporting information). If desired,
the categories of studies could be listed in bullet-points with the commentary section moved to an
appendix or into the online definitions.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
13.12 add 'for instance, www.xxxx'

A lot of the activity in 13.16 and onward may be determined / controlled / completed by the
Sponsor, not the PI (study monitoring, AE ajudication, data analysis, drafting publications). The PI
may simply passively agree to it. If the Sponsor is overseas, how would the NEAC guidelines be

assured to be followed? Charging participants
Please outline your reasons:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:
The title is wrong. To me, 'compensation' = '‘payment' and | thought it was about koha to the subject
as a thank-you.

But you mean 'If a participant is injured while they are a subject in a study, here are the standards
for making it right'.

This whole thing needs to go into the Informed Consent section because 'What if | am harmed
during the study?' is a standard section of an ICF.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:
Do you have any comments on specific paragraphs of the section? If Yes, please

provide feedback
Not Answered
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Response number 8

Name [redacted]

Organisation [redacted]

Role Researcher

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in

their studies:
Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

Fit for purpose because it clearly sets out the rationale for using a principles-based ethical
standards framework. It provides a concise description of each of the sets of four principles (of Te
Ara Tika and of Bioethics) and what needs to be done to satisfy each. Recommendation: that
clause 5.3 includes citations in support of the position that 'bioethics principles are widely
recognised'.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section is largely fit for purpose (as per the description above). However, there is capacity for
further enhancement. Specifically, for example:

-clause 6.11 line 4 : substitute MUST for "should". In doing so consistency with 6.10 would be
better achieved.

-clause 6.12 line 3 : substitute REQUIRED for "preferred" (setting further clarity around ethical
practice requirements).

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

6.17 Consultation - cultural sensitivity and understanding are not acceptable substitutes for Maori
participation at all stages of the research. Throughout this section (Research Involving Maori) the
use of the term 'consultation' should be critically considered with a view to replacement with the
concept of participation to better align with the Treaty principles previously highlighted in the
document.

6.14 considers what makes consultation 'adequate’ in the context of Research involving Maori. The
content of 6.14 needs to sit at centre stage rather than being 'lost’ in the sub-section on Engaging
and Consulting Early.

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Neutral

Please provide feedback with reference to the paragraph(s) in question. :

6.17 Consultation - is weak for reasons including that it does not define the central concept of
consultation. In practice, consultation tends to be interpreted in a variety of ways. It may be
believed to be opportunity to contribute to decision-making, at one extreme, or as mere tokenism at
the other. The wording of clause

6.19 implies that 'consultation' means lip service only. Substituting "WILL MAKE EVERY EFFORT"
for for "try to" and deleting the words "as much as possible" may strengthen clause 6.19.
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Box 1 Kaupapa Maori Research - macrons missing in the Minimum Expectations section. Add
citations to the Kaupapa Maori definition section. Add that a
Kaupapa Maori approach may, on its own terms, draw on Western methods etc.

Ethnicity Data Collection 6.24 - Begins with a very broad claim that requires (1) modification e.g.
much district health board (DHB) level data poorly evidences capture of ethnicity data. Additionally,
data analysis capacity and capability is uneven across the DHBs (2) adequate citation. Recent
ethnicity data protocols need to be cited.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

Easy to follow / understand and provides some practical guidance. In places, the introduction and
standards this section includes require strengthening which could be simply achieved (refer below).
Strengthening is especially necessary if the the standards are to adequately reflect the equity
issues the ethical principles themselves support.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

7.4 Use of term 'consultation’ is problematic because it is not defined here and there is room for
uncertainty regarding intent as a result.

7.12 Substitute MUST for 'encouraged to'
7.13 Substitute MUST for 'should’
7.16 Substitute MUST for 'encouraged to'

7.17 Clarify what the term 'consultation' means in the context of this standard (does it mean
meaningful opportunity to contribute to decision-making? paying 'lip service' to the community and
'ticking a box'? something else?).

7.18 Substitute MUST for 'should' x2

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
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Please outline your reasons why the section is or is not fit for purpose:
The section is easy to understand and provides sufficient guidance to inform decision-making.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Yes

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

No comment

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

11.9 Line 4 - substitute MAY for 'are' (generalisability, for example, MAY NOT be an important
aspect of a particular study's scientific value).

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
13.12 Clarify that this standard is not universally relevant.

13.75 Line 4 : To ensure consistency with the principles underpinning the standards, substitute
MUST for 'should'.

13.76 Line 2: Insert the words ",in decision-making roles," immediately after the words "Including
Maori researchers.

Charging participants
Please outline your reasons: No comment

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:
Databanks
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

15.4 Bullet point 4 : The term 'consultation’ is again used and referenced back to Chapter 6
Research involving Maori 6.11 - 6.20.

6.20 : Identifying ‘degrees' of consultation fails to consider ability to PARTICIPATE in decision-
making and to clarify the differences between consultation and participation. These points are best
covered in 6.14. It would be useful to elevate 6.14 to a focal point in Section 6.

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 9

Name [redacted]
Organisation [redacted]
Role [redacted]
Interest group Consumer
Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

But some sections could be stated more simply: p10 para 2.8 'heath inequities'is unintelligible.

Some are too broad to provide real guidance: p18 para 4.16 innovative practice - what is
appropriate time and appropriate way?

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Agree

Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

P53 para 9.86 additional protections - not clear what happens where persons interested in
participant's welfare do not agree on participation eg. siblings or parents disagree.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
Distinction between Funder and Sponsor unclear.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:
The section covers all relevant ethical issues and or principles for health and

disability research in New Zealand
Agree
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Please outline any missing ethical issues or principles:

P36 para 8.30 Many patrticipants though aged 16 or over would find it difficult to provide their
consent particularly for serious procedures. They would prefer to be guided by parents or older
persons, and some may not want to be briefed at all. | had personal experience of this with a child
aged 16+ being treated for leukaemia. He delegated all decisions to me, and generally
communicated with his doctors through me. He did not wish to have the burden of hearing different
options or making decisions as the illness was already overwhelming.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Para 8.30 - allow child aged 16-18 to delegate medical decisions to named adult (see above).

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Para 9.86 - interested parties may disagree on participation or other options for adults unable to
consent. Guidance is unclear about how to handle this.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

These principles appear reasonable.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
P63 para 11.21 skills and resources of researchers.

inequalities experienced particularly by Maori - what about Pasifika peoples? appropriate skills and
resources to deal with unexpected events - especially adverse ones.

Research conduct
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

P77 para 13.47 members of Trial Management Group should include consumer representative/s or
lay persons or members of community who are able to provide a view representative of the
community. This aspect seems absent from these Standards, which may signal to researchers that
omitting consumer representation from research studies is acceptable.

Charging participants
Please outline your reasons: Yes
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Response number 11

Name [redacted]

Organisation [redacted]

Role Senior Lecturer

Interest group Academic

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
On the whole the standards seem clear but | felt the CRISPR section was really limited.
No reference to editing of ex-vivo tissue such as blood cells and skin cells

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:

| think so - time will tell...however, some sections such s Maori consultation say you should consult
with Maori but no direction about how to go about that - what constitutes 'good' consultation?

Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Agree

Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:
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Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
More about CRISPR

My other issue is around inclusion. | sit on a Biological ethics Committee and most BSC
applications exclude working with maori DNA - this is at odds with the inclusivity which is
suggested in the ethics standards.....

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Not Answered
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Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Not Answered

Please provide feedback with reference to the paragraph(s) in question. :
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Response number 12

Name [redacted]
Organisation [redacted]
Role [redacted]
Interest group Academic
Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:

| think researchers need to establish these skills and knowledge before navigating the standards.

Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in

their studies:
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Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

71



No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Neutral

Please provide feedback with reference to the paragraph(s) in question. :

| value strong collaboration with Maori in the production of research in New Zealand. However, |
have problem with the section in the Information Sheet template that states "For Maori health
support please contact:" It's not clear what cultural background or cultural training is required for
this role. It's is also not clear how involve this person has to be the development/delivery of the
research. There is an implication in this line that all research studies MUST include a Maori co-
investigator, who is fully familiar with the project and culturally competent to address cultural issues
that arise for any potential participant. If this is the intent, it ought to be clearly stated in the
Standards - and some consideration also needs to be given to the impact this requirement would
have on resourcing in research institutes. (This would have substantial cost implications if it were
the case.) If this is not the intent, then the Standard should clarify what actually are the
expectations of this role and what purpose it serves. There is a tension here between ideal level of
Maori involvement in research nationally, and what NZ institutions can realistically provide
resourcing for. But | am also concerned that currently this expectation just results in higher burden
on Maori staff in research organisations (being asked to do more work for no extra pay), with little
benefit to them personally, and only token benefit to Vision Matauranga. | think in NZ we need up
our game in term of Maori leadership in research and senior research positions, but | don't think
this expectation of requiring ALL research project include a Maori health support contact addresses
this need.
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Response number 13

Name [redacted]

Organisation [redacted]

Role Scientist

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Neutral

Please outline your reasons:

All Te reo should be defined in text. It is very hard to read when you need to keep checking
definitions. This is a complex and important document. There maybe additional ways of spliting up
text and clarifying parts unsing diagrams or flowcharts to help some readers whom are more
visual.

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:
They appear to have good coverage of the research that my organisation conducts.

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

All standards appar very reasonable for our organisations research. However, we generally do not
conduct studies with vunerable people and do not use pharmaceuticals or hold trial that pose
considerable risks to our participants e.g. complex medical procedures.

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

| found many sections very useful abd the document helped put a new prespective on our research
processes. | would certainly be recommending this as a go to document for anyone looking into
conduction human clinical trials.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree
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Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

A large variety of ethical aspects are covered. However, this is a hard document to read and there
maybe ways to make sections easier to read by added summaries, boxes with key points,
flowcharts and diagrams.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :
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Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section provides a good overview and is a good setting for the following sections.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section highlights the importance of early Maori consulatation and constant engagement with
Maori throughout the clinical research.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:
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This section is very vague on what a researcher should be doing. Our research involves all
ethnicities and we attempt to engage all, but only consult with Maori representatives specifically.
Should we not be trying to engage all ethnicities equally to represent the true diversity of New
Zealand?

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline your reasons why the section is or is not fit for purpose:

If we were to attempt to engage all ethnic groups present in NZ it will become very difficult to
ensure that everyones cultural beliefs are considered. Maybe general guidance on ensuring that
everyone is treated with respect and equally regardless of ethnicity is what is required here and
then generalising the section to all ethnicities represented in NZ?

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Some parts are clear e.g. Research in children and young people and pregnancy. However, some
parts are vague and it is unclear what a researcher should be doing to engage with potentially
vunerable people.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose: ction covers many
aspects of informed consent. It can be very hard to read in places. However, this could be due to
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not being familar with the types of studies involving vunerable people or higher risk studies myself.
This section could benefit from checklists and diagrams to aid the reader.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Yes. This is a difficult area to address. My personal belief is that work should be allowed to be
conducted when informed consent cannot be obtained if the benefits to the participant outweigh
the risks. However, this should be closely monitored and dealt with on a case by case basis.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

| am not involved in research using deception techniques and cannot comment with personal
experience. | believe that it would be necessary to use deception in some studies and when it is
justified, reviewed and accepted by an ethics commitee, the research should be allowed.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
A good overview to think about the risks and harms of the proposed research.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:
Do you have any comments on specific paragraphs of the section? If Yes, please

provide feedback
No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section is clear and concise.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section would benefit from diagrams to help explain study designs.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
A very good section for newer researchers.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Charging participants
Please outline your reasons:

I don't feel qualified to comment. It does not seem ethical to stop people from participating due to
their financial status.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section raises some interesting considerations for designing new studies.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:

However, each case should be considered individually. People are becoming more aware of their
data being shared inappropriately via social media and data leaks. It is good to have clear
mechanisms in place for re-using and linking data, such as removing all identifiers.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

This section includes some key considerations for making provisions to protect participants data in
databanks. This sis an area researchers have to consider very seriously with the move towards big
data.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 14

Name [redacted]

Organisation [redacted]

Role researcher and lecturer

Interest group Academic

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Neutral
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Disagree
Please outline your reasons: it does not fully address all ethical issues Overall do the

Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral

Standards - reflect the principles of the Treaty of Waitangi:
Neutral

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:
Not all aspects covered, specific to non maori

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:
Too much emphasis on The Treaty of Waitangi and not necessary fir for everyone

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.
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No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:

While involvement of Maori is important, it often seen as a must do for political reason more for the
safeguards for Maori

Often involving Maori means seeking their approval for something that does not directly involve
Maori i.e. migrants

When consulting Maori many abuse this process and refuses to s called tick the boxes

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Disagree

Please provide feedback with reference to the paragraph(s) in question. :
Too much emphasis on the Treaty 3 Ps principles
This should be simplified

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:
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Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
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Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Charging participants
Please outline your reasons: no charges

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells
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The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose: needs more
protection for consumers

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 15

Name [redacted]

Organisation [redacted]

Role Senior Research Fellow

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Neutral

Please outline your reasons:
| have only read one section of the standards and cannot comment.

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:
I have only read one section of the standards and cannot comment.

The standards balance protecting individuals with the realities of conducting
research

Neutral

Please outline your reasons:
I have only read one section of the standards and cannot comment.

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:
| have only read one section of the standards and cannot comment.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Neutral

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral

Standards - reflect the principles of the Treaty of Waitangi:
Neutral

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:
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Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives:

Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:
| have only read one section of the standards and cannot comment.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:
| have only read one section of the standards and cannot comment. Scope of the standards and

non-research activities

Is the scope of the document clear?
Neutral

Please outline your reasons or suggested improvements:
| have only read one section of the standards and cannot comment.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Section 15.42 and 15.44 require clarification.

For section 15.42, | was unclear what was meant by 'researchers should give participants the
option of being notified of the existence of that information /the option or receiving information’. A
process approach may be more helpful here, rather than a hard and fast rule (eg. the research
design could include a plan of how this situation will be handled). An unintended consequence of
being required to provide all potentially clinically relevant findings to participants may be
unnecessarily concerning patients and creating additional burden for the health system .

For section 15.44 , it was unclear what was meant by 'collective groups'. Does this mean
consulting with representatives, small groups or entire communities?
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Response number 17

Name [redacted]

Organisation Cancer Society of New Zealand
Role [redacted]

Interest group Charity

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Overall, it is a clear, comprehensive document that aligns with the Cancer Society’s position. We
have included some specific feedback on the individual sections below.

The standards are applicable to all types of health and disability research
Disagree

Please outline your reasons:

Although the standards are applicable to most types of health and disability research, they do not
take into account all types of health and disability research (see ‘research benefits and harm’
section). The standards should be amended to reflect this.

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

In general we agree, however specific comments on the sections have been detailed below (see
‘categories of participants’ section).

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

The guidelines are detailed, comprehensive and clearly laid out, thus should support researchers
to navigate ethical challenges in health research.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Strongly Agree
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Standards - reflect the principles of the Treaty of Waitangi:
Disagree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree
Standards - protect and reassure the community:

Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

As noted in the document, it is very difficult to define research, however we think the definition is
clear. It is good to see it is in line with international guidance.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

It might be useful to highlight that the principles and standards apply to individuals from all career
stages (section 4.5).

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Disagree

Please provide feedback with reference to the paragraph(s) in question. :

6.12 states 'Engagement with Maori at an early stage is preferred'. This is inappropriate and
contradictory to Te Ara Tika framework. It should read 'Engagement with Maori at the design stage
is a must'.

Suggest 6.13 also includes:

“If the researcher is of non-Maori descent, the researcher must answer these questions first:
- Am | the right person to be doing this study?
- In what ways does my cultural position help or hinder this study?”

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The standards are good. However, the importance of spirituality and religious beliefs in Pacific
Communities, needs to be emphasised and is more than just beliefs and values.

There should be a specific requirement to involve Pacific researchers to assist growing the Pacific
research workforce. It is ethically important to support the development of this workforce through
involvement in research.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
7.3:

Pacific peoples should participate in all levels of decision-making about and implementation of the
study, and dissemination of results.

7.7

Researchers must understand Pacific dimensions of health ...., or being engaged with a pacific
partner to provide this knowledge.

7.8:

Researchers must take protective measures to safeguard indigenous Pacific knowledge and
knowledge holders appropriately.

7.11-7.18:

More directive language required. Changing suggestive language like “encouraged” (e.g.
researchers are encouraged to build their cultural knowledge) and “should” (e.g. and should ensure
any Pacific peoples) to more directive “must” statements so that researchers are required to be
aware and understand these issues, or have a partner who works with them to ensure they are
addressed.

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

It is very difficult to be able to cover all potential vulnerable groups — therefore it is important to
have clear principles of participation that are adaptable to multiple groups including a clearer
definition of “vulnerable”, what makes a specific group “vulnerable”. 8.1 does not provide enough
clarity.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
Disagree
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Please outline any missing ethical issues or principles:

This section does not clearly differentiate between research on/with vulnerable groups, and
ensuring that vulnerable groups are not excluded inappropriately from general or wider research.

Would benefit from addressing these issues separately.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

This document considers observational and interventional studies. The inclusion of only
epidemiological criteria indicates a focus on clinical studies and the evidence ‘hierarchy’. However,
much preventive medicine/public health research is mixed methods and may involve quantitative
and qualitative research. It would be good to be clear that different methods are used to answer
different research questions and therefore have different ethics considerations. For example, a
guantitative study may tell us how many Solomon Island women are accessing reproductive health
care but the qualitative research will report rich data on key structural barriers and attitudes and
beliefs that prevent access. Therefore we suggest the inclusion of qualitative as well as
guantitative research and low-minimal risk/high risk ethics categories. The National Health and
Medical Research Council doc is a good example of this (Ethical conduct in human research
https://www.nhmrc.gov.au/guidelines-publications/e72). By not recognising mixed
method/qualitative research and their specific ethics considerations is a failure to recognise or hold
valid both national and global research undertaken by public health research institutions and
organisations such as WHO and UNDP (as well as local NGO research).

This documents states that “health and disability research aims to generate knowledge to (1)
prevent, identify and treat illness and disease (2) maintain and improve health (3) support people
with disabilities to be included etc (4) address disparities (5) contribute to whmnau ora. All these are
aims of public health research that may not be able to be answered by observational (e.g. survey)
or interventional (e.g. trial) studies — and these are the only two categories that are included in this
document. This particularly applies to preventive health research and research to address
disparities.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
Please see above.

Perhaps it would be useful to more clearly delineate levels of potential benefit and harm/discomfort
especially if health ethics applications are to be considered by low/minimal or high risk ethics
committees? Or is there no consideration to expedite low risk? Are low risk applications to go
through the same process/committee as a likely higher risk randomised control trial, for example?
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Perhaps if qualitative and mixed methods used in health research were explicitly included then this
guestion may be considered?

i.e. could this document include some information on committees that applications will go to? Some
information will help the ethics applications to be tailored to the specific committee, not only in
levels of risk but also give the applicant an understanding of the expertise and focus of the
committees — are they biomedically focused only? Are there committees focused on ethics
considerations for social research methods? i.e. will the Cancer Society be able to progress an
ethics application through a committee who can provide valuable feedback on a qualitative end of
life study or is there one main committee that will be considering RCT’s and descriptive research
(for example)?

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question: As above

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

11.5 “Research should not exclude participants on the basis of their age, disability, sex, gender,
ethnicity, nationality, religion, education or socioeconomic status, except where excluding or
including them on these grounds can be justified for the purposes of the research”. This should
also include ‘place of residence’ and ‘sexual orientation’.

11.6 “The researchers involved must have the necessary skills and resources to undertake the
research.” This should include ‘(or, if appropriate, be supervised by an appropriately skilled and
resourced person)’

11.22 “Peer review may include considering cultural relevance and appropriateness.” This should
be “must” instead of “may”.

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

This is a comprehensive and thoughtful section. Perhaps people undergoing cancer treatment and
cancer survivors should be included as potentially vulnerable participants. ‘People with incurable or
stigmatised conditions or diseases’ are already included and maybe this group could be expanded
to include not only people with incurable conditions but also those with serious conditions, many of
whom survive but still have particular research vulnerabilities.

e.g. people with cancer and other serious conditions may be vulnerable because they may accept
risks that healthy people would not due to desperation. Or people who have survived cancer may
be particularly vulnerable because of stress and anxiety arising from their involvement etc.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
Charging participants

Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
Overall, the section provides a good overview of ethical issues associated with the collection and

secondary use of health information in research. It includes an excellent introduction, reasonable
standards and very detailed commentary.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

The section needs to pay greater attention to the security and protection issues arising from
advances in health information technology and the expanded collection and use of digital data.
Those issues include - but are not limited to - possible access to IT technicians, data backups,
virus and spyware protection and whether the data will be remotely accessible.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

14.10 Along with the support of a suitable person, conducting a consultation phase prior to the data
collection could be an alternative or adequate option for new researchers.

14.37 There is a spelling mistake (‘5esearchers' should be 'Researchers).
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14.48 People with disabilities should be included as an example of vulnerable or disadvantaged
groups.

Big data and new ways of using data
Agree

Please provide feedback:

We agree that the proposed standards in relation to data linking are reasonable and provide an
adequate balance between protecting privacy and generating new knowledge.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:
The databanks standards and its commentary section are both reasonable and fit for purpose.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:
N/A — there are no missing ethical issues or principles.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
N/A
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Response number 18

Name [redacted]

Organisation CHOMNZ/ NZ Prostate Cancer registry
Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
Broad and workable, focus on equity is good

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:
Am in Registry space and clear definition of opt out requirements

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:
Clear processes that protect privacy and security

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

Informed consent: | believe we should consider a National alteration to all surgical consent ( and
consent to treat ) with a line that indicates. "Patient data will be kept for quality and safety
assessment and no patient identification will occur with use of this data.". This minor alteration will
allow the collection and use of private and secure patient data for outcomes based registry and do
away with the requirement for "opt out" consent.

Overall opt out is very low ( <5%) so not really useful however adds significant cost and time plus
adds to ethics applications etc with no real gain.

This should be supported by all surgical groups including RACS plus all DHB's as measurement of
outcomes is becoming vital at improving the value of health care.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
Agree
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Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:
Consider different process or waive consent in registry based de-identified outcomes projects

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Informed consent: | believe we should consider a National alteration to all surgical consent ( and
consent to treat ) with a line that indicates. "Patient data will be kept for quality and safety
assessment and no patient identification will occur with use of this data.”". This minor alteration will
allow the collection and use of private and secure patient data for outcomes based registry and do
away with the requirement for "opt out" consent.

Overall opt out is very low ( <5%) so not really useful however adds significant cost and time plus
adds to ethics applications etc with no real gain.

This should be supported by all surgical groups including RACS plus all DHB's as measurement of
outcomes is becoming vital at improving the value of health care.

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: No change required Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research: adequate
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Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
This is mainly for clinical studies.

Design characteristics for outcomes registry would be useful so a blueprint, acceptable to National
ethics plus then agreed by local DHB ethics is required. Currently both National and local ethics
approval is required

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Excellent section and clear data processes
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Response number 19

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable

Strongly Agree

Please outline your reasons:

The updated standards are a vast improvement on the prior standards. They offer clear, concise

guidance across a wide range of topics, including new and emerging areas of research

methodology. The working group have done an excellent job of putting these new standards

together.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The new standards are highly-applicable to all areas of my own research specialty (epidemiology).

The standards balance protecting individuals with the realities of conducting

research
Agree

Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

The standards explicitly state that they recognise He Korowai Oranga (the 2014 Maori Health
Strategy) and the principles of Vision Matauranga. Health inequalities and health inequities are
defined — the definitions are a little hinky and could be improved, but at least they are there.
Separate chapters are included on Maori health research and Pacific health research.

The standards bring together the principles of Te Ara Tika and principles of bioethics — these are
the ethical sources that are used to set out the standards within the document — so are worth
reading and understanding.

The standards now state that ‘Researchers must collect ethnicity data, unless there is a valid
justification why it is not necessary.” There are useful boxes that provide guidelines for consultation

with Maori, including minimum standards that must be met.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
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Agree
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

Excellent guidelines on vulnerable participants, including a section on managing unequal power
relationships — everyone working with vulnerable populations should read them.

Also excellent guidelines on informed consent, including the information that researchers must
provide participants with before gaining consent (it’s a long list — we all need to read it).

Very interesting section on the integration on consent into normal clinical care — will impact more
on clinical researchers, but opens up possibilities in terms of integrating research into normal
clinical care.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

This is not my area of expertise.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

This is not my area of expertise.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

Contains guidelines on what a good study protocol should include — which is important when
submitting ethics applications.

Contains some guidance on emerging/in vogue study designs, such as co-design/participatory
research, cluster randomised trials, etc.

Chapter 13 on Research Conduct has a really useful one-pager on how a study should progress —
worth printing an putting on the wall. The chapter as a whole includes specific guidance on things
like approaching participants, methods of recruitment, etc. Includes a useful section on recruitment
through social media.
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Charging participants
Please outline your reasons:
Yes, | think so.
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Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:

An entire chapter (Chapter 14) is dedicated to health data, including guidelines around data linking.
Those working with the IDI or other linked data need to read this chapter inside and out, and
become accustomed to the wording — since it will be the standard by which ethics applications are
assessed in the very near future.

Importantly, the term ‘de-identified’ is being dropped from use in the standards.
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Response number 21

Name [redacted]

Organisation [redacted]

Role Lab head

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi: Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

In my opinion, all genetic health research that involves follow-up with the participant should be
carried out in association with a clinical specialist, such as a clinical geneticist, a genetic associate
or clinical diagnostician. The standards listed in the draft document appear to be advising the
researcher how to fulfil the role of a clinical specialist when discussing results with the participant
and family members. What safeguards are there that cover the interpretation of the genetic
findings? Discrepancies in the clinical classification of genetic findings between laboratories is
common and | do not see the current standards protecting participants against well-meaning
researchers reporting incorrect information. Without the involvement of a clinician it is likely that
research innovation will be prematurely adopted into standard of care which is in contrast to 4.15. |
often provide advice to genetic associates in NZ regarding the clinical classification of genetic
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variants found in breast/ovarian cancer associated genes, however | would never give this
information directly to my study participants.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Regarding 15.25

This suggests that researchers are obligated to inform participants on their results or incidental
findings, which may not be consistent with the plan for how individual test results or incidental
findings will be handled (15.24). Was this the intention? Biomedical researchers who refer their
laboratory results to suitable health professionals may rightfully choose never to contact
participants regarding clinically significant results as part of their study plan. Research findings are
not equivalent to diagnostic findings carried out in a clinical setting which is highlighted in 15.42.
Instead the researchers may allow the clinical specialist(s) to decide whether or not they wish to
follow up on research findings and contact individual participants.

Page 94 footnote - This statement is unclear and seems unnecessary “Genetic research may
involve the study of: gene expression, including environmental factors, pharmaceutics and other
therapeutic products”.

Regarding 15.44

| understand the significance of this advice however it is unclear what genomic research this refers
to. For example, whole genome sequencing provides a level of data could be used to derive
information characteristic of hapm or iwi, but researchers using this technology may not be carrying
out research that leads to such information.
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Response number 22

Name [redacted]

Organisation [redacted]

Role Senior Lecturer

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Disagree

Please outline your reasons:

Although well written, the Standards document itself is too long. The majority of health research
will not read them.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

| have outlined my reasons in more detail in the "Informed Consent" section, but | believe the
current information burden on participants has the paradoxical effect of them being less likely to
understand the proposed study - in short, the Standards reduce the protection on individuals.

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Disagree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

ers
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Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives:

Disagree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

As stated in paragraph 4.2 in the document, "It is not easy to offer a simple definition of research,
or to provide a clear line between activities that are research and activities that are not." The
reason it is difficult to provide a clear cut distinction between, for example, audit and non-
interventional research into standard care is because there is no distinction in reality. | believe
audit and non-interventional research should be treated identically for two reasons: a) Audit is
clearly research - if the information contained within the audit were already know, then it would not
need to be collected.

b) Audit and quality assurance activities are distinguishable only from non-interventional research
in the intent to which the activity is performed — for audit, this is for local services, whereas for
research this is to collect generalisable knowledge. However all research is limited by the data
collected, with generalizability never guaranteed. Equally, “audit” can often provide generalisable
knowledge, and publication of this should not be prohibited purely because it is not deemed
research.
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For these reasons, both should be held to the same standard of ethical approval. Ideally, given the
low risk nature of retrospective research with an appropriate data governance policy, this could be
a simple waiver from the ethics committee, or else a more streamlined expedited pathway should
be provided. These reasons are largely in line with the opinions you received during your 2015
consultation. There should be no doubt that the administrative burden even of the current
expedited pathway is a barrier to good research being carried out.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Paragraph 9.34 documenting the information to be provided on the participant information sheet: |
submit that the information burden on participants is too high. The presence of a participant
information sheet (PIS) and signed consent form is not a reliable indication to a participant’'s
understanding of the study. By putting all the information in a PIS, the length is so long that in
reality the vast majority of participants never read the sheet. How many of us can truly say that we
read the full terms and conditions when we sign up to a new website? Why would we expect study
participants to be any different?

For low-risk studies, consideration should be given to a 1 page limit in bullet point form to allow
participants to actually understand what the study involves. A link to a source of additional
information could be provided on the simplified PIS.

Paragraphs 9.36 and 9.38, regarding specified and unspecified future use of data and tissue. It is
unethical to place barriers (administrative or otherwise) in the way of research that has already
been consented to. Section 9.36 should therefore not mandate that future research projects (using
data and tissue where consent has been given for future use) need further ethical review. This is
well established internationally, e.g. UK Biobank, the Genome-Tissue Expression project. Equally
to maximize the value of these precious donations, there should not be a requirement for a specific
duration of time for unspecified use of tissue or data (9.38) - to unnecessarily destroy freely given
tissue and data that a participant has donated for research is unethical.

The information requirements in paragraph 9.38 are again too long and unwieldy. The addition of
another PIS and consent form only contributes further to the information burden on the participant.
The additional information is rarely viewed as useful by potential participants and frequently they
seem surprised to be asked about it separately. It is very rare that someone consents to a primary
study who then does not consent to future unspecified use of data/tissue. The overall effect is to
make it even less likely that the participant will read any of the material provided.
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Given the costs associated with collection and the scarcity of the samples involved, it is unethical
not to maximize the potential knowledge gained from every research study. Therefore, there
should be a strong recommendation that consent is gained for future unspecified use of tissue and
data as part of every study unless there is a compelling reason not to. Given the complexities of
the current PIS and consent form system, this should be done as a perhaps a few sentences in the
PIS and a simple optional question on the same consent form.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

Paragraphs 11.15-11.17, regarding equal explanatory power. The wording here is unclear (to me,
at least!). | read it as saying that there should be enough Maori participants to be analysed as a
separate group with equal statistical power to non-Maori. This of course would put an end to the
majority of clinical research in New Zealand - even in diseases overrepresented in Maori (such as
diabetes), the number of participants required to adequately power a clinical outcome based study
would be prohibitive unless the effect size was extremely large.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:
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Response number 23

Name [redacted]

Organisation [redacted]

Role Professor

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
Clear, succinct and well written. Everything is where you would expect it to be.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi: Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No
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Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
10.34. "Researchers must provide participants with the following information, which will usually be
in the form of a participant information sheet, as relevant:

- whether the research findings may be commercialised and any ownership rights participants may
have over these

Question is: what is implied here by ownership rights for participants? Is there a precedent here for
ownership of i.p. when one is a participant for a study ? In commercially relevant research do we
need to always clarify to a participant of their potential i.p. ownership or lack of in the patient info
sheet ?

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
Not Answered

Please provide feedback with reference to the paragraph(s) in question:
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Response number 24

Name [redacted]
Organisation [redacted]
Role [redacted]
Interest group Consumer
Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

While the Standards are in general helpful, clear, relevant and workable we have an overarching
concern that they appear voluntary and there is no mechanism for enforcing them. We have
particular concerns regarding research conduct and the need for independent peer review and
scrutiny both at the initial approval stage and as trials progress and data emerge.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

The absence of an option to independently review a trial that is under way does not protect the
rights of the individual. Similarly, leaving scrutiny and safety monitoring to those conducting the trial
does not protect against conflict of interest.

The standards support researchers to navigate ethical challenges in health
research

Disagree

Please outline your reasons:

The absence of a mechanism to enforce the guidelines and to require the input of independent
expertise to review a trial places the burden of ensuring safety and ethical status entirely on the
researchers. The possible inclusion of an independent person on a Data Monitoring Committee is
insufficient to protect both participants and researchers. There should be mechanisms in place that
allow ethical and safety review that is entirely independent of researchers and sponsors of a trial.
There is no mechanism for external stakeholders to prompt such a review during the course of a
trial.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
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Disagree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Neutral

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Disagree

Standards - protect and reassure the community:
Disagree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This section contains the necessary elements

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Neutral

Please provide feedback with reference to the paragraph(s) in question. :
This should be undertaken in a more hapu, iwi and marae-based setting

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
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Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
8.12 should include people with poor health literacy and poorly educated people
8.32 after "proposed treatment" add "and its potential consequences

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

There is no requirement for independent consumer and medical review of patient information
sheets and consent forms. We have previously encountered forms that did not provide clear
unbiased information to prospective trial participants, but were confusing and even misleading with
respect to risk of harm to participants. The Breast Cancer Trials (Australia and New Zealand)
model is a good one. All patient consent forms are reviewed by both clinical experts and trained
consumer advisors.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
Yes
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Please provide feedback with reference to the paragraph(s) in question:

Add a paragraph between 9.29 and 9.34 describing the need for independent medical and
consumer review of information provided to prospective trial participants.

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

While we welcome the explicit discussion on the need to minimise harms to trial participants we
note that there could be circumstances where patients may wish to engage in a high risk/high
reward trial, e.g. with a novel immunotherapy treatment for cancer. Patients must be well informed
of potential benefits and harms, but their own views should also be listened to and taken into
account. Ultimately patients should be able to make their own decision about participation.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
The matter of self-determination is not included, see above comment.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

11.25 refers the reader to Committee on Publication Ethics Guidelines. This is not relevant or
applicable to the the ethics of peer review of a study design.

Reference should be made to a relevant guideline here.

We note that SCOTT review is one New Zealand mechanism for peer review of clinical trials but
their Terms of Reference do not cover ethical considerations.

More work needed here.

A scientific and ethical review by an expert panel should be required for all trials. A clear
mechanism and process should be defined for this.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

This section does not provide for independent review of the safety and ethical status of a trial that
is under way. Neither does it require independence of members of Data Monitoring Committees.
This does not sufficiently protect the integrity of the trial or the safety and wellbeing of trial
participants from conflicts of interest likely to be present in researchers with a vested interest in the
trial.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
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See above. There is insufficient provision for independent scrutiny of trials either at the approval
stage or during the course of the trial.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

13.8 states that researchers must promptly report new information that may affect safety to
regulatory bodies and participants. We agree but there should also be provision for external parties
to present new information of this sort and have it investigated and acted upon. When we alerted
the Northern B Ethics Committee of new information indicating ethical and safety concerns relating
to a particular trial they ruled that they were unable to review the trial (in 2013) because it had
received initial approval in 2007.

They stated that "Whilst the committees are responsible for checking that the appropriate review of
the scientific merits of the study have been carried out prior to the study being approved, it is not
the role of the ethics committee to conduct peer review". Therefore we conclude that there is no
independent body that can assess the ethical or scientific validity of a trial that is under way,
leaving patients exposed to harm.

13.45 to 13.48 All safety monitoring is or may be undertaken by researchers or individuals closely
involved in a trial. There is no requirement for an independent review body to protect New
Zealanders involved in clinical trials. Thus there is no requirement for objectivity or impartiality
when the safety of participants is being weighed against the objectives of the study.

Charging participants
Please outline your reasons:
We are unsure. Any proposal to charge participants should be highly scrutinised.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:

Databanks
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
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Please provide feedback with reference to the paragraph(s) in question:
We believe that tissue should be made available for future research purposes.

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 25

Name [redacted]

Organisation [redacted]

Role Senior Lecturer

Interest group Academic

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Strongly Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Strongly Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

1.2 strong focus on individualistic nature of health care and health outcomes. Those from
collectivist communities put emphasis on self-determination and the health and wellbeing of the
community. World Health Organization health goals might be relevant to inlcude: Inclusion and
participation.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Neutral

Please provide feedback with reference to the paragraph(s) in question. :
6.3 and 6.4 the term 'cultural rigour' is used but what does this mean? this has not been defined

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
In section 10.12 have potential cultural harms been considered ? such as harm to wairua or to
mana.

Research development and design
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
11.5 should these be aligned with the 13 characteristics specified in the Human Rights Act
11.5 sexual orientation is not specified and should be included.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 26

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Given that the standards are for research, they are fit for that purpose. However, we would like to
see a section which covers new ways of using data, such as for predictive algorithm development
and use in clinical practice. The feedback section mentions 'big data' but the body of the standards
does not.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree
Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

New data uses are not covered by these standards, such as using routinely collected data to
develop predictive algorithms (e.g. predicting health outcomes following a health event). Section
4.6 broadly covers such use by saying that 'people involved in activities that share features of
research should follow these standards'. We agree that the standards provide a useful framework
for development of algorithms, especially the 'data harms' section. However, it is not possible to
follow consent rules in the standards for this development. It would be good to have greater clarity
around what is meant by ' should follow these standards' and perhaps specific recommendations
regarding consent for this purpose.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

The scope is clear and includes research only. Please refer to earlier comments about expanding
the scope of the standards to include new ways of using data, especially predictive modelling using
routinely collected (existing) health data. These uses, by nature, involve linking across disparate
datasets. The standards specifically require consent for such data linkages. Expanding these
standards to give more specific guidance to predictive data modelling would be appreciated.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
4.19. We suggest you add a condition of:
‘the innovative practice may broaden health inequities'

137



Response number 28

Name [redacted]

Organisation [redacted]

Role Community member

Interest group Consumer

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Neutral

Standards - protect and reassure the community:
Disagree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
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My comments are specific to the sections on genetics. It is essential to keep this section up to date
in a rapidly changing and ethically challenging technological world. It is unclear in this section
whether New Zealand law includes similar legislation to GINA in the US or S-201 in Canada,
preventing genetic-based discrimination in such areas as health insurance and employment.
Https://www.genome.gov/10002077/

This should be clarified - based on current wording eg in 15.35 and 15.39, it seems no such
legislation exists in NZ. If that is the case, should NEAC be addressing this with legal authorities?
This will have a major impact on genetically-based studies and appropriate dissemination of such
information, if participants are not legally protected, although such legislation is admittedly prone to
loopholes.

In section 15.39, bullet 5, it is stated that researchers provide access to genetic counselling OR
recommend that ppts seek these services. It is my understanding that these services are only
provided free to individuals meeting certain criteria. If that is the case, then ppts may be
disadvantaged financially, or may choose not to have counselling due to cost. In these instances,
the research plan should cover these costs, both for ethical and research adequacy reasons.

The section on gene editing gives a nod to this important new development, but | suggest it should
be stated more clearly that ethical issues surrounding these and upcoming technologies will be
monitored and updated as required. https://www.genome.gov/27569222/genome-editing/

Lastly, I may have missed this, but it seems strange not to mention pharmacogenomics in a section
on genetics, unless it is unlikely that NZ researchers will ever participate in this field.
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Response number 29

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:
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Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The problem we have come across is that people see a biobank as a freezer, ie you have a
biobank, and | want to biobank these samples, so if | put them in your freezer then I'm covered.
MANY researchers still think this way. | think this needs to make clearer that a biobank is not just a
collection of samples, but a framework of use that governs a set of samples. | think the protection
of a biobank is that it links researchers into a collective that provides better structural protections
for participants, rather than single researchers doing their own thing. It also provides protection of
samples into the future where individual researchers may leave but the governance still applies.
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 30

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
The document is structured in a manner that is easy to follow, is practical and describes processes
and guidelines in an accessible manner

The standards are applicable to all types of health and disability research
Disagree

Please outline your reasons:

There is no mention of research with LGTBIQ+ populations, apart from the reference to diversity in
gender and sexuality as a marker of vulnerability. It would be good to include particular
considerations when conducting research with this population, even though there are some overlap
with Maori and Pasifika populations

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Disagree

Please outline your reasons:
The standards do support researchers to navigate some ethical challenges, but the omission of a
discussion on research with LGBTIQ+ population fails in this regard

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Neutral

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
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Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives:

Disagree

Standards - protect and reassure the community:
Disagree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Disagree

Please describe the ethical challenges that are missing:

There are considerable challenges in doing research with LGBTIQ+populations and given the fact
that individuals in this group are over represented in the suicide statistics in NZ there should be
clearer guidelines on how to consider the ethical challenges inherent in conducting research with
this population

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
| would suggest including sex as a diverse category alongside gender and sexuality

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
8.12 - include sex, alongside sexuality and gender

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
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Under standard 11, considering cross-cultural research, including LGBTIQ+ populations, it is
important that the principal researcher consults a person with appropriate knowledge, skills and
experience throughout the research process rather than the proposal being reviewed once.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

11.7 could be revised to include ongoing consultation rather than reviewing as an adequate
process to ensure the integrity of cross cultural research

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
13.75

The ethical issue of deficit thinking and victim blaming also strongly applies to the LGBTIQ
population given the medical profession's pathologising of sex, sexuality and gender diversity. The
wording of this issue should include reference to this population.

Charging participants
Please outline your reasons:
Yes it is helpful to discourage researchers to charge participants for participating.
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Response number 31

Name [redacted]
Organisation [redacted]
Role [redacted]

Interest group

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:
| was really pleased with the new standards. They contain what | was expecting (always a relief).

The standards are applicable to all types of health and disability research
Strongly Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Yes, very helpful.

Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Strongly Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Strongly Agree

Please describe the ethical challenges that are missing:

| can't find the place to comment on Section 3 Users' guide to these standards so I'm putting my
comments here.

3.7 - for clarity, maybe you can include specifically HRC accredited IECs as being among the
review bodies over which the NEAC and their standards have precedence. From the perspective of
the IEC, it will make it much easier to enforce the standards if we can point to the wording and say
to researchers 'look, this is the place where it says that you must comply to these standards'. The
current wording 'a review body' leaves room for a little bit of ambiguity.

3.15 - and here for clarity include HDECs and HRC accredited IECs.

Should versus must
'must' has a circular definition. How about this wording?

'must’ means that compliance with a standard is required; any exceptions to the standard are
clearly detailed.

'should’ indicates that compliance with a standard is a matter of good practice and is
recommended.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Nice work here, and good if it picks up activities happening outside those traditionally understood
to be observational 'research’ and interventional 'research’.

Scope of the standards and non-research activities
Is the scope of the document clear?
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Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
| really liked the wording of 5.2, and also Figure 1.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

In spite of the attempt to be inclusive by using the phrasing Polynesia, Micronesia and Melanesia,
this section is very 'Polynesian’ in the commentary section. There is a risk of alienating Pacific
people who do not recognise the wording. Rather than omitting it, | think you could maybe
acknowledge the source language of indigenous terminology (fonofale, alofa, ava etc. - do these
terms all derive from the same language, and which one?) and to indicate that the terminology
serves to illustrate one set of Pacific values, rather than to imply that all Pacific people share the
same values. Beliefs about and interactions with the human body after death are vastly different,
for example, in different parts of the Pacific.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline your reasons why the section is or is not fit for purpose:
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How much HRC funded research relates to Micronesia and Melanesia? Is this section trying to be
more inclusive than it needs to be? Or are NZ interests in the Polynesian Pacific?

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question: Wording suggestion
for 7.2: an holistic (rather than a holistic)

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
There is a lot of very clear and helpful information in the commentary.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

| wondered about signalling language difference as a factor somewhere. It needn't be a
vulnerability, but perhaps a separate subsection.

Statements could be including about the requirement to provide an interpreter for participants
whose main language is NZSL, and links to resources that support the preparation of written
materials for NZSL users. This is a 'must’ in my view.

Likewise, an overt statement about the importance of providing documentation in te Reo, and
providing opportunities for participants to communicate in te Reo if that is their preferred language.
This might be more project-specific - a 'should'? | see this is picked up on in 9.19.

A final point could perhaps be something about the needs of non-English speaking participants
(participants shouldn't be excluded because their English isn't very good - how can researchers
better support their participation?) This could be an opportunity to introduce/reinforce the need to
use clear English in project documentation for participants.

Along the same lines, I'm assuming there will be a version of these Standards translated into te
Reo and made available at the same time as the English language version is released? And
maybe some online video resources in NZSL too?

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Wording suggestions: rather than 'research in', how about 'research with'? (Research in children
and young people, Research in women - yikes).
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Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

| found this section problematic, as the NEAC is advocating for a practice which is actually illegal.
This seems like poor form (although | understand the rationale) and | think you should wait on the
law change before distinguishing between minimal risk research and more than minimal risk.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

| found the information in this section to be very useful.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
See below

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

152



10.12 - | like the inclusion of Table 2, and particularly the inclusion of 'cultural' in the section on
‘Social or cultural harm'. I'd like to see cultural harm expanded on (the current focus is pretty much
'social'). Some acknowledgement that there are cultural belief systems and practices which differ
vastly from western medical values and practices would be good here, especially as there is a bit
of a history of dismissing values and practices which fall outside of the institution.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Protocol

11.11 - after a fantastic start leading with principles from Te Ara Tika, no mention is made of a
description of consultation undertaken, and how feedback has been incorporated into research
design. And the all important partnership arrangements fall second to last on the list. These could
sit around bullet point 6. Just saying...

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

14.43 Table 6 Cultural Harm has fallen off, and I think should be included here, given the potential
for generalisations to be made from data about groups of people.

Big data and new ways of using data
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Not Answered

Please provide feedback:
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Response number 32

Name [redacted]

Organisation [redacted]

Role Research Manager

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Disagree

Please outline your reasons:
General concerns about the Standards are as follows.

A clear definition of what a Standard is, what it means in practice and how it can be measured or
applied is lacking. For example, in 3.21 is states that ‘should ‘and ‘must’ are similar but ‘must’ is
stronger. It states that ‘must’ means the standard is the minimal standard that must be met, but
the status of the ‘should’ statements is unclear. We suggest providing a clearer explanation and
examples of how ‘should’ statements are to be applied and interpreted in practice.

Some of the Standards are poorly written, ambiguous and lack a clear purpose. Specific
examples are given in later sections. All of the Standards must be written in such a way so there
is no confusion about how they can be measured and put into practice. It should be clear to the
researcher, ethics committee, participants and others how the Standard can be met. It should also
be clear what the point of the Standard is, what action is required to achieve it and why this is
important.

Not all of the ‘Standards’ include a ‘must’ or ‘should’ statement (eg, 8.8, 9.9, 9.77, 9.79, 12.3,
13.2, 13.3, 14.22, 14.32, 17.14, 17.26). We suggest all of the ‘Standards’ be framed as a must or
should statement, to improve consistency, comprehension and clarity of the Standards. Any ‘may
be’ statements should be discussed in the commentary but not be included as Standards.

There are many cases where there are should or must statements in the commentary but these
are not included in the listed ‘Standards’. This is confusing andthe status of these additional
must/should statements is not clear. 3.2 states that each chapter contains standards that
researcher must meet, 3.3 says the commentaries provide guidance on how to apply and interpret
the standards, but there is no guidance on how important the commentaries are. We suggest
careful consideration of all the should/must statements in the commentaries and assessment
about whether these should be ‘Standards’ and if not, then revising the language to mitigate this
ambiguity and/or explanation provided as to how and why they are different and distinguishable
from the Standards. We highlight specific examples in later individual sections. In general, we
suggest that any statements in the discussion that have strong ‘should’ or ‘must’
recommendations are considered for inclusion as specific Standards, unless there is a compelling
reason not to. This would make the Standards clearer and more comprehensive and ensure that
important areas of action are not missed by researchers, who may primarily refer to the Standards
and not always read the commentaries in detail.
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The commentary often does not clearly relate to or support the Standards; they are often
repetitive and create ambiguity rather than clarity. We highlight specific examples in later
individual sections. The commentary sections are also often lengthy and poorly constructed, so
the information in each section does not clearly relate to the headings and it is difficult to find
relevant details. To greatly improve the clarity, helpfulness and workability of the document, we
suggest that each Standard has its own commentary, so it is explicit what commentary pertains to
what Standard. This would also mean the commentaries are limited to areas of contention, further
detail, exceptions/special cases and hazy areas where a should/must statement is not
appropriate, which would make these sections much more relevant. The commentaries should
explain how the Standard can be met, and how all involved will know that the Standard has been
met, if the Standard is not able to be explicit about this or involves some caveats.

Related to the issue of the commentaries, it is not clear why some information appears in the
introductory section and other information is in the commentary. There are instances where useful
introductory information is missing or is located in the commentary. The document would be
greatly improved if the introductions contained all the useful background information, definitions
and context for the Standards, with the commentary related much more clearly to specific
Standards, and elaborating more on these as required. Specific examples are provided in
individual sections.

There is significant overlap between sections/chapters and insufficient cross-referencing. Specific
examples are provided in individual sections. A major example of this is Ch 14, which contains
Standards related to research with Maori, informed consent, harms and benefits, privacy and
confidentiality, research conduct, with no cross referencing or harmonising with other sections.
The order of the contents does not make sense and some of the section headers are inconsistent
or inappropriate for the content of the sections. For example, itis not intuitive that informed
consent is considered before Research development and design. Types of studies would make
sense to appear earlier in the contents. The title of ‘Types of studies’, ‘Categories of participants’
and ‘Health Data’ doesn’t reflect well the content of this chapter. Research benefits and harms
would sit better before the chapter on Research involving Maori, as this sets up the discussion on
‘benefits’. Other specific examples are provided in individual sections.

A summary that lists all the Standards in one place (with links to the more detailed context and
commentaries) would be helpful.

A glossary and definition of terms would be helpful.

The presentation about the Standards given at the Wellington consultation meeting articulated
some aspects more clearly than is currently done in the document eg, there was a clearer
explanation and discussion of proportionality of ethical review (which must also be applied to
research that does not get formal ethics committee review) and scope of applicability of the
Standards to “research” in its various definitions. Suggest that the content of this presentation is
considered alongside the current draft guidelines and included where the guidelines are lacking in
this context and detail.

The standards are applicable to all types of health and disability research
Disagree

Please outline your reasons:

The Standards and associated commentary do not always make clear where the Standards apply
to different types of health and disability research. This needs more work, to make the guidelines
more effective and usable. Some specific examples are given in the feedback on individual
sections.

That the standards apply to all health and disability research and related activities, regardless of
whether the research is reviewed by an ethics committee, deserves consistent emphasis. Hence,
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the first sentence of 1.3 should be reworded to be consistent with a very similar sentence in 4.1
(the 1.3 sentence is overly wordy).

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

The realities of conducting research do not appear to have been appropriately considered in some
sections. See later comments, eg, Research with Maori.

The standards support researchers to navigate ethical challenges in health
research

Disagree

Please outline your reasons:

We have concerns about the practical navigation of the guidelines. The document is very long,
unwieldy and it is not clear how this will be usefully translated to an online version. The underlined
blue words which go to further information, are not always helpful and there are many areas where
links would be helpful but these are missing. We suggest undertaking a robust process to ensure
the online version of the guidelines are adequately tested before release, including assessment of
whether they are easy to access, easy to navigate, readable and usable on different types of
browsers and devices and that all the links work and go to the right information. This includes
considering and communicating how the document be made web-friendly and searchable, how it
will be kept up to date and how will users be notified about revisions in the future, how sections will
be linked effectively and consistently, how the important, need to know information will be
highlighted. We recommend that there is an additional round of targeted consultation of the online
version to ensure this version is fit for purpose.

We also strongly recommend a thorough edit of this document, particularly to eliminate
repetitiveness and duplication (some specific examples are provided in later sections). Many
sections contain information that is relevant to other sections but it is not clear how these will be
linked.

NOTE - We were unable to rate the 7 statements below about 'Overall do the standards...' A
neutral response has been given only because a response was required to complete the
submission.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Neutral

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral

Standards - reflect the principles of the Treaty of Waitangi:
Neutral

Standards - foster awareness of ethical principles and practices among health care

providers, researchers and the wider community:
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Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

The Standards raise the issue of how ethical principles can sometimes be in conflict (5.11) but do
not offer much guidance about what to do in these cases. The example given in 5.11 is difficult to
understand and offers no clear solution or approach to deal with the conflict.

There is insufficient clear guidance on what researchers must do when undertaking research on
linked data that is not identifiable. This is an important issue, as many researchers working outside
university institutes access linked datasets eg, in the IDI, and have no access to an ethics
committee to review research proposals. We need clear direction on this, as the HRC has
indicated that use of secondary datasets such as the IDI may/should have ethics committee
review. We do not agree with this advice as the risks of harm are very low and can be managed in
the same way as other minimal risk research. It is also unclear how this relates to current
processes of review of IDI data projects. This advice would create a great deal of difficulty for
researchers, and almost certainly hinder or prevent useful research from progressing, and provide
no additional protection to research participants, whose data are de-identified. It is not clear that
the advice in 14.56 applies to data such as the IDI which has already been linked.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:

Merging the guidelines is a positive step. As noted elsewhere, there are places in the current draft
where it is not clear which Standards apply only to interventional research.

Scope of the standards and non-research activities
Is the scope of the document clear?

Disagree

Please outline your reasons or suggested improvements:
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The document is large and complex, and there is a lot of repetition. Smaller providers or
community groups wishing to understand the needs of their community, for example, would be
significantly disadvantaged by this.

Paragraphs 1.5 and 1.6 could be re-worded to be clearer and easier to understand — they also
need to either link to 3.8 or incorporate the information in 3.8. This is because paragraphs 1.5 and
1.6 raise questions (eg, what are the other guidance and codes of practice, and who decides what
are minimum standards/what is inconsistent), which are partially answered in 3.8. It seems like the
practical point is that where there are gaps in the NEAC guidelines it is prudent to consult other
guidance (this is a better alternative than researchers doing whatever they want to).

Also note that 3.8 is in a section titled ‘Complying with NZ legislation’ but this is inconsistent with
the text in this section, which mentions international conventions in the last sentence of 3.8 and

international conventions in 3.9. The heading ‘How the standards apply to NZ legislation’ is also
inconsistent with the text below, which is not about this at all.

1.5 says ‘researchers must refer to [other guidance].” We suggest clarifying whether this is a
Standard or not and how it would be measured/ complied with.

1.6 is repetitive — have already told researchers they must refer to other guidance in 1.5. The first
sentence is long and difficult to read — suggest revising so it is simpler and clearer.

4.3 the box is a broad description of health and disability research (similarly, 4.4 should refer to a
definition of ‘health and disability research’ not merely

‘research’.) This creates some ambiguity about whether the guidelines apply only to health and
disability research or a broader range of research (including social science research). This needs
to be clearly resolved. If the scope of the document is to include non-health research, the
implications of this need to be clearly spelt out and discussed, especially the implications for social
science researchers.

4.5 It is not clear what is meant by ‘all practices where they are relevant'. Please explain.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

The Introduction needs to be distinguished somehow from the Introduction to the Standards, if it is
intended to be included in the final online version. In the Introduction, it states ‘In order to review
the 2012 guidelines and develop new standards determined by NEAC, the Ministry of Health
established a Working Party to create a first draft.” This seems to be misleading, as the Working
Party started at the end of 2017, whereas the review had begun in 2015.

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

This section contains some poorly defined ideas and concepts that have the potential to lead to
confusion. Examples include:
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6.3 and 6.4 Cultural rigour is something the Standards say that researchers must demonstrate,
but no definition is provided and there is no discussion on what this means in practice or what the
implications are. We might infer that cultural rigour means researchers have to consult in a certain
way, share benefits with participants, but this is not explicitly stated. Some guidance also needs to
be included on how researchers will know they have met this standard and how to assess the
cultural rigor of research or researchers. 6.4 is closer to a useful standard than 6.3, which is too
weak and needs a tighter definition.

6.5. The Standard around researchers acting with integrity and transparency should apply to all
research. Suggest making this a Standard that applies generally (with appropriate re-inforcement
that this is especially important in research with Maori). Also suggest that the second sentence
become a separate Standard that is specifically relevant for research involving Maori. Also, 6.5
would be much clearer and easier to understand on a first reading if it used the same language as
the commentary. There is an apparent inconsistency with 6.12 which says early consultation is
preferred whereas 6.5 says consultation should form part of gaining agreement for the proposal.
This creates the perception that ‘should’ statements are to be interpreted as a ‘preferred option’
(ie, do it if you want to but no obligation to adhere to these) which may or may not be intended.
This relates back to the previous comment about needing to more clearly define the status and
interpretation of ‘should’ statements.

6.6 This standard is unclear. It seems like an ‘and’ or ‘so what’ is missing. It seems a very low bar
to include as a standard - you could meet this by identifying the appropriate group and then doing
nothing to ensure the engagement with the research is appropriate, for example. Different
populations will signal different approaches and ethical standards (e.g. Maori iwi leaders vs young
Maori mothers living in economically disadvantaged communities). Sometimes the Maori
population may be identified after consultation with a Maori stakeholder grouping or the Maori
stakeholders may be the research population. Perhaps change to and/or to keep some flexibility,
but add something like “... researchers must clearly state the criteria used in identifying Maori who
are to be part of the research and make that clear in the all research documents, including to all
research participants”

6.7 “Researchers must collect ethnic data (allowing multiple ethnic identifications), unless there is
a valid justification why that is not necessary” An explanation for this could be to ensure parity
with contemporary understandings of ethnicity and with Stats NZ ethnic data standards.

6.9 Needs to acknowledge the cumulative effects on health and wellbeing of the loss of the Maori
economic base due to colonisation and on-going discrimination.

Box 1 (and these comments also apply to the section as a whole) — The expectations regarding
Research involving Maori are not sufficiently clear or well defined. For example, ‘iwi research’ is
referenced in the box but there is no definition of what ‘iwi research’ is. Also what is a
‘collectivises’ — is this a typo for ‘collectives’? Need to explain what is a ‘collective’ and what
defines ‘involved’. Some discussion is also needed about how researchers/ethics committees can
confirm that a research design, method and analysis is appropriate for Maori collectives and how
this is different from being appropriate for Maori individuals. A specific application of this that
needs further clarification is what this means for research that asks about iwi affiliation as part of
gathering information about individuals but is not researching specific iwi ( a common occurrence
in survey work). It is currently unclear whether this means that any research that involves Maori
who have an iwi affiliation (regardless of whether this is asked about in the research) must consult
with a collective body. If this is required, some guidance about how, who and why this
consultation is undertaken would be helpful (eg, do the iwi governance groups want/need to be
consulted on every research proposal that includes a Maori individual with an iwi affiliation?) This
is really important to be clear about — ambiguity here will create many potentially serious
unintended consequences. If the expectation is that any research with any ‘collective’ content (eg,
iwi affiliation) requires a collective consent from any/all potentially interested iwi groups at the
proposal stage (which the document as it stands could imply) then this would almost certainly
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result in this type of information not being asked at all. Another question to be answered is how
does this Standard apply to existing or ongoing research that collects iwi data.
Box 1 — this assumes that all research will have institutional review, which is clearly not the case.
This needs to be made applicable and relevant to all ‘types’ of studies and health and disability
research.
Sharing benefits with Maori — we need some more information about what constitutes a ‘benefit’
(eq, links to 10.90 and Table 1).
6.22 ‘Researchers must be honest and open about all parts of their research etc...’ This doesn’t
seem to belong here. It is of general relevance and has no apparent exclusive relevance to
research involving Maori. Also another ‘must’ statement that could be turned into a Standard.
Also, some definition of what ‘honest and open’ means would be helpful.
The section is also poorly constructed and difficult to follow, meaning that readers would find it
hard to find the information that is important and relevant to them.

Statements that include ‘should’ are included in the commentary and it is not clear whether these
should be Standards. Examples include:

The introduction section needs to introduce the different types of research involving Maori (as in
Box 1), as these are potentially crucial distinctions.

The entire commentary section is repetitive and would benefit from a good edit, especially the
consultation sections. The three headings of Engaging and consulting early, Consultation and
Degrees of Consultation are confusing. 6.17 and 6.18 in the section ‘Consultation’ appears to be a
justification/explanation of why we should consult and perhaps would sit better in the introduction.
The section ‘The importance of health research with Maori doesn’t clearly relate to any particular
Standard. 6.8 is repetitive of the content in 2.8. 6.9 would fit better in the introduction. 6.10
introduces health inequities as an argument ‘supporting a focus on Maori health aspirations in the
ethical review of all health research’ but does not explain what this means in practice.

The second sentence of 6.11 could be a standard. (eg, Every study in NZ should consider the
degree to which it can contribution to improving Maori health outcomes. [bolded addition to make
the sentence clearer]).

The first sentence of 6.11 is of general relevance to this whole section and is not just about
engaging and consulting early. It would fit better in the introduction section or as a comment on
the second sentence of 6.11 (if this is made a Standard). 6.12 doesn’t relate clearly to any
Standard.

6.13 could be a commentary on 6.11 (also doesn'’t relate to any Standard) but does not really fit in
a section on consulting early. It is more about research development.

6.14 Two ‘should’ statements in here: ‘Maori participation in research is important and
researchers should facilitate it' and ‘Researchers should develop relationships with Maori that are
effective, appropriate and meaningful, with an equal balance of power’. These could be Standards
but would need some discussion on how they would be measured.

6.14 ‘A process of consultation with Maori will be inadequate if those consulted play no part in
framing the research question or if their opinions are not reflected in the analysis and research
outcome.’ It is not clear what type of research this applies to. This and the final sentence of 6.14
are not clearly related to a Standard. (This is a good example of how having the Standard with the
relevant commentary immediately associated with it would improve the clarity of the document.)
6.15 Contains must statements — not clear whether these are similar status to the Standards.

6.15 states that researchers must give Maori adequate opportunity and resources to engage in
the research. Suggest that this should apply to other research participants also.

6.18 Need some explanation of what are the conceptual issues and questions that researchers
need to consider. It is not clear how 6.18 relates to ‘Consultation’ or the Standards. Similarly, the
shape of research outputs is vague. It would be useful to state that the language and level of
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detail used in disseminating research outputs must match the requirements of the end-users of
the research outputs.
6.19 It is not clear why this is included here. It also does not relate to ‘Consultation’ or any
Standard and is of general importance and could be easily overlooked/missed.
Box 1 — heading ‘different types of research’ could be confusing. Chapter 12 talks about ‘types of
studies’ with respect to observational and intervention studies but the ‘types’ of research here are
those with different levels of engagement with Maori.
6.21 contains a ‘should’ statement but it is not really clear what this means (‘researchers...should
consider the potential benefits for Maori participants..’) Similar to 6.6, it looks like a ‘so what?’ is
missing, since ‘considering’ doesn’t necessarily translate to any action. Suggest including a
relevant action to explain the purpose/intent of this statement. Consider changing “should also” to
“must”.
6.22 contains ‘should/must’ statements. For the ‘should’ statements, again, it would be clearer if
these recommendations related more clearly to an outcome.
Suggest being explicit about what is expected after reviewing prevalence and health outcomes eg,
relate this review clearly to the research objectives, methods etc.

6.22 Requiring researchers to declare how they will personally benefit seems impractical if not
ridiculous and obscures the main requirement about declaring conflicts of interest. It is not
apparent how this will provide any useful information other than researchers routinely stating
something like ‘This will help me do my job and improve my chances of progressing in my
research career, which may improve my income’.
6.23 ‘the protocol should...’ could be considered for whether it should be a standard. However, we
have reservations about including this as a standard. For example, it is common for surveys to
over-sample Maori and to sometimes recruit a higher proportion of Maori in the final sample than
is in the total population and it is not clear whether this is what is meant by a ‘higher proportion’ —
or whether this means ‘more than 50%’ (or something else). Some clear interpretation of what a
‘higher proportion’ means is required. Many surveys (eg, the New Zealand Health Survey) are
undertaken for monitoring and surveillance and it is not clear how these will demonstrate a greater
benefit for Maori. These types of surveys benefit the entire population but not necessarily one
group more than another. Some explanation of the expectations for how benefits can be greater
for Maori than other groups with respect to observational research/surveys would be useful. Table
1 (not Table 2) lists potential benefits for participants, but only ‘koha’ could be differentially applied
to one group over another. The conclusion from this is that Maori participants should be given a
larger koha for participation in research if Maori are over-sampled — if this is the case, it would be
helpful to state this explicitly and provide a justification for this. Other benefits listed in Table 1
also cannot be easily applied differentially/increased for Maori, so they have more benefits. The
examples of ‘benefits’ (in the second sentence of 6.23) such as ensuring participation, involving
Maori in interpreting results and providing feedback does not look to be providing greater benefit
for Maori, seem to be aspects of best practice that should be included in the standards, and apply
to all participants, rather than examples of ‘benefits’ that could be applied in a greater measure to
Maori. These examples given could be read to imply that research should benefit Maori by
consulting and providing feedback to Maori but not other participants, because doing this would
provide a greater benefit to Maori. Please provide a better explanation of what is meant by
providing a greater benefit and give some examples of how this could work in practice
(alternatively, revise this section entirely).
6.24 — the ‘must’ statement here is better wording for the Standard 6.7. (A good example of the
repetitiveness in the document and how the Standards andcommentary need to be more closely
aligned.)
6.27 this belongs with 6.24 and is somewhat repetitive.
Editorial notes:
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Please be consistent with use of macrons — there is not always a macron on the ‘w’ in Maori in the
document.

6.1 includes a quote with no reference.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Strongly Disagree

Please provide feedback with reference to the paragraph(s) in question. :
See response above.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

Similar comments apply to this section as to the section on Research involving Maori, including
that it would be much clearer if each Standard was immediately followed by the commentary/
interpretation/ application relevant to that Standard. There is the same issue of ‘should’ and ‘must’
statements in the commentary.

Specific comments:

7.5 introduces the idea of ‘cultural integrity’ but it is only in 7.18 that an attempt at defining this is
made. It is not clear how cultural identity compares to the ‘culture rigor’ introduced in 6.4 and 6.4.
Suggest these concepts are harmonised, to improve comprehension, consistency and simplicity.
7.7 There seems to be a ‘so what’ part missing from this — some guidance about what
researchers are expected to do after they aim to understand Pacific dimensions of health would
be helpful. This seems inconsistent with the commentary in 7.11 where researchers are
‘encouraged’ to build their knowledge. Having this as a ‘should’ statement implies it can be
ignored.

7.8 This is a good example of how the Standard would be more understandable if it was clearly
and immediately linked to the commentary about it.

7.9 would belong better in the introduction.

7.12 doesn’t clearly relate to any standard. It also seems inconsistent “researchers are
encouraged to involve a Pacific researcher etc” with 7.13, which states that “for research that
involves a community, researchers should consult...”

7.12 and 7.13, when read together, are confusing. It needs to be clearer as to what kind of
research these statements apply to. 7.13 contains a should and must statement which are
additional to the Standards.
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The purpose of the commentary in 7.15 is unclear. The meaning of ‘researchers should take
account of this relationship ..” is not clear. Also contains ‘should ‘statements (it is unclear whether
these are ‘Standards’)

7.16 Not clear what Standard this comment relates to. That researchers ‘are encouraged to’ is
weak, suggest strengthening this.

7.17 contains should statements about consultation but the Standards themselves do not
specifically mention consultation or engagement despite 7.4 saying that the standards focus on
the consultation process. 7.5 refers to ‘established meaningful relationships’ which may refer to
consultation. Please make the Standards about consultation and engagement clearer.

7.18 should statements here might be more appropriate as Standards. However, it needs to be
made more explicit in all the Standards as to what kind of research these apply to. It might be
helpful to distinguish different levels of research engagement according to the potential impact
and involvement of Pacific peoples, as for the Maori research section.

It would be helpful to consider the Standards for Research involving Maori and those in this
section together, and make the language consistent across both sections and highlight similarities
and differences, where these occur.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline your reasons why the section is or is not fit for purpose:

A standard around the collection of ethnicity of Pacific peoples should be included. See also
response above.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The title of this section ‘Categories of participants’ does not fit well with the content, which
discusses ‘vulnerable participants’.

Feedback about the Standards:

8.1 — ‘Researchers must..." It doesn’t seem appropriate to start the introduction with a
‘must/should’ statement that looks like a Standard.

8.2 would read better/be clearer if premised by something like ‘When research in vulnerable
individuals is undertaken...’

8.5 is vague and ‘specifically considered protection’ is not explained. Another example of how the
commentary should be directly linked to and adequately explain the Standard.
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8.6 should apply to all participants, not only vulnerable participants (ie, belongs in the section on

informed consent). Some guidance needed on what is a ‘reasonable’ decision and how this would

be evaluated.

8.8 doesn’t include a should or must statement and no guidance on how this is to be applied.

8.9 is obscure when divorced from the commentary and explanation of an unequal relationship.
Feedback about the commentary:

8.12 would fit better in the introduction. The 8th bullet point doesn’t fit — needs to be phrased like
‘people with vulnerability..” Appears to be duplicative by having a bullet point for people with
vulnerability related to age and also ‘some older people’

8.13 contains must/should statements.

8.14 also contains must statements and needlessly repeats 8.5 (although the wording for this is
better in 8.14 — suggest replacing the Standard with this type of wording, which makes it clearer
what the Researchers are responsible for).

8.14 example of where a conflict of principles is raised but no guidance is provided for how to
resolve this conflict.

Capacity to consent section is not discussed in the informed consent section (Ch 9). These should
be cross referenced in some way. This section also contains many must/should statements.

8.18 Some clarity needed about how potential conflicts of interest in supporters would be
evaluated.

8.21 ‘Declining to participate... should not result in any negative consequence’ — this should be
stronger than a ‘should’ statement — they MUST not.

8.22 and 8.23 Interesting context, but not clear what the purpose/action is. The headings here (for
8.20-8.25) are not ideally matched with the content.

8.24-and on — more must and should statements (too many to list in full).

Another conflict highlighted in 8.24 — balancing the burden of participation with potential benefit,
but no guidance given on how this could be assessed and resolved.

8.25 first sentence already said in 8.9 — repetitive. Second sentence a great example of providing
some useful guidance on how to apply the Standard — more like this is needed.

8.28- ‘if a child is under 16 years old and lacks the necessary capacity to give legally effective
consent, the researcher gets consent for the child to participate from their parent or legal
guardian.’ There is insufficient information given here about what defines ‘legally effective
consent’ and how this is assessed. Not appropriate to apply this to children under 16 years - this
is inconsistent with current practice in research companies eg, Article 8 of the RANZ Code states
“The informed consent of the parent or responsible adult shall in all cases first be obtained before
interviewing children aged under 14 years of age. In the case of studies containing sensitive
subject matter, e.g. mature or controversial themes, parental consent shall also be obtained for
children aged 14 and 15.” Need to provide some justification for the 16 year threshold and why
this is different to current practice. The implications of this is significant and may mean that
research with 14-15 year olds is reduced, because of a potential or perceived requirement to get
consent from parents.

8.30. Repeats some content from 8.28.

8.32 repeats what is said in 8.28.

8.35 is of general concern — should be a Standard that applies to all participants.

8.36 This statement says the researcher ‘needs to’ do something but it is not clear whether this is
equivalent to a ‘must’ statement. Please clarify this (here andin all other places where this
terminology is used).

8.37 repeats 8.11.
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8.39 There might be exceptions to the statement ‘The wellbeing and care of the woman who is
pregnant or breastfeeding and or her fetus or baby always takes precedence over research
considerations’ [bold added], depending on how ‘wellbeing’ is defined.

8.40 This appears to exclude the woman from the decision to continue to participate. She should
have a say, with fully informed consent, in this decision.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

There does not seem to be any mention of how vulnerable participants would be offered support
and protection if the research results in or increases the risk of harm for these individuals. For
example, research in people with mental health conditions could exacerbate thoughts of suicide;
research on family violence could exacerbate risks to the wellbeing of partners and children (eg, if
an abusive partner discovers the participant has disclosed abuse to the researchers). There is an
ethical obligation on researchers to consider these risks and take active steps to effectively
mitigate them. This is discussed in section 10, at some level, but it also needs to be discussed in
this context — or appropriate reference made to section 10, and appropriately specific content
included in section 10. Also comment in 14.47 that would be relevant here. This is another
example of how information is scattered throughout the document in a way that a researcher will
not be able to find all the guidance on a particular topic that is needed.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

Overall, this chapter is long and difficult to navigate. Condensing this section would go a long way
to making it more useful. The Standards are split into two sections which is confusing. This section
would particularly benefit from a review of its structure and readability and consideration of which
aspects apply generally to all types of research and which apply only to some types of research,
and clearly distinguish these so the application and context for each Standard is obvious. It also
contains many should/must statements in the commentary, which we have not listed, but these
need to be evaluated for whether they are included as ‘Standards’ or not.

9.3 appears to have relevance for section 6 and should be cross referenced.
9.10 should be the first Standard in this section — all the others come after this.

9.7 itis not clear that this is not relevant for all types of research eg, data linkage studies. 9.8 It is
not clear what is meant by ‘View participant information sheet requirements’

9.9 It is not explained why modifications require ethics committee approval. There is no mention

that informed consent per se requires ethics committee approval.
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There are certain types of research where no ethics committee approval is required, so this should
not be a Standard.

9.16 This doesn’t apply to all types of research. A definition of ‘study processes’ is needed.

9.17 Recognition is not sufficient — access to support is a requirement.

9.19 Guidance is needed here as to what to do to mitigate this risk effectively.

9.24 ‘Retribution’ sounds vengeful — ‘consequence’ would be more appropriate. See 8.21 and 9.27

9.34 could be seen as in conflict with 9.31. It also has an inherent conflict, stating researchers
‘must’ provide this information, but with the caveat ‘as relevant’. This caveat is important, as clearly
all of this information would be irrelevant, impractical and inappropriate for many research projects,
particularly low risk research.

9.35 ‘electronic consent must contain all elements of informed consent’ — this needs qualification/
explanation, especially around what ‘all elements’ consist of. If this is the list in 9.34, this is clearly
inappropriate.

9.39 A definition of ‘databanks’ is required. Also some explanation of ‘extended or broad consent’ —
mentioned in the header but not explained.

9.40 It is not clear what this comment refers to — eg, acceptability to whom? Governance of what,
by whom?

9.47 It is not clear how this fits within the heading ‘integrated consent.’ Definitions are required up
front.

9.60 It is not clear how this relates to ‘collective consent’ discussed in section 6 or what this means
for 12.27. This needs to be more closely aligned and linked to the content in 12.37-12.40.

9.59, 9.61 Please explain the legal waiver in more detail and reference the legal waiver referred to
in 9.61.

9.65 covers the scenario of secondary use of identifiable data. The scenario of secondary use of
non-identifiable data is not explicitly covered. More clarity is needed here (and in section on
Research without consent) to cover all the common scenarios.

9.80 seems inappropriate for a Standard — is a ‘may be’ statement.

9.84 more detail here would be useful. In particular, discuss the limitations, who can give consent
for another adult and under what circumstances. There is some information in 9.89 that is relevant.

9.90 and 9.89 This needs some more context or caveats, especially to discuss why it is included if
this is not legal and who takes liability for researchers who follow this advice from NEAC, but act
against the law.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:
Do you have any comments on specific paragraphs of the section? If Yes, please

provide feedback
Not Answered
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Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

General comments on structure and content that have previously been outlined apply to this and all
future sections.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

The link ‘Benefits to Maori’ doesn’t go to any useful specific information about this — it links to Box
1.

10.23 Provide a definition of ‘research protocol’ and link to 11.10/11.11.

10.25 assumes that all research is reviewed by an ethics committee, which is not the case.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Standards 11.16 and 11.17 refer to researchers’ capability, which does not intuitively fit under
‘Research development and design’. Also, 11.17 which concerns peer review, does not fit in a
section on development and design.

There is significant overlap with Standard 11.5 and associated commentary and the section on
vulnerable participants. One link in 11.13 to Chapter 8 does not seem sufficient to cover this.
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Ethical considerations for the inclusion of non-binary people in research needs to be made explicit.
In health research, emerging consensus around best practice for researchers engaging in sex-and-
gender-based analysis involves measures with a two-step method (sex at birth and current gender)
(Bauer, G., Braimoh, J., Scheim Al., Dharma, C. (2017). Transgender-inclusive measures of
sex/gender for population surveys: mixed methods of evaluation and recommendations.

PL0S One 12 (5):e0178043).

Why non-binary identities matter in health research is well-detailed elsewhere, but key reasons
relevant to NEAC Guidelines include: determining population size, health inequities and
vulnerability and ethical considerations (Frohard-Dulent, Helene, Dobson, S., Clark, B., Doull, M.,
Saewyc, E. (2017). “I would have preferred more options”: accounting for non-binary youth in
health research. Nursing Inquiry 24:€12150).

Researchers should be able to detail how sex and gender are incorporated into research design,
and to use a definition of gender that it is inclusive of gender diverse people.

The following sections of the draft National Ethical Standards Health and Disability Research
Consultation document are specifically relevant:

2.8 Strategic focus on health inequities: Because sex and gender are key determinants of health
outcomes across the globe (Frohard-Dulent et al., 2017), gender minorities are among the groups
the consultation document refers to as “[requiring] additional access to resources to address health
inequities.” In order to include gender minorities, researchers need to adopt emerging practice
measures. NEAC Guidelines have an instrumental role in facilitating widespread adoption.

5.8 Bioethics principles: As the NEAC Guidelines sketch, the core principles of bioethics (in
partnership with Te Ara Tika principles) provide guidance for research involving Maori and Pacific
communities. The Guidelines should underline the relevance of these principles for other
marginalised groups, including gender diverse groups.

Beneficence — this principle holds that “health research should be designed, conducted and
reported with the intention to improve outcomes” (Frohard-Dulent et al., 2017: 9). Incorporating
gender into research helps improve outcomes for non-binary populations.

Non-maleficence — this principle requires attention to potential harms from health research,
including the “erasing non-binary identities in research design” (Frohard-Dulent et al., 2017:9
emphasis added).

Respect for people — this principle requires autonomy in self-identifying gender identity. Where an
individual’s gender identity does not match their sex at birth, or with binary conceptions of sex and
gender, a gender binary stands as an imposed identity and stands as a violation of autonomy
(Frohard-Dulent et al., 2017: 9). Justice — this principle calls for us to ensure non-binary individuals
are counted in research so that we can better understand their marginalisation and vulnerability
(Frohard-Dulent et al., 2017: 9).

8.12 Commentary on potentially vulnerable participants. At the minimum, the research process
should avoid contributing to factors in vulnerabilities of gender diverse groups by imposing binary
gender identity and neglecting to count them by using exclusive binary gender measures. The
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NEAC Guidelines should be clear: imposing binary gender identity does not do away with
considerations around using potentially vulnerable participants in research.

We also want it to be clear that even when research may not be able to analyse data from gender
diverse groups separately, (eg, because of small numbers in surveys), it is still important to ask
about sex and gender in a way that is inclusive and not stigmatising or excluding people who are
non-binary.

11.5 Standards on exclusions on the basis of gender. Related to 8.2.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The title of this Chapter is incongruent with the content and the Standards, which entirely concern
the conduct of intervention studies. The information on observational studies does not relate to any
Standards, nor does the content in 12.27 onwards. This section needs extensive revision so the
link between the content and Standards is clear. Much of the commentary is irrelevant to the
Standards and would be easily overlooked or not found easily by anyone seeking this information.

Further Standards may need to be developed to guide the commentary on the other research
designs. Eg, ‘must’ statements in 12.41-12.43 could form a Standard and the rest of this section
provides the commentary for this.

The section on cluster randomised trials needs to be linked to the informed consent section. The
Standard here appears to be that ‘researchers must get informed consent from all participants in a
CRT’ and the commentary can discuss the reasons for this, and the options around integrated and
collective consent.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Disagree

Please outline your reasons why the section is or is not fit for purpose:
13.4 relates more to research design than research conduct.

13.11 This cannot apply to all types of research. To be more useful, could include a phrase stating
something like “...at a minimum, links to websites or other social media distribution methods will be
given when recruiting/meeting with potential participants or stakeholders”

13.12 only applies to trials — implicit but not clear.
13.13 is repetitive — restating 13.2

13.14 This appears to be more related to research development and does not clearly relate to the
Standards 13.4 and commentary on recruitment — would fit better under research design - or at
least link back to this section.

13.19 doesn’t relate to any Standards. This seems out of context.
Other sections also do not clearly relate to any Standards.
13.28 Not sure what ‘highlight’ means/adds— maybe remove this (‘emphasise’ seems sufficient)

13.45 Every study does not require a safety monitoring plan. This section relates to clinical trials
intervention studies and would be more appropriately included in the revised section in Ch 12,
which contains Standards specific to intervention studies.

13.57 “handle it appropriately” is glib. The statement should be more active, along the lines of
“...they must review affected aspects of the research to ensure that participants are adversely
impacted. If they are, changes must be made to remedy this”

13.63 should be a Standard. There needs to be a more coherent and comprehensive section on
privacy and confidentiality which brings all of these concerns into one place and provides clear
definitions of relevant terms.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Charging participants

Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree
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Please outline your reasons why the section is or is not fit for purpose:

This section is called ‘Health data’ in the consultation document but ‘Health information’ in the
submission form and ‘research data’ in Figure 2 and 14.5.

Consistency of language and clear definitions are needed.

Overall, this section appears to assume that ‘health data’ are quantitative and pays little
consideration to health research that is qualitative and collects qualitative data. This could be
remedied by a clear and inclusive definition of health data and databanks.

14.4 Need to define data are considered taonga.

Major concern with this section is that many of the Standards apply generally to most or all
research projects but this is not adequately signalled by the introduction of heading of the chapter.
Standards are included here which should also be referenced in other sections, or they risk being
overlooked. For example: * 14.6 also belongs in section 10 (see 10.4 —similar to this)

14.7 and 14.31 and 14.32 belong in the section on informed consent
14.8-14.10 belong in the section on research conduct
14.14 belongs in a section dedicated to privacy and confidentiality in general, which seems to be
missing. As previously noted, there is no general Standard on protecting individuals’ privacy and
confidentiality — 13.63 needs to be made a standard not be hidden in the commentary. Also
related to privacy, 14.16 needs to be made more actionable/specific, with explanation given about
how researchers ‘pay attention’ to the context of data collection and what actually needs to be
done to protect privacy. It seems inappropriate that one of the few mentions of protection of
privacy and confidentiality is hidden in a bullet point in 14.52. « 14.20 belongs in the section on
research with Maori
14.21, 14.33, 14.24, 14.25 belong in the section on informed consent.
14.30 Some discussion of whose responsibility it is to establish these suitable governance
structures is needed
14.17 ‘pay attention to’ is insufficiently directive. Some detail needed about what researchers
should do in response to participants’ preferences. The last sentence of this paragraph should be
a standalone point as it is of general relevance — it would sit better with 14.44.
It is confusing to have a list of ‘Standards’ then ‘Standards — data linking’ then ‘Standards —
databanks’. Throughout the document, if some Standards apply generally to all research, and
some Standards apply to certain types of research, this needs to be clearly indicated (a header is
not sufficient).

It may be useful to harmonise the lists of benefits and harms from data use with the other tables on
benefits and harms as the rationale to separate these is obscure. They need to be linked together
more effectively.

14.21 This appears to require a waiver from an ethics committee for any “research study” involving
IDI data (as one example, but there will be others). This is impractical and would slow down IDI
studies to the extent of undermining one of its key strengths (ie, immediate accessibility of data to
answer questions arising). These guidelines should specify whether established IDI processes
around ethics are sufficient to not require such waivers (with exceptions where a study does pose
clear ethical risks —see comments below on 14.48). On a practical note, need to consider what
ethics committee exist for researchers o apply to for a waiver for these studies. The HDECs would
not consider these, and many researchers using data such as the IDI are not affiliated with a
university so cannot access institutional ethics committee review.

172



14.28 It is not clear how this apply to data such as that in the IDI, which is intended to hold data
indefinitely, because of the application to life course research. It would be inappropriate to require
IDI data, for example, to not be held indefinitely.

14.48 Standard 6.7 says all research must collect ethnicity data so this means that special
consideration has to be taken for all health data — (bullet point 2). Going on from this, 14.19
suggests that all research should consider consultation. It is not clear how this recommendation fits
with Section 6. Overall, this is impractically broad and would be impossible to apply in practice,
particularly the bullets beginning with “may have an impact”.

14.51 Define ‘Maori data’. This should be referenced/included in section 6.

14.56 Not clear how it applies to datasets that have already been linked, eg, the IDI. If ethics
committee review is required for every project using the IDI, which ethics committee will review
this? What about data linkage projects that do not include health data — presumably these will not
need ethics committee review? Having a ‘double’ system for health data and non-health data in
this situation could incentivise research on non-health topics, to the detriment of health research.
14.63 the final sentence that ‘researchers must obtain participants’ consent’ is ambiguous and
needs clarifying. This can appropriately apply to consent from participants whose data are
collected via a survey or questionnaire. However, it is impractical or impossible for all participants
in registries.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Not Answered

Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:
See response to previous section. Clear definitions needed.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
Not Answered

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
Not Answered

Please provide feedback with reference to the paragraph(s) in question:
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Response number 33

Name [redacted]

Organisation [redacted]

Role Scientist and bioethicist

Interest group Academic

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards are applicable to many types of health and disability research, but few topics can be
added in categories of participants (chapter 8):

Research in vulnerable persons such as those with mental or physical incapacities, those who
are migrants, homeless, refugees, marginalised communities (if any) or persons from LGBT
community may have a potential to being exploited in research or people who are uneducated or
with low economic status (These are important for India and may consider if required)

Research in people with terminal illness
Research during humanitarian emergencies and disasters

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree

Please outline your reasons:
Can include discussion on community engagement/ partnership

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree
Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:

Strongly Agree
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Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Strongly Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
Mentioned under Item 2 and

Issues related to re-consent in case of tissues from paediatric donors in biobanks

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Agree with the merging of observational and interventional study guidelines. However payment of
compensation is mentioned only for commercially sponsored intervention studies. So, a brief note
on compensation for observational studies can be added.

There may also be need to have a separate note on clinical trials, since there are number of
issues, also on socio-behavioral research, research using traditional medicine (if any), Similarly
something on ethical aspects of emerging technologies such as CRISPR, Nanotechnology,
Synthetic Biology etc Scope of the standards and non-research activities

Is the scope of the document clear?

Strongly Agree

Please outline your reasons or suggested improvements:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
Feedback provided in part two section

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The content provided under this section is helpful, clear, and relevant and workable but some more
ethical considerations can be added.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
To add a suitable note on following :
Privacy & confidentiality
Transparency & accountability including publication
Registration on public platform such as Clinical Trial Registry
Community Engagement
Post Research / Trial Access
Benefit Sharing/ Commercialization
Benefit-Risk Assessment
Payment for Participation
Conflict of Interest10. Ancillary Care

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Strongly Agree
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Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Strongly Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
There is scope for adding some issues

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
8.3: Researchers must justify the inclusion of a vulnerable population in the research.
8.12: Standard definition of vulnerability need to be added.
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8.18 (line 9): Instead of “role of supporters (eg, friends, family, whmnau)”, it is advisable to take role
of LAR(Legally Acceptable representative) into consideration for decision making process

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
9.8: It can include details of researches i.e., Name, designation and contact details for emergency.

9.14: After modifying the consent form, approval from EC can be obtained to rule out ethical issues
that arise from modified consent form.

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes: No comments Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

No comments

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:
Do you have any comments on specific paragraphs of the section? If Yes, please

provide feedback
No
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Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
11.11 (Point 2) According to WHO, Research protocol should include

Name and address of the sponsor/funder, Name and title of the investigator(s) who is (are)
responsible for conducting the research, and the address andtelephone number(s) of the research
site(s), including responsibilities of each.

should specify the time that each phase of the project is likely to take, along with a detailed month
by month timeline for each activity to be undertaken.« Problems Anticipated

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Charging participants
Please outline your reasons:
No comments regarding points mentioned in guidelines for charging participants

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Not Answered

Please provide feedback: Yes

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

16.5 — 16.9 Governance.

Some details about the role of Ethics committee or any other equivalent committee on governance
of Biobanks can be provided (at present it is somewhat vague and mentions “a range of people
with relevant interest)

For better governance, a biobank can have a technical committee with re representation of both
science and ethics and external members which function in parallel with the EC to govern
collection of specimens, disbursement of biospecimens and data to researchers and also oversee
regulatory aspects like execution of MTA or data transfer agreement for transfer of biospecimens
and/or data to other institutions.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
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16.29 -16.30
Ownership of samples stored in a biobank vs custodianship.

More details on types on consent available in a biobank would be beneficial for better
understanding

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

This chapter 18 (Compensation for commercially sponsored intervention studies) is dealing with
compensation exclusively for interventional studies (as per understanding clinical trials sponsored
by Pharma companies). There can be situations where compensation need to be paid for
participants of studies that are not commercially funded, student thesis, biomedical research and
other public health research.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 36

Name [redacted]

Organisation Auckland Women's Health Council
Role Co-ordinator

Interest group Consumer

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

We believe that these standards are enormously important in guiding ethical research in the health
and disability sector in New Zealand. However, the quality of the standards will only be realised
with adequate oversight of research proposals by the ethics committees. It is important that their
terms of reference and consideration of research proposals give full power and support to the
ethical standards.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

The AWHC believes that achieving this balance will often be difficult, but that the standards must
always err on the side of protecting participants/individuals even at the cost to research,
particularly with regard to vulnerable participants and incapacitated people who may be sought to
be involved in research.

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Agree
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Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

The AWHC believes it is difficult to ensure that all ethical challenges are adequately covered.
Rapid changes in technology mean that any set of ethical standards risk being behind progress
and advancement. As a result the standards must be as future-proofed as possible and the
Ministry of Health as proactive as possible in dealing with ethical issues that may arise in the
future. As the standards will be available only in electronic form, the AWHC hopes that this signals
a regular review process for the standards to ensure that future challenges and issues are dealt
with in a prompt and timely manner.

While the standards are developed primarily for researchers, we believe that they should also be
accessible for members of the community who wish to access them. The standards should not be
just exclusive to researchers. Therefore, it is important to ensure that the standards are also
available in formats for people who have communication access needs, e.g. people who use
assistive technologies to access information and people who have other difficulties with
communication.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

It makes far more sense to have a single document that covers ethical standards for both
observational and interventional research, as many research proposals involve elements of both
and a single document will make it far easier for researchers to negotiate and adhere to the ethical
standards. We believe that the same ethical principles apply to all types of research.

Scope of the standards and non-research activities
Is the scope of the document clear?
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Agree

Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

We value the way in which Te Ara Tika principles and bioethics principles dovetail and complement
each other while offering unigue and important contributions to the ethical standards and way in
which research is conducted in Aotearoa New Zealand. The inclusion of both sets of principles,
and the way in which they work together to honour the physical, emotional, intellectual and spiritual
health and well-being of all our people, sets the tone for the remainder of the standards and
provides important guidance for researchers.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
Paragraph 5.8

We believe that the non-maleficence principle must be stated more strongly. It is insufficient to say
that the “risks of harm in research should not be greater than its expected benefits.” The risk of
harm should be significantly less than the potential benefits. The threshold for harm must be much
higher in research in a healthy cohort and the definitions of harm (e.g. minimal harm) must not be
set by any person with a vested interest in the research (e.g. anyone involved in the research). It is
unconscionable that individuals might be put in a position in which greater than minimal harm is
caused irrespective of how great the benefit of the research to either the individual participants or
any group they may represent (future benefits to other patients/consumers). While we accept that
all research, as does all medical treatment, carries an inherent potential for harm, the principle of
primum non nocere must be a foremost consideration in ethical standards for research, and this
cannot be overstated.

Similarly, it is not sufficient to say that researchers “must put appropriate measures in place to
reduce the risk of harm”. This must be stated more strongly and to the effect that researchers
“must put appropriate measures in place to minimise the risk of harm”. The use of the word reduce
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in this principle is inadequate as any reduction in potential harm may be interpreted as being
adequate — reduction is a relative term — and what is required is a complete minimisation of harm.

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

We agree with all ethical standards that support and facilitate research that will improve Maori
health and well-being and health outcomes for Maori, and reduce inequalities and inequities in
Maori health.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :

We support the guidance provided in the ethical standards on consultation with Maori. However,
we believe that it is necessary for ethics committees (not limited to HDECSs, but including other
ethics committees) that consider research, are tasked with approving or declining research, or
providing oversight of research in the health and disability sector, include at least one member with
a strong understanding of tikanga Maori and the health and disability issues facing Maori,
particularly regarding inequalities and inequities, and disparities in access and outcomes.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

We support the guidance provided to researchers regarding the involvement of Pasifika people in
research and the specific cultural factors that should be considered in research involving these
groups. We believe that it is particularly important that research involving Pasifika peoples is
undertaken with a clear understanding of potential language barriers for some people and that
patient information is provided in a way/language that ensures that they are able to provide fully
informed consent to their participation.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline your reasons why the section is or is not fit for purpose:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

It is difficult for us to be sure that all relevant ethical issues and or principles for health and
disability research in New Zealand are covered in this section, but we appreciate the extensive list
of potentially vulnerable participants and the particular emphasis on their increased risk of harm,
the need to protect such participants and minimise harms to them.

In relation to people with disabilities being identified as ‘vulnerable’, we agree that research does
show that people living with intellectual, visual and hearing impairments are vulnerable to abuse.
However, we would argue that the standards promote a lack of disability awareness among the
research community, as one of the biggest abuses that these people experience in the health
system is of their right to be fully informed. Information is not made accessible to them. It does not
come in alternative forms, such as NZ Sign Language or Easy Read English. We want the
standards to be inclusive and to see in the standards that explicit mention is made of the need to
ensure that information is accessible to people who have visual impairments, literacy issues or who
are New Zealand Sign Language users.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Paragraphs 8.15 — 8.19 Diminished Capacity to Consent

We have specific concerns about the inclusion of people with diminished capacity to consent.
Essentially we believe that only people who can make a fully informed decision to participate in
research should be asked to participate; people who clearly understand that they have a choice,
understand the probable benefits, risks and side-effects, what the research entails and what is
expected of them in terms of time, travel, participation in research activities, and can consent to
these without coercion and duress.

Our Code of Health and Disability Services Consumers' Rights still allows for research on adults
not capable of providing fully informed consent on the basis that the researcher decides it is in the
consumer/patient’s best interests. The AWHC does not believe that researchers are capable of
making an unbiased decision that is truly in the best interests of the consumer/patient.
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In terms of supported decision making, this issue is fraught as family/whmnau of vulnerable
patients/consumers may be subject to potential coercion and duress. Most want what is best for
their loved ones, but may not be best placed to make important decisions regarding research of
which they may have little understanding, in particular if they harbour hope that there will be
significant benefits for the participant.

We understand the need to undertake research that might generate knowledge that may improve
the lives of the participants or similar cohorts of people in the future. However, this must be
balanced against the rights of, and protecting from harm, those research participants. When
research participants have diminished capacity to consent then the right to protection from harm
must necessarily be higher.

Paragraphs 8.26 — 8.29 Research in Children and young people

We are concerned that research involving children and young people be as limited as possible and
only when absolutely necessary. An issue that is not discussed is the adverse impacts of
normalising medical intervention for children, when the behaviours that should be modelled for
children are healthy lifestyles and choices, and disease prevention. Some studies can imply that
normal life is riddled with issues that require medical intervention and that normal life events are
diseases or conditions that “should” be cured or remedied. This is not helpful in raising resilient,
healthy people but instead encourages an attitude that health comes from drugs and procedures.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

While we agree, we repeat here the point that we have made previously: we would argue that the
standards promote a lack of disability awareness among the research community as one of the
biggest abuses that people with disabilities experience in the health system is of their right to be
fully informed. Information is not made accessible to them. It does not come in alternative forms,
such as NZ Sign Language or Easy Read English. We recommend that explicit mention is made of
the need to ensure that information is accessible to people who have visual impairments, literacy
issues or who are New Zealand Sign Language users.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

It is difficult for us to be sure that all relevant ethical issues and or principles for health and
disability research in New Zealand are covered in this section. However, the discussion on issues
of informed consent appear to be thorough and provide substantial guidance to researchers
regarding the necessity of obtaining truly informed consent and the information that must be
provided to potential participants to enable them to make informed decisions. Of particular
importance to the AWHC are the sections on harms and rights (para 9.34).

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
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Please provide feedback with reference to the paragraph(s) in question: Para 9.42-9.46
Withholding information and deception

We have concerns about the withholding of information and/or deception of participants as part of
the study design, and believe that these methods should be used rarely and only with significant
ethical oversight. While we understand the need to withhold information or temporarily deceive
participants for specific purposes, in essence these practices are the antithesis of informed
consent, and truly informed consent cannot be said to have been obtained in these situations.

There must be extenuating and unavoidable circumstance for such practices to be approved.
Para 9.52-9.57 Abbreviated consent in medical emergencies

We are concerned that abbreviated consent in medical emergencies places potential participants
in the position of consenting under duress or in a coercive or perceived coercive situation. There
must be overwhelming benefit to the participant relative to potential harm in such research, and
considerable ethical oversight of such research to ensure that rights and welfare of the participants
are foremost.

Para 9.62-9.64 Opt-out Consent

We oppose opt-out consent and have concerns about the tendency of many potential participants
to “just go along with” what is proposed. Many people take the path of least resistance or avoid the
sort of conflict that they feel may arise by asserting their right to opt-out in such situations. We also
have considerable concerns about the use of the term “minimal risk” as this is a highly subjective
and relative term, and inherently cannot be quantified. “Minimal risk” is very much an “in the eye of
the beholder” term and we have considerable concerns about who it is that determines that the
research carries no more than minimal risk to participants; this should not be decided by anyone
who has a vested interest in the research, e.g. the researchers themselves.

It is difficult for us to foresee a situation in which researchers complying with all the requirements of
paragraph 9.64 cannot simply obtain opt-in consent from the participant.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

We believe that the ethical guidance in the draft standards provides clarity to researchers and
importantly encourages researchers to check the relevant legislation and seek legal advice.
However, we would like to add to this response.

The AWHC would like to make clear our philosophical opposition to conducting medical
experiments, including within the auspices of clinical trials, on any New Zealanders without their
fully informed consent. That vulnerable groups of consumers can, and are, being exploited for
research gain under the current law goes against the principles of the Nuremberg Code (1947), the
founding document that gave rise to modern medical research ethics. It is clear that the law as it
stands is sufficiently weak and uncertain as to allow studies to proceed in relation to participants
who are unable to consent if participation in the research is in their “best interests” where the
researcher is able to make the decision as to what constitutes in the patients “best interests”.
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The AWHC believes that absolutely no incapacitated/incompetent adults should be enrolled for
medical experiments/clinical trials/research until there are sufficient protections and safeguards
established in law that first and foremost protect their rights and interests, health and well-being.

The Nuremberg Code (1947) on medical experimentation on human subjects was followed by the
Geneva Convention and then the Declaration of Helsinki formulated by the World Medical
Association, of which the New Zealand Medical association was and is a member. The Declaration
of Helsinki clearly states that: « “while the primary purpose of medical research is to generate new
knowledge, this goal can never take precedence over the rights and interests of individual research
subjects”;

“some groups and individuals are particularly vulnerable and may have an increased
likelihood of being wronged or of incurring additional harm... All vulnerablegroups and individuals
should receive specifically considered protection.”

“participation by individuals capable of giving informed consent as subjects in medical
research must be voluntary. Although it may be appropriate to consultfamily members or
community leaders, no individual capable of giving informed consent may be enrolled in a research
study unless he or she freely agrees.”

Yet despite these existing protections, which New Zealand’s Medical Association ratified, medical
experimentation on competent women at National Women’s Hospital occurred without their
knowledge or consent in the 1960s and 70s.

Our Code of Health and Disability Services Consumers' Rights, while a step in the right direction,
still allows for research on adults not capable of providing informed consent on the basis that the
researcher decides it is in the consumer/patient’s best interests. The AWHC does not believe that
researchers are capable of making an unbiased decision that is truly in the best interests of the
consumer/patient. In addition, it is the AWHC’s view that the current Health and Disability Ethics
Committees (HDECSs) do not prioritise the protection of research subjects. It should not be left to a
researcher to “balance the risks of harms with benefits” and permitting researchers to make these
decisions is grossly insufficient protection for incapacitated research subjects.

Once an adequate ethical and legal framework is in place (including specific definitions of terms
such as “minimal risk/burden”, “benefits”, “best interests”, and who constitutes an authorised legal
representative) further nationwide discussion involving all stakeholders, including patient and
consumer advocates, should revisit the circumstances, if any, in which research involving
vulnerable groups such as incapacitated/incompetent adults might be permitted.

If an adequate ethical and legal framework was established that provided sufficient protections for
incapacitated/incompetent research subjects, including a Special Ethics Committee to oversee
approval to such research proposals, the AWHC may change its stance on the involvement of
incapacitated people in medical research. Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

While we have concerns about the use of deception of participants as part of the study design, and
believe that these methods should be used rarely and only with significant ethical oversight, as far
as we have the ability to determine the guidance provided in the draft standards meets research
needs.

Research benefits and harms
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Paragraph 10.2, 10.4 and 10.7

The concept of the greater good — or the potential benefits to society and science — must be
secondary to the rights and protection of individual participants. There can be no situation in which
the benefit to society and science is given a greater value than the individual and no individual
should be sacrificed at any level for “the greater good”. Notwithstanding that all medical treatments
and procedures, and by extension all medical research, carry some risk of harm, the protection of
the health and well-being of participants should be the foremost consideration. It is insufficient to
say that “To justify any risks of harm to study participants, the research must have social and
scientific value” as significant harm such as death or disability for any individual cannot be justified
just because the research has social and scientific value. Mild, transient and localised harm/side-
effects may be acceptable to some individuals when balanced against the generation of knowledge
with social and scientific value. However, it is a matter of degree and it must be up to the potential
participant to determine the risk she/he is prepared to accept to assist with the generation of
knowledge with social and scientific value. This section should be reworded to ensure that this
concept is understood by researchers.

Paragraph 10.12

While there may be few research proposals in New Zealand of the kind to cause serious physical
harm, the risk of death or permanent disability is not unknown. There are well known clinical trials
in which severe injury and death have been documented, including the highly publicised 2006
clinical trial of a cancer drug in the UK which left six previously healthy men fighting for their lives
with multiple organ failure and with at least one having fingers and toes amputated and all men
being told that they were at risk of developing cancer or auto-immune diseases as a result.

We have our own significant history of medical experimentation that caused women permanent
injury including death in Herbert Green’s cervical cancer experiment.

The physical harms listed in this table must include death and permanent disability as examples of
harm, and to not include these is remiss.

Paragraphs 10.15 - 10.21

Researchers must ensure that potential participants do not acquire an inflated impression of the
potential benefits of participating in research, such that they may be willing to risk greater potential
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harms because they perceive that the benefits are greater than they really are. All discussions
with, and information provided to, potential participants (written and verbal) must be absolutely
transparent, couched in plain language and err on the side of caution/overstating the potential
harms to ensure that potential participants have as complete an understanding as possible of the
risks of taking part in the research.

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question: Para 13.25 — 13.28
Advertising

We value the guidance provided in this section and place a high importance on advice to
researchers not to advertise the research to potential participants in such a way as to “cause
potential participants to underestimate or dismiss their risk of harm”, or to overtly appeal to
potential participants’ sense of doing public good by participating.

Para 13.29-13.36 Social Media

While we don’t oppose the use of social media to advertise the research to potential participants,
and understand the value of social media in communicating with a target audience, we also believe
that people are often unduly influenced by information they access on social media and in
particular may be influenced by comments left by other users. Use of social media should be done
with care and with considerable regard to the issues and disadvantages/negative impacts that are
inherent in engaging with social media.

Para 13.37 — 13.39 Reimbursements, koha and incentives for participants

We believe that it is important to strike a balance between not providing such a high incentive to
participation that such incentives have a coercive effect and impact on the ability of potential
participants to make truly informed decisions about participation, and ensuring that involvement in
the research does not cost participants. This is especially important for vulnerable
cohorts/participants. Many New Zealanders or those representing groups of New Zealanders who
could ultimately most benefit from research (e.g. diabetes, obesity and other conditions influenced
by lifestyle and poverty) are in areas of higher deprivation and it is important that they are not
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disadvantaged in any way at all by their participation, including but not limited to such issues as
transport to and from appointments, costs of childcare if necessary, taking time off work, etc.

Para 13.40-13.44 Managing conflicts of interest or role conflict

It is the experience of members of the AWHC that not all health practitioners (some of whom are
involved to a greater or lesser extent with research) are fully cognisant of potential conflicts of
interest or downplay such conflicts. All people involved with research should err on the side of
overstating conflicts of interest. Of considerable concern to us is the issue of subjective
assessments on the part of researchers particularly in establishing “minimal risk” and “best
interests” as significant conflicts of interest are present when a research has a vested professional,
personal, reputational, or financial interest in the progress and outcome of the research.

Para 13.47-13.48

We believe that that DMC should be 100% independent of the study team in order to be able to
effectively monitor and impact on safety of participants. In addition, we believe that having a trial
management group that may comprise only the principal researcher will not be sufficiently
objective and that trial management groups should include at least another person or some sort of
institutional reference group to whom the PI should report.

Para 13.51-13.53 Responsibilities for adverse event monitoring

The monitoring of adverse events is extremely important and we believe that the language in this
section must be strengthened, and “shoulds” must become “musts”.

Para 13.56 Terminating a study

This paragraph should read “Therapeutic studies where participants are potentially receiving
therapeutic benefit must not be terminated simply for reasons of commercial interest.”

Para 13.73-13.76 Interpreting and presenting study results

We value the sensitivity of the guidance to researchers in this section and agree that deficit
thinking and victim blaming should be avoided. The language used in presenting and discussing
the results of research is important and much consideration should be given to this aspect of the
research by researchers and authors.

Para 13.77 Returning results and incidental findings

We are concerned that participants should not be disadvantaged or negatively impacted by the
results of the research or any incidental findings. Such outcomes should be anticipated by the
researchers and protocols must be established and included in the research design for handling
such potential adverse impacts for participants.

Charging participants
Please outline your reasons:
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We strongly oppose the charging of participants for any part in research. We do not agree with the
statement that “the research has a very high likelihood of generating benefit to the worst-off in
society in the long run” provides any justification for charging participants. No participant should be
expected to pay because there is a perceived (and not yet realised or guaranteed) downstream
benefit to the worst-off members of society. In essence, we do not agree that the draft standards
provide a high enough barrier to allow for any charging for participation. If the research is so
important that it must be carried out, the onus should be on the researchers or the wider
community to ensure that funding is found to enable it to go ahead and no individual participant
should be charged.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

We believe that this section is clear and relevant and thorough in the guidance that it provides to
researches on protecting and curating participants health information, in particular the
consideration of and definitions of the identifiability of data.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Not Answered

Please provide feedback:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:

We believe that all participants in medical/health research should have ACC cover and access to
no fault compensation and rehabilitation entitliements, whether the clinical research is publicly or
commercially sponsored. However, we realise that for this to happen a law change would be
required.

While the new draft standards appear to strengthen the protections for participants, and improve
the amount of information given to potential participants, they are still not adequate.

We believe that all commercially sponsored studies must be required to provide adequate no fault
compensation and rehabilitation entitlements. Commercially sponsored research that does not
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include such provisions must not be approved in New Zealand. The provision of compensation
must be legally enforceable and participants must not have to engage legal representation in order
to obtain compensation for injuries or harm sustained as a result of participating in research.

While the guidance in the standards requires greater transparency on the part of researchers and
their commercial sponsors, there is still a lack of compulsion or enforceability to provide
compensation even if the sponsors are required to provide evidence of holding adequate
insurance. Injured and harmed participants must not have to fight to get just and reasonable
compensation for their injuries.

Under the current situation, we also do not believe that most participants/potential participants are
made sufficiently aware - before they consent to participate - of their vulnerability in the event that
they sustain an injury as a result of the research in which they participate. Recent changes in the
PIS template text regarding compensation in commercially sponsored research have improved the
situation, but this is still inadequate.

The underlying principle is that there should be no cost — financial or to their health and well-being
- to participants for their participation in research no matter who is sponsoring the research, and in
the knowledge that the risk of harm, no matter how small, still exists in each and every study, any
participant harmed in any way should be compensated for that harm.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:
Please refer to our answer to question 53 above.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Please refer to our answer to question 53 above.
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Response number 37

Name [redacted]

Organisation [redacted]

Role Research Office Manager
Interest group Government agency

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

The contrast to Te Ara Tika is entirely based on "Principlism", and it should be mentioned that this
is merely the current working ethical basis of medicine. There are other approaches (eg based on
broad ethical theories such as utilitarian or relationship ethics, or alternatively consequentialist or

causticity approaches) from within the Western philosophical tradition, and obviously other ethical
concepts/approaches from other cultures, in particular Confucian/Taoism from China.

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :
Box 1, paragraph 4

"Institutional Ethics approval’- in hospitals we don't have institutional ethics and this should be
applicable all across the broad. | believe the term 'locality ' would be more appropriately used as it
will be locality that will be final check point for the studies.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

Chapters 10 is readable and workable. They seem to cover the relevant issues other than points |
raised below

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

When considering the benefits and harms of research, it should be made clear to everyone (ethics
committees, researchers, clinicians, patients or volunteers) that not participating has similar
benefits and harms. Routine clinical care, where there are research questions still open, is
arguably more harmful than being in a clinical trial. This consideration should be made explicit
when considering research harms - particularly in research design (inclusion/exclusion criteria) and
when considering the ethical acceptability of research.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

It is fine although the inclusion/exclusion criteria mentioned below should be considered.

When considering the benefits and harms of research, it should be made clear to everyone (ethics
committees, researchers, clinicians, patients or volunteers) that not participating has similar
benefits and harms. Routine clinical care, where there are research questions still open, is
arguably more harmful than being in a clinical trial. This consideration should be made explicit
when considering research harms - particularly in research design (inclusion/exclusion criteria) and
when considering the ethical acceptability of research.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Chapter 12 - Incremental testing in early-phase trials

"escalating risk incrementally" - risk is not escalated; incremental steps are made each of which
contains a similar amount of risk, as the previous steps have been safe.

Commercially sensitive information, please let us know where:
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Response number 39

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Strongly Disagree

Please outline your reasons:

The guidelines specifically address human tissue research but the definition of human tissue
excludes micro-organisms isolated from human tissue samples. This is good however no
guidelines are available covering research on or banking of human-origin micro-organisms. Explicit
ethical guidance on this topic would be helpful and seems to be absent from the guidelines.

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree
Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi:
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Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
Working with micro-organisms isolated from human samples.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:

The standards provide a good framework for conducting both observational and interventional
research, however the complexity and size of the integrated standards documentation may
discourage some health practitioners from conducting audit or observational studies, which is a
required part of practice in medicine.

Scope of the standards and non-research activities
Is the scope of the document clear?

Disagree

Please outline your reasons or suggested improvements:

Research offices will routinely default to the most stringent requirements, meaning that audits and
other related activities are often required to be submitted for review rather than locally approved.
Failing to clearly determine what an activity is will ensure that there are more barriers to audit and
related activity (which are a required part of practice of medicine), which it could be argued is
unethical. In my view, retrospective access by employees of a healthcare organisation (who are
bound by confidentiality agreements and professional standards) to data collected by that
organisation for the purposes of providing healthcare, should be able to be clearly defined as
minimal risk and not requiring ethical review, subject to local research office approval, with
stringent requirements for ensuring that individual patients are not identifiable from presented data.
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

9.16 "6 Consent must occur before study processes begin, including personal data collection and
diagnostic testing necessary for eligibility screening." appears to preclude the use of any means of
identifying potential participants and is totally unworkable. If consent must be sought before
screening how can anyone be screened for eligibility? This also conflicts with 13.21 which allows
for review of notes or data to identify or screen potential participants. | believe that 9.16 is an
attempt to ensure that study-related interventions such as performing additional tests (i.e. not part
of routine care/already performed) required for screening for eligibility for a study are not performed
without consent which is completely reasonable however if this is the intent of 9.16 this needs
clarification in the text.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of

research:
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Response number 40

Name [redacted]

Organisation [redacted]

Role Research Fellow

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
The content itself is good, and a big improvement on the previous standards.

This is, however, a very long document and | expect many researchers will only read the sections
they consider relevant. With this in mind, it would be helpful to explicitly state at the beginning of
the document which sections are relevant to ALL health research, so that researchers don't, for
example, skip the "Research involving Maori" section when they are researching a broad NZ
population, that includes but does not specifically focus on Maori.

It would also be useful to include something like page numbers with the hyperlinks, to assist
anyone that has printed the document.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

These standards seem to have a good balance, however, the broader research environment in
which these standards operate seems to be extremely biased in favour of researchers. The system
needs to be altered to make it easier for participants/community representatives to have direct
feedback into an ethics application and for them to be able to easily complain if they feel the
researchers have breached the ethical approval. Currently, | doubt that most
participants/community representatives would know where to go for concerns related to research
ethics (unless they still have their participant information sheet readily available). Note that all
progress reports to ethics committees are done solely by the researchers, with no requirement to
show that the community/participants are happy with the progress of the research.
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The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Neutral

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:
Agree

Standards - protect and reassure the community:

Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Generally this is good, but there are some sections that need further work. Further comment on
this will be made under the relevant sections.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

I think it is a big improvement having one document - this will make it much easier for all the
studies that include a mixture of observational and interventional research.

Scope of the standards and non-research activities
Is the scope of the document clear?
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Agree

Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
I love the inclusion of Te Ara Tika in this section.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

There are many (at least tens, if not hundreds) ethical principles that are relevant to health
research or specific health research projects. It is not practical to include all of them in a document
like this. I think, between the two sets of four, a good range has been included.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree
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Please provide feedback with reference to the paragraph(s) in question. :

Why does the 'research involving Maori' section seem to be the only one without the question "Do
you have any comments on specific paragraphs..."? Since you have not provided such a section, |
am answering that question here:

6.7 - | find it odd that there is a requirement to collect ethnicity data, but no associated requirement

to use this or make it available in any way.

6.15 - the statement to engage with people that "have sufficient knowledge to play a meaningful

role" could be open to interpretation. For example, a researcher could use this to justify consulting

with someone that is an expert in the research area, but knows nothing about the community, as
community members do not have 'sufficient knowledge' about the research.

6.16 - while this is a good statement in theory, I'd like to note that the current set up of our research

system can be a major factor in 'developing a long-term relationship', as projects are typically only

funded for a couple to a few years, with no guarantee of further funding to support the 'long-term
relationship’ between researchers and community.

Box 1, page 22, in the 'minimum expectations' section

-'earliest stages' could be open to interpretation. | would specify 'before ethical approval is in
place'.

-while it is ideal that consultation happens as ideas are developing, there are practical issues with
the current system that make this difficult. Consultation costsmoney, whereas most funders will
not provide financial support for a project until after the ethical approval is in place. Also,
consulting as early as possible in the current environment runs the risk of getting the communities
hopes up, only to have potential funders repeatedly turn the project down, until the researcher is
forced to move onto another project that is more likely to get funding.

-Need to add requirement to consult with multiple groups after "In some cases there may be more
than one governance group"

Box 1, page 22, in the 'kaupapa Maori' section

-the last sentence of the first paragraph and the first sentence of the second seem to contradict
each other and there is "a broad range of researchmethodologies" in the first, but specifically
"Maori methods" in the second.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

9.33 - this section seems to indicate that participants may overestimate the benefit of a study
(which | agree with), however, | am also concerned that researchers themselves often
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overestimate benefits. Researchers often have to talk up the positive aspects of the study, for
example, to gain funding, and this way of thinking might then be continued when writing participant
information sheets and/or when directly communicating with participants (or other people that will
be communicating with participants). It is important that this bias is recognised and that
researchers ensure they are providing accurate information - perhaps by seeking input from other
researchers in the field that are not directly involved in the study.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

| think the draft standards provide fairly good ethical guidance, given the difficulty of the situation.
My only suggestion is to put stronger emphasis on "not currently able to be conducted within the
law" in 9.90, so some skim reading would not just read the two bullet points.

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

I am unlikely to ever need to use deception in my area of research. | appreciate that some
research does require this and I think the draft standards allow this, while giving appropriate
protection to participants.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

14.4 - 1 would argue that most "data is seen as taonga", not some, as most data includes one or
more Maori participants, or includes something else important to Maori such as NZ plants, water
etc.

14.11 - | agree that participants' data needs to be protected, but increasingly international journals
require data to be made publicly available. Although this data will be in a form where the
participants are not identifiable, making data available even in this form is still often in conflict with
the beliefs of Maori and many other NZers. It would be good to have more explicit guidance on this
in the standards (I personally think that protecting participant rights should come first, and data
should only be made publicly available if the participant has consented to this).
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14.20 - "Maori data" needs to be defined somewhere, in particular, that it does not just relate to
data collected in Maori spaces like marae, or just to people, but to anything considered
important/taonga to Maori.

14.22 - specify 'only', i.e. "... sent overseas for research [only] if the person..."

14.32 - the "limited circumstances" clause of this sentence seems contradictory to the purpose of
data banks.

14.42/14.43 - the two tables in these sections do not seem to convey similar information, despite
the similarity of their titles. In particular, Table 6 seem overly focused on harms to individuals, with
harms primarily at the group level all bunched together in the last category 'interpretation harms'.
Given that research has a history of failing to consider harms at a group level (especially with
indigenous and other minority populations), | fear this table is going to make the situation worse.

14.48, third bullet point - this bullet point implies to me that genetic research is the only kind that
can cause stigmatisation. This is not the case and there has been a long history of harm coming
from epidemiological research that portrays some ethnic groups as lazy, overweight etc.

14.49 - ‘whakapono' and 'whakataukm' have not been defined anywhere within the document. | am
not sure what you mean by ‘whakataukm' in this context, as it does not seem to fit with my
understanding of the word.

Big data and new ways of using data
Agree

Please provide feedback:

| like the new data identifiability groups and that it's explicitly stated that linking data may result in
individuals becoming identifiable.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Most of this section is fit for purpose, however, the "Gene editing” sub-section is not.
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The Gene editing sub section in this draft document seems to only consider the use of gene editing
technology with embryos. Gene editing, however, can be conducted with any cell type, including,
but not limited to bone marrow stem cells, adult cells that have been transformed to stem cells,
foetal or umbilical stem cells - any cell can potentially be modified using gene editing techniques.
Given the limited availability of embryonic stem cells, this technology is far more likely to be put
into use in humans with adult cells. This gene editing research with (adult) human cells has not
been considered at all in these standards. There needs to be guidance for:

-when any human cells can be modified in this way,

-when cells can be taken from patients for this type of research,

-when modified cells can be transferred into patients as a potential therapy.

Note that any genetic disease that primarily affects only one or a few organs can potentially be
cured at stages of development after 'embryo’.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

In addition to the comments on the gene editing section (above):

15.23 - | think this should be worded so that it's clear human tissue should ONLY be sent overseas
if the participant has consented.

15.44 - make it clear here that continued consultation is also expected.

15.47 - | think 'Maori embryos' is too narrow. Other groups (ethnic, religious etc.) will also have
tikanga that they may want followed when their human embryos are being used. Additionally, Maori
interests are not restricted to embryos, and any tissue obtained from Maori participants should
prompt researchers to consider these principles.
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Response number 41

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Neutral

Please outline your reasons:
Overall it is a worthy and well considered document.

We have some strong concerns with use of commentary to pre-empt/justify the new draft NEAC
position, which is (a) not necessary for a Standards document; (b) could limit the application of the
new draft NEAC Standards clause intention by inferring specific use or application; and (c) makes
it more challenging to quickly use/refer to the new draft NEAC Standards compared to the 2012
edition. This was most evident in Chapter 9; but is present throughout the new draft NEAC
Standards. It is for this reason that we question it's ability to be "helpful, clear, relevant workable".

Clause 3.20 defines a researcher and coordinating investigator. This is not aligned to Medsafe or
current GCP terminology. Propose terms align strictly with GCP to remove ambiguity.

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:

The intended application of the new draft NEAC Standards is not clearly defined in the introduction
and terms/definitions are lost within the document. For example - you have to get to Chapter 12
before you learn of the types of studies, and it remains silent on audits and registries.

The standards balance protecting individuals with the realities of conducting
research

Strongly Disagree

Please outline your reasons:

Our site has previously stressed to the HDEC/HRC that NZ participants are inadequately protected
in the event of a commercial trial-related medical injury.

Chapter 18 addresses the compensation issues (and we commend their inclusion)however
changes made are arguably pointless if HDEC or another party (?) does not have the authority to
police them - specifically clauses 18.5 and 18.6 . If the intention stands that HDEC will hold the
Sponsor accountable in the event of a claim, then there is merit in including these clauses. Our
concern is whether HDEC will have the resource, intent or compulsion to action support for these
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participants - which is desperately needed. While we accept these are rare occurrences, when they
do occur the impact can be catastrophic and any assistance make by the site/investigator will null
and void the Sponsor's requirement to compensate at all. This leaves the participant isolated,
unsupported and in limbo. We need to protect NZ citizens who are generous enough to participate
in commercial clinical trials and urge deeper consideration is given to managing this current
limitation.

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Strongly disagree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:
Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree
Standards - protect and reassure the community:

Strongly disagree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:
The document remains silent on audits and registries.
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Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral

Please outline your reasons or suggested improvements:
Silent on the topic of registries.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

Some clauses appear to be deliberately vague to broaden their potential application (eg 4.5). It will
be challenging for HDEC to translate these into SOPs.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree
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Please provide feedback with reference to the paragraph(s) in question. :

Clauses 6.11-6.16 we accept the importance of early consultation when designing a research
project. In the case of commercial global clinical trials, the protocol is finalised and will not be
amended for local application, making the application of these clauses very challenging. We
propose adding a new clause acknowledging this where local changes are usually applied to the
PIS/CF, following consultation with a Maori research consultant.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Clause 8.39 - Query - there is a preference to use the term "unborn child" instead of foetus.
Suggest making this change.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

There are a number of aspects missing

- Registry participation and consenting requirements

- Clinical Trials requiring the collection of biological samples for broad future biomarker/genetic
analysis should be presented with a PISCF opt out section or as a separate consent to the main
study.

- An expectation for specific details of planned future biomarker/genetic analysis should be well
defined - eg term of sample storage; where the samples arestored; scope of research permitted
on the samples.

- Consideration for withdrawal of consent. We request a clause be adding preventing commercial
global Sponsors from "stalking” past participants on open socialmedia after a participant has
actively withdrawn consent.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

9.35 Language is prescriptive; need to remove first sentence and stay very broad. There's mention
that all "elements" must be included - this could be challenging for e-consents generated
overseas?

9.47 Learning Heath care systems - what are these? Question need for opening paragraph?

9.49 Could the opening use of the word 'pragmatic' be replaced by the word 'practical’ given that
there is reference to pragmatic trials so this could cause confusion

9.60 Should include the term Pragmatic trials here in the second sentence.

Clause 9.51 and 9.60 are not in perfect harmony. If a valid argument in favour of a waiver (where
all precedents are met) clause 9.60 should also scope for this perhaps using the term "improbable
rather than "is not possible". Or, simply remain silent?

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Yes

Propose that the PISCF template for unconsentable patients (eg some ICU/ED studies) be
amended to allow scope for an independent doctor to assess and confirm that participation in the
clinical trial is in the patients best interest.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

NA
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Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Under clause 11.2, we propose clarification of the opening sentence "Researchers must be
suitably skilled and resourced .. .. .

We are not clear on how you define "suitability skilled". We suggest one element should be recent
GCP training, and that it should be proven to the HDEC committee by a GCP training certificate
that is less than 2 years old.

The updated ICH GCP Edition 6 Version 2 was released in June 2017 and further clarifies the
investigator responsibilities and the importance of this role in conducting quality clinical research. It
would therefore be appropriate if these expectations were applied to all NZ investigators
performing research in NZ.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Disagree

Please outline your reasons why the section is or is not fit for purpose:
Audits should be specifically mentioned under clause 12.7-12.9 "Observation studies" Registries

are not clearly covered and need to be included in this section.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:
As mentioned above - registries (in all their forms) and audits need to be included.

There is a header "Ethical Issues in Newer trial designs" followed by clause 12.28. It would be
helpful to have a similar head for all the subtypes of trials, and that clearly outlines all elements that
should be considered. For eg - use of placebo in an interventional study where the placebo group
is not receiving Standard of Care treatment.

This is a key section that investigators will read, and it will be closely tied to the completion of the
HDEC application form. More structure and clearer guidelines in this section will mitigate many
interpretation issues downstream. We also ask that the HDEC translate potential audit submission
with an abbreviated application form and expedited review process.

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

As mentioned in comments made for Chapter 11 re GCP, we believe Chapter 13 should also be
tightly tied to GCP training, and this could be captured somewhere around clause 13.2.
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Clause 13.45, Monitoring Studies, states that "every study" requires a safety monitoring plan. This
is a broad requirement as many studies may not require a safety monitoring plan - eg
observational studies; retrospective analyses/audits. It would be helpful to explain what elements
are expected/required for specific types of studies - current wording is too light.

Clause 13.51 AE events. Is there an intended change of position re AE reporting (ie AES/ISUSARS
are generally not currently submitted/reviewed by HDEC, only reported on the specific request by a
P1/Sponsor). Clause 13.52 requires prompt reporting of SUSARs and SAEs - but to whom?
Currently they are sent to Medsafe - is the expectation that they will also be submitted to HDEC?

Clause 13.56. We commend the inclusion of this clause; can you comment on how this will be
enforced?

Clause 13.80. The concept of consenting patients at 2 timepoints that they wish to receive study
results is clunky. The second timepoint (why is a second timepoint even needed?) should arguably
be the participant's final visit. What elements of information should be shared and in what
circumstances can this be released without HDEC approval? Should this correspondence be

managed by the lead site (preferred) or on a site by site basis? Charging participants

Please outline your reasons:
We are not aware of this circumstance, or how it is applied. We cannot comment.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
It's great to see NEAC taking a strong position on health information

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

-Registries - again, the document is silent on this study design. Encrypting data will be key for
large databases.

-Clause 14.20 There is a new requirement that researchers "must" involve Maori in the governance
of Maori data. How does this translate into process?

-Data in social media, put out in the open domain is not touched on. Should it be explored in this
Chapter? A couple of specific considerations:
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»Can an investigator withdraw a study participant who is talking too openly in social media about a
clinical trial (where they could jeopardise study blinding orcreating a bias)?

« Advertising on social media, with targeted strategies to identify patients based on their social
media activity. Is this accepted?

«Contacting potential participants through social media - rather than by traditional models such as
post, email, phone and text.*

Big data and new ways of using data
Agree

Please provide feedback: No missing risks identified

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:
Do we need to also consider a Pasifika position on tissue sampling?

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

GMO medicines are slowly presenting as new clinical options. Management of human tissues that
may include GMO medicines/other health risks (eg virus/disease) should be mentioned in this
Chapter
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Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

The opening clause 16.1 could be interpreted to mean that any fridge/freezer/shelf/dish that has a
human tissue sample in/on it for even 1 minute would be defined as a biobank.

Does this definition mean that every fridge and freezer at a clinical trial site is considered a
biobank?

If this is not the case, then this definition needs tightening up. We would suggest that the definition
is too loose, and perhaps could be modified to include a third bullet point:

- where the custodian is the party who will contract/perform the intended analyses.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
Please provide feedback with reference to the paragraph(s) in question:

Clause 16.15 = who would enforce that governance of tissue banks is followed.

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly Disagree
Please outline your reasons why the section is or is not fit for purpose:
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Chapter 18 addresses the compensation issues (and we commend their inclusion)however
changes made are arguably pointless if HDEC or another party (?) does not have the authority to
enforce it - specifically clauses 18.5 and 18.6 . If the intention stands that HDEC will hold the
Sponsor accountable in the event of a claim, then there is merit in including these clauses. Our
concern is whether HDEC will have the resource, intent or compulsion to action support for these
participants - which is desperately needed. While we accept these are rare occurrences, when they
do occur the impact can be catastrophic and any assistance make by the site/investigator will null
and void the Sponsor's requirement to compensate at all. This leaves the participant isolated,
unsupported and in limbo. We need to protect NZ citizens who are generous enough to participate
in commercial clinical trials and urge deeper consideration is given to managing this current
limitation.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question: See above
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Response number 42

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:
Clearly much thought has gone into content and logical order of sections and includes references
to other relevant sections.

Could be useful to colour background differently for the standards and commentary like in Health
Information Privacy Code

The standards are applicable to all types of health and disability research
Strongly Agree

Please outline your reasons:
Appears to cover a broad range. Covers the studies we have experience in.

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

For clinical trials with investigational medicine it is important to balance risk to privacy with risk to
safety — dangerous to remove personal identifiers to protect participant privacy if it results in wrong
medication being administered or being unable to identify correct records in the event of a medical
emergency.

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree

Please outline your reasons:
Clear guidelines across a range of topics Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
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Agree
Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
Balancing risk to privacy with risk to safety in investigational medicine trials (as noted above)

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:
Good combination or comprehensive guidelines with removal of duplication

Scope of the standards and non-research activities
Is the scope of the document clear?

Strongly Agree

Please outline your reasons or suggested improvements:
Sets out what the standards do apply to, what they don't and that ethics relevant to all.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :
For previous section, 3.9, could mention ICH-GCP E6

Ethical principles
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question:

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Difficulty identifying reviewer(s), additionally as each country has own culture, rather than one
reviewer encompassing entire Pacific .

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

9.43 not clear if this includes whether assigned to placebo or active drug

9.9 states every change to ICF to be reviewed, not consistent with HDEC SOPs non-substantial
amendments 9.26 grammar: “at a different times” --> "at different times”

and “as well as being identifying conflict” --> “as well as identifying conflict”

Does 9.16 imply that can not complete demographic page (name, contact details etc) when arrive,
to be completed after consent? Or is this referring to medical history questions etc?

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
12.4 refers to’ therapeutic intervention’, 12.5 and 12.6 just ‘intervention’, but should they say
‘therapeutic’ too?

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
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Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

13.27 for advert ‘avoid eye-catching visual cues’ — what would these be? An advert that’s only text
is unlikely to fulfil it's purpose as an advert to garner interest.

Table 3 — don’t understand. le Randomised trial in setting 2 (not life threatening disease etc)
‘Unlikely’ to have Ethical Integrity or ‘Unlikely’ to have Ethical Integrity issues?? — either way,
neither seems right.

Charging participants

Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
14.37 typo: 5esearchers --> Researchers

14.17, 14.39,14.40 - (as noted in general answers) For clinical trials with investigational medicine it
is important to balance risk to privacy with risk to safety — dangerous to remove personal identifiers
to protect participant privacy if it results in wrong medication being administered or being unable to
identify correct records in the event of a medical emergency.

Records kept identified in archive for the same reasons, to be able to contact participants if safety
information found further down the track.

Big data and new ways of using data
Not Answered

Please provide feedback:
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Response number 43

Name [redacted]

Organisation [redacted]

Role Professor

Researcher Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Disagree

Please outline your reasons:

| agree that the standards could be applicable to all types of health and disability research with
some minor amendments. However, the standards as currently defined do not apple to have
considered public health intervention research, where clinical trials may be used to evaluate
interventions in groups other than patients, but rather seems to be grounded in the implicit view
that either [1] it is not necessary for HDECs to evaluate research that recruits health people without
disease or clinical conditions, or [2] has ignored the fact that public health trials are being
conducted.

The standards balance protecting individuals with the realities of conducting
research

Neutral

Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
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Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree
Standards - protect and reassure the community:

Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree
Please describe the ethical challenges that are missing:

Mostly, with reservations outlined elsewhere in this submission.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Agree, but with the reservations outlined elsewhere in this submission.

Scope of the standards and non-research activities
Is the scope of the document clear?

Strongly Agree

Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

Paragraph 4.6: It is reassuring to see that generally audit and quality improvement are not
considered non-research activities even if clinical records are accessed and/or publication of
general findings is an intended element of the project. | strongly support this position.

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

| support the inclusion and alignment of Te Ara Tika and Bioethics principles in the framework. It is
a very useful outline to promote understanding and respect for role of Te Tiriti O Waitangi within
the research community.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

| particularly support paragraphs 8.13 and 8.14 as vulnerable groups have a right to participate in
research, although that may require researchers to take extra measures in designing their
research. Ethics committees similarly need to consider that vulnerable groups still receive
treatment and deserve to have treatments that have been evaluated in populations similar to
themselves.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and

disability research in New Zealand
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Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Paragraphs 11.15 to 11.17 refer to equal explanatory power. | support the inclusion of paragraphs
11.15 and 11.16, but 11.17 could be problematic if it is interpreted as requiring all studies to have
equal explanatory power. It is certainly important that studies should have equal explanatory power
where that is consistent with the study hypotheses. However, where the demonstration of
equivalent effects in different populations is not relevant to the study hypothesis (or hypotheses),
then there is the potential that ethics committees may over-reach in their judgements if they reject
studies because they have not sought to either investigate or to demonstrate equal explanatory
power. | recommend that the document provide clearer guidance as to the scope of paragraph
11.17

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Disagree

Please outline any missing ethical issues or principles:

There is no discussion of cross-over trials or of n-of-1 RCTs, which are a specialised form of cross-
over trial. Both of these designs have been used in New

Zealand and guidance on any issues needs to be provided to ethics committees ie that the design
is only appropriate for clinical conditions that can be palliated (eg arthritic pain), but not for
conditions that can be cured (eg acute skin infections). Other issues such as number of cross-
overs and wash out period need consideration. Further there is no discussion of issues regarding
equivalence or non-inferiority trials (particularly the use of appropriate active comparisons, rather
than inappropriate comparisons such as reduced dose comparisons).

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Paragraph 12.13 is written as if the only types of trials are parallel group designs where
participants are allocated to one treatment. However, it could be written so that it also includes the
various cross-over designs ie "Such a trial allocates participants to the intervention arms or order of
treatment in a way that minimises the influence of confounding factors ...".

Paragraph 12.14 includes sample size as an example of a design element that contributes to bias
or systematic error. In fact, sample size does not manage bias, but manages to random error. The
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paragraph should remove this element from examples of bias. It would probably be useful if the
document could state sample sizes manages random error in trials and generally trials should
include an a priori specified sample size calculation with all the assumptions exposed. However,
there are some cases where an a priori sample size calculation may not be necessary, such as in
feasibility studies or pilot trials, which are testing feasibility issues and perhaps collecting
information for a sample size calculation for larger trial. Another example where an a priori sample
size calculation may not be initially feasible is in adaptive sequential trials where estimation or re-
estimationof the sample size occurs during the course of the trial

Paragraph 12.15 simply outlines what are potential harms in trials. Still to be published
methodological research | have conducted shows that only about 54% of the published trials in my
field (treatment of venous leg ulcers) since 2001 have any form of adverse event reporting ie all-
cause or disease-specific adverse events. Thus large numbers of trials in my field are not reporting
adverse events, a finding that is consistent with data in other fields. | would recommend the
inclusion of a statement at the beginning of paragraph 12.15 that all trials of interventions for
clinical conditions must include data collection and reporting of adverse events. The CONSORT
statement 2001 on reporting of trials recommended that trials at least report important adverse
events.

While paragraph 12.29 starts with an accurate description of the approach, the paragraph ending
and the beginning of paragraph 12.30 seem unnecessarily suspicious of co-design approaches
when these approaches have the considerable advantage of citizen control to research design.
There is no particular problem with the co-design approach that cannot be overcome with staged
or phased applications.

Paragraph 12.41 uses the term comparative effectiveness research. This term is quite unusual and
is probably better substituted for head-to-head and/or pragmatic trials depending on the actual
intended meaning.

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Paragraph 13.12 states researchers should register their studies. The language here is not
sufficiently strong as it allows exceptions and lacks clarity as not all studies are randomised
controlled trials, which are the target for trial registration, whereas observational studies do not
need to be registered. The International Committee of Medical Journal Editors and the Surgical
Journal Editors Committee have both stated that all trials need to be prospectively registered on
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public domain WHO-compliant clinical trials registers. It is still possible to register trials on non-
compliant registers. Therefore, for the sake of clarity, | recommend [1] that the language be
strengthened and [2] the terms randomised controlled trial and WHO-compliant trials register be
used. Hence | request the document be changed to read "Researchers must register their
randomised controlled trial in a WHO-compliant clinical trials register."

Paragraph 13.45 states every study requires a safety monitoring plan. Again the use of the term
study is potentially confusing here, as observational studies are unlikely to require a safety
monitoring plan. Similarly, upstream public health interventions (such as information provision to
improve healthy eating) and cluster randomised controlled trials may not require a safety
monitoring plan. However, it seems likely that all trials involving participants with a clinical condition
will need a safety monitoring plan. Other kinds of trials not using patients as participants may also
need safety monitoring ie use of caffeine in shift workers if this document is to apply as a standard
for all types of human participant ethics committees in New Zealand and not just HDECs. Thus the
paragraph needs to be revised to address [1] the possibility that there are some categories of trials
that do not need a safety monitoring plan and [2] the possibility that the standards need to consider
the categories of trials not covered by HDECs but having the potential to be considered by
university human participants committees.

Paragraph 13.48 ends by stating that DMC members should have prior DMC experience,
especially the Chair and the statistician. While | agree there should be at least some prior
experience present on a DMC, to expect the statistician to always have had such experience
means that the standard supports a version of sundowning in this occupation - one cannot become
experienced without starting at a beginning somewhere. The paragraph needs to be revised to
acknowledge career growth and allow for statisticians for be beginners.

Charging participants
Please outline your reasons:
I do not support for clinical trial participation in any circumstances.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

Databanks are not the only vehicle for data sharing. It may that data in total or in part could be
requested by international researchers for specific circumstances, such as an individual participant
data meta-analysis. This section needs to incorporate such examples into the section and perhaps
retitle the section along the lines of "Data banking and other data sharing approaches for
secondary use of original data".

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
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Please provide feedback with reference to the paragraph(s) in question:

Paragraph 14.22 uses the term "identifiable data", which suggests appears that consent is only
required when "identifiable data" as defined in paragraph 14.35 is to be sent overseas. If that is the
case then a standard or guidance also needs to be provided on data sharing "re-identifiable data".
For instance, is it the current position that "re-identifiable data" that is data banked in non-New
Zealand databanks or shared for purposes like individual participant data meta-analyses by
international researchers does not require -re-consenting? | would support an approach that
involves either [1] not having to apply for an ethics committee waiver or [2] only having to apply for
a ethics committee waiver where re-identifiable data is being shared for secondary research. Such
an approach means that all data can be used to answer questions in individual participant data
meta-analyses and methodological research; if data sharing is limited to providing data where
consent has been obtained to send re-identifiable data overseas, then many older studies could
not provide their data to help answer clinical questions and thus summaries of evidence will be
incomplete. Incomplete evidence summaries are useful to neither researchers nor patients.

It is a minor concern, but paragraph 14.23 does not outline whether the three indications for
obtaining consent are mutually exclusive (linked by "OR") or are cumulative (linked by "AND"). |
presume the in Committee's intention is the former rather than the later, but the document must be
clear about the intent. | recommend that the document be revised to ensure that three indications
for obtaining consent for data re-use in an original study are treated as mutually exclusive
categories and linked by "or" at the end of each sentence for the first two indications.

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:
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Response number 44

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher, genetics

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Over the last 10 years there have been rapid advances in human research technologies and
dramatic changes in the focus of questions that researchers ask. These advances and focus
changes, along with publication in 2016 of consolidated guidelines outlining expectations of Maori
for both genomics and tissue-based research, and publication in 2017 of the NZ Health Research
Strategy, make a review of the 2012 Ethical Guidelines for Intervention and Observational Studies
timely, if not overdue.

A set of standards targeted at individual researcher responsibility (rather than a set of guidelines)
seems very appropriate, especially as public expectations of research increase and the regulatory
environment is strengthened.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

While | agree with this statement, | think there may be two issues that need to be addressed as the

standards are implemented. Please also see response to question 7, below:

1) In my view it is important to even more clearly define what research is.

2) | understand anecdotally (but have no evidence) that there may be a degree of geographical,
temporal, and ethics committee-to-ethics committeeinconsistency in interpretation the 2012
Guidelines. How will consistency between committees when applying these standards be
monitored and supported, especially in the difficult area of determining what is in scope / what is
research?

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research
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Agree

Please outline your reasons:

These standards targeted at individual researchers. However, from both a legal and reputational
perspective, | imagine these standards will place an indirect monitoring and compliance
responsibility on organisations employing researchers such as CRIs, universities and DHBs?

Resources may need to found within these organisations to carry out these monitoring and
compliance roles, and linked to this support and education, over and above the significant ethical
work they already do, which would be a positive advance.

Will these standards be accompanied by detailed information and frequently updated educational
materials (including discussions of common difficult scenarios) that support both individual
researchers and institutions to uphold the 2018 Standards?

Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives:

Neutral

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Neutral

Please describe the ethical challenges that are missing:

As | noted below, even though it is addressed by the standards, | personally think there is one area
that requires additional focus and clarity, “grey area” clinical studies that really are research being
misunderstood as clinical testing.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
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Neutral

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral

Please outline your reasons or suggested improvements:

In my personal view, the boxes describing research (Section 4.3) and non-research (Section 4.6)
require additional consultation and then some expansion. A particular example where | see
misunderstanding currently occurring is clinical genomics, where studies that really are research by
the definition in the box in Section 4.3 are sometimes misunderstood as clinical testing. Bearing
this example in mind, while | understand why the standards have taken the view that “how to
determine what an activity is has not been included” | suspect this will leave committees and
researchers to make their difficult decisions which may not be informed or nationally consistent.

Therefore, as individual HDEC and Institutional ethics committees work through this type of issue
project-by-project, can a mechanism be established to consolidate the “case law” that is
progressively generated by each committee into a well-organised and frequently updated database
that committees can refer to, and then contribute to, as they make approval decisions?

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)
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Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Neutral

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.
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No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
Great to see precognition of the potential value of new consenting technologies.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback

NoResearch with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
Very helpful explanation.

Links to additional educational resources to ethical principles that may help researchers take
personal responsibility may be helpful.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback

No

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
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No
Please provide feedback with reference to the paragraph(s) in question:
Charging participants

Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Agree

Please provide feedback:

Formal data management plans and repeatable/reusable research strategies are becoming the
norm and should always involve ethical considerations.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback

No

Human tissue
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The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The risks and benefits of tissue-based research sit as much with the data generated from the
tissue as with the tissue itself, of course. This data is sometimes only loosely controlled by
researchers, as noted in the Standards.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

National collaboration of biobanks is a current issue that may need addressing. Playing Devil's
advocate - Is it ethical to collect tissue for Future Unspecified Research that is never used simply
due to researchers being unaware of tissue resources around NZ, or the ability to assemble study
cohorts of tissues from multiple NZ tissue banks? Is there a responsibility to assemble nationally
connected databases of tissue held by NZ’s various tissue banks?

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
This is an area that will require frequent updating, and needs to align with ERMA guidelines.
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studiesThe section is
fit for purpose (the content of the section is helpful, clear, and relevant and
workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 46

Name [redacted]

Organisation [redacted]

Role Principal Researcher

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:

This is a really comprehensive document. It covers a much wider range of research types than the

previous standards and is much more in keeping with the range of research currentky being
undertaken in Aotearoa New Zealand. The inclusion of a chapters on Research involving Maori
and Pacific peoples is welcomed.

The standards are applicable to all types of health and disability research
Strongly Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Strongly Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Strongly Agree

Standards - protect and reassure the community:
Strongly Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Strongly Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:
This represents a very rational change - much preferred to two separate documents.

Scope of the standards and non-research activities
Is the scope of the document clear?

Strongly Agree

Please outline your reasons or suggested improvements:
The inclusion of a table of activities regarded as 'non-research’ is very helpful.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Strongly Agree

Please provide feedback with reference to the paragraph(s) in question. :

This chapter gives much needed guidance on consultation with Maori. An issue arises with the
requirement to engage with Maori "who have sufficient knowledge to play a meaningful role'. These
individuals are rare and it can be very difficult to identify Maori to partner with. Those individuals
who make themselves available are over-worked and often not reimbursed for their time or
contribution to the research process. The same applies to work involving Pacific peoples.
Consideration should be given to facilitating this process, for example, by identifying a group of
individuals who are prepared to undertake this work and would be available to researchers from
host institutions that do not provide adequate resource. The consultants could be paid in a similar
manner to HDEC committee members.

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:
Very comprehensive.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

YES - the draft standards provide clarity. As outlined in section 9.67 and 9.68, there are good
reasons for research to be undertaken in this group of patients. Indeed, it is not ethical to exclude
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individuals from participation in health and disability research just because they are unable to give
consent. Research in the emergency and intensive care environment has potential to improve care
for cohorts that follow - it is vital that the research is allowed to proceed.

Deception
NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

The guidance given is appropriate.

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

249



Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Charging participants

Please outline your reasons:

The guidance is prohibitive. An important issue relates to why the research has not found other
funding options. If the work has been peer-reviewed and significant concerns have been raised
about the likelihood of the work providing a clear answer to the research questions, one could
argue that it should not proceed.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Strongly

Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)
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Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Strongly
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:
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Response number 47

Name [redacted]

Organisation [redacted]

Role Member of the Matauranga Maori Komiti
Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Strongly Disagree

Please outline your reasons:

Point 1.2 in the introduction to the standards states that research “has the potential to generate
knowledge and methods that can protect and promote the health and independence of individuals,
the population and groups within that population”. However, independence is a western concept
grounded in individualism. In contrast, Maori people put emphasis on self-determination (tino
rangatiratanga). We respectfully submit that the standards address the health goals articulated by
the World Health Organization, which are, simply, inclusion and participation.

The standards balance protecting individuals with the realities of conducting
research

Neutral

Please outline your reasons:

This question privileges western individualism. More importantly, the standards need to respect
Maori cultural values and protect Maori people as tangata whenua by giving those values equal
standing alongside bioethical principles to shape the design and conduct of research. As outlined
throughout our submission, this message needs to be strengthened.

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree

Please outline your reasons:

Bioethical principles and concepts of privacy have dominated ethical considerations. The draft
standards support researchers to design research that is primarily driven by Te Ara Tika principles,
which opens possibilities for culturally responsive recruitment and consent processes, and
incorporation of tikanga Maori protocols to address cultural safety of researchers and participants.

Overall do the Standards?
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Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree
Standards - protect and reassure the community:

Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Disagree

Please outline your reasons or suggested improvements:

The standards “set out the established ethical standards that apply to all health and disability
research in New Zealand” (p. 1) and explicitly acknowledge the Treaty of Waitangi as making the
Crown and Maori equal partners in co-governance. To actualise that message throughout the
document, we strongly urge adoption of “Aotearoa New Zealand” when identifying the context of
development and application of the standards.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.
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No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

We applaud presentation of Te Ara Tika principles ahead of bioethical principles. This sends a
strong and necessary message to researchers and research funders.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
The standards support later statements about overcoming health inequities.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Manaaakitanga

This section specifies “the importance of collective participation in establishing the goals and
benefits of a research proposal, and empowering research partnerships”. Upholding the mana of
Maori people starts long before considering the goals/benefits of a specific research proposal. It
begins with determining the research agenda, knowledge generation priorities and allocation of
funding. We suggest an alternate wording:

“... the importance of collective participation in setting the research agenda, funding priorities,
establishing the goals and benefits of specific research proposals, and empowering research
partnerships”.

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Disagree

Please outline your reasons why the section is or is not fit for purpose:

The title of the section legitimizes the idea that some research does not involve Maori. Perhaps it is
intended to particularly address studies that recruit Maori participants or analyse Maori health data,
but if that is the intention, Standard 6.7 (Researchers must collect ethnicity data) is misplaced as it
is intended to apply to all research.

6.2 The rights of indigenous people in New Zealand, or tangata whenua, are the rights to:

... policy based on evidence that is valid for Maori.

Evidence is always generated from a particular world-view / research paradigm. Policy must be
based on research consistent with a Maori world view. We suggest the following revision:
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... policy based on evidence that is consistent with Maoritanga and valid for Maori .

Standard 6.3

The term cultural rigour is introduced but not defined. In the Auckland consultation meeting, it was
described as signalling that Maori ethics are elevated to the same level as bioethics — but that
message is obscured if the term is not clearly defined.

Standard 6.7
We patrticularly endorse the requirement for all researchers to collect ethnicity data.

The importance of health research with Maori
6.9 There are significant inequalities in health status .... etc.

This commentary explains health inequalities in terms of access to determinants of good health,
access to health and disability services, and the quality of care received. This account of Maori
health status is seriously deficient in not acknowledging the impact of colonisation. We strongly
assert the need to begin this account with an additional bullet point to the effect that:

* Inequitable consequences of colonisation, where Maori were subjected to dispossession of their
land, appropriation of resources, alienation from their culture, and disruption of traditional
relationships, responsibilities and practices

Consultation 6.18

While matters of culture are important in the research process, researchers also need to consider
conceptual issues and questions, along with the shape of research outputs. In this way, the results
from health research can contribute more strongly to the health status of Maori.

Acknowledging that what is good for Maori is good for all New Zealanders, we recommend
extending the final statement to read:

In this way, the results from health research can contribute more strongly to the health status of
Maori and benefit all New Zealanders.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Strongly Disagree

Please provide feedback with reference to the paragraph(s) in question. :
6.12 Consultation is expected for all health research.

This commentary concedes that “in practice researchers often conduct it after they have set their
research protocols”. In effect, this concession endorses continuation of the status quo. Clearly that
is not good enough. We recommend in the strongest terms that this sentence is deleted. Further,
that the following sentence, which currently reads:
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“‘Engagement with Maori at an early stage in the design of the study is preferred, particularly for
research involving Maori. “ (p. 21) Is revised to read:

Engagement with Maori at an early stage of determining the research question, prior to designing
the study is preferred, particularly for research involving Maori.
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Response number 48

Name [redacted]

Organisation [redacted]

Role Senior Consultant

Interest group consultant and adviser to researchers and

institutions on principles and practice of
human research ethics and research integrity

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:
Preface

We offer the following comments in a spirit of supportive collaboration. As Australians, we
recognise and acknowledge that we lack sufficient experience and familiarity with the Treaty of
Waitangi and with Maori and Pacific peoples.

We deeply respect these fundamental considerations that underpin these standards and have
read, with enlightenment, sections 2, 6 and 7 which deals specifically with them. As an expression
of that respect, we have not sought to comment on the interpretation, understanding and
application of those sections where these considerations are central.

However, we have extensive experience in the development, interpretation and application of
principles and standards relating to the conduct of human research. We have been directly
involved in the drafting and revision of all of the iterations of the Australian National Statement on
Ethical Conduct in Human Research, from 1999 to 2007 and most recently in 2018.

This experience does give us some insight into the broader considerations that affect the
preparation of such standards, particularly with regard to the precision and consistency with which,
in our experience, are necessary in their expression. Although we agree with the intent to provide a
document that operates as a broad set of standards, in our experience, it is unavoidable that the
document will be given a literal application. Where that interpretation exposes any inconsistencies,
internal contradictions or uncertainty in meaning, in our experience, these are likely to weaken the
authority and acceptance of the standards.

Our experience suggests further that such consistency is necessary not only within any one
chapter but throughout the document.

Accordingly, our comments will identify examples of such occurrences that in our view merit further
consideration.

There are some areas of research covered by these comprehensive standards in which we lack
the necessary scientific expertise, and we have accordingly decided not to offer comments in these

areas.
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It is on these premises that we offer the following comments.
Structure and use of the Standards

Our experience strongly suggests that clarity as to status of paragraphs is centrally important to
their consistent and constructive use and to their acceptance by researchers, reviewers and
institutions. This is particularly important to developing collaborative relationships among ethics
committees and researchers and to their respective use of the standards to support and explain
the sometimes different positions they take on projects submitted for review and to the harmonious
resolution of those differences.

With these consideration in mind, we note the distinction (paragraphs 3.2 & 3.3) between
Standards and Commentary and the recurrence of these headings in succeeding chapters. We
also note the guidance about the use of the terms “should” and “must” in paragraph 3.21.

We question whether the frequent use of “must” in paragraphs of Commentary throughout the
document confuses the intended difference between Standards and Commentary. The use of that
term appears to grant Standards and Commentary paragraphs equal weight in reasons for
decisions by ethics committees and in arguments made by researchers in support of their view of a
study.

We consider that further consideration be given to the use of the terms Standards and
Commentary and to an explanation of their relative weight. We notice that among the references is
the Canadian Tri-Council Policy Statement, a document that makes and maintains a clear
distinction between articles and commentary. It is the best known example of such a structure and,
while we do not recommend wholesale adoption of that structure, we do suggest that the clarity
and consistency of its structure is instructive.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:
Scope of the standards - Chapter four

Paragraph 4.3 contains a box which seeks to define the scope of the standards has both a general
definitional passage and a more specific paragraph of definitions.

We suggest that the more specific paragraph be reviewed to ensure that it is confined by the
concept of health and disability research. At present, the literal language of that paragraph has no
such limitation. We understand that such a limitation may reasonably be expected to be implied
from the context of the document as a whole, but in our experience, it is prudent to rely on explicit
rather than implicit interpretations.

Paragraphs 4.5 and 4.6 attract a similar observation. Making paragraph 4.5 explicit to health and
disability research, and not only health research, would improve clarity.

In our view, the advice given in paragraph 4.6 as to the application of the standards to non-
research practices might be improved if the similarities between those activities and research
focused on the involvement of human participants rather than the more general "share features of
research”. In our view it is the involvement of humans in these activities that attracts the need for
their ethical conduct.
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We read with admiration paragraphs 4.7 to 4.22. This is an excellent account of the difficulties of
providing realistically applicable advice on the ethical conduct of innovation in health care.

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Chapter 5 Ethical principles

Paragraph 5.3 and "the bioethics principles"

It is here that we respectfully differ with a fundamental component of the standards. In our view,
the adoption of the established formulation and meaning of what are referred to as the bioethics
principles, namely, respect for people, beneficence, non-maleficence, and justice fails to adapt
these familiar ideas to the human research context.

Originally formulated by Robert Beauchamp and James Childress in their 1969 "Principles of
Biomedical Ethics", the primary application of these principles was clearly to the clinical context of
healthcare. Although the authors recognised the potential application in other contexts, the
meanings given to them in the standards are closer to those originally devised and, in our view in
important aspects can be misleading.

The reason for this is the difference between the ethical responsibilities of clinicians to patients
from ethical responsibilities of researchers to research participants.

The primary ethical obligation of a clinician is to the welfare of her patient and this gives to the
meanings of beneficence and nonmaleficence very clear and well-established meanings.

Researchers have ethical obligations to the welfare of participants in research for which they are
responsible but that obligation cannot have the same primary position is for clinicians. This is
because an equally important goal of researchers is the realisation of the aims of the research
project, a commitment that must be balanced with, rather than the subsidiary to their ethical
obligation to the welfare of research participants.

Accordingly, in our view, the meaning of beneficence in a human research context is closer to what
Beauchamp and Childress described as the principal of utility, that is, that any harm to research
participants could only be ethically acceptable if it was justified by the likely benefits of the
research. We acknowledge that this point is made in the account of nonmaleficence but suggest
that the first two sentences of that account are contradictory: both, as written, cannot be true. It is
the nature of research that participants and indeed communities may be exposed to risks of harm
so that the central obligation in this regard researchers is to minimise those and to justify any that
remain likely.

In our view, this central difference between the bioethical principles as originally devised for clinical
practice and their application in human research should be made clearer than it presently is. In our
view, for these reasons, it would be prudent to revisit their expression and whether the inclusion of
nonmaleficence is necessary.

The principle of research merit
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In our view, a centrally important ethical principle is that human research have research merit and
that researchers conduct the research with integrity. In their seminal article, Emmanuel and
colleagues reviewed 12 international statements of human research ethics and extracted seven
consistently recurring requirements for the ethical conduct of human research. The first and
second of these were that, for research to be ethically acceptable, it must have value and scientific
validity.

We recognise that this matter is introduced and discussed thoroughly and practically in Chapter 11
of the Standards.

However, we remain of the firm view that this requirement is as important as any of those in the
bioethics principles and so merits recognition at the same fundamental level at the commencement
of the standards.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:
Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:
Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:
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Scope of the standards and non-research activities
Is the scope of the document clear?

Neutral

Please outline your reasons or suggested improvements:
Scope of the standards - Chapter four

Paragraph 4.3 contains a box which seeks to define the scope of the standards has both a general
definitional passage and a more specific paragraph of definitions.

We suggest that the more specific paragraph be reviewed to ensure that it is confined by the
concept of health and disability research. At present, the literal language of that paragraph has no
such limitation. We understand that such a limitation may reasonably be expected to be implied
from the context of the document as a whole, but in our experience, it is prudent to rely on explicit
rather than implicit interpretations.

Paragraphs 4.5 and 4.6 attract a similar observation. Making paragraph 4.5 explicit to health and
disability research, and not only health research, would improve clarity.

In our view, the advice given in paragraph 4.6 as to the application of the standards to nonresearch
practices might be improved if the similarities between those activities and research focused on the
involvement of human participants rather than the more general "share features of research”. In
our view it is the involvement of humans in these activities that attracts the need for their ethical
conduct.

We read with admiration paragraphs 4.7 to 4.22. This is an excellent account of the difficulties of
providing realistically applicable advice on the ethical conduct of innovation in health care.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. : see reasons for the
answer to the previous question

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Chapter 5 Ethical principles

Paragraph 5.3 and "the bioethics principles"

It is here that we respectfully differ with a fundamental component of the standards. In our view,
the adoption of the established formulation and meaning of what are referred to as the bioethics
principles, namely, respect for people, beneficence, non-maleficence, and justice fails to adapt
these familiar ideas to the human research context.

Originally formulated by Robert Beauchamp and James Childress in their 1969 "Principles of
Biomedical Ethics", the primary application of these principles was clearly to the clinical context of
healthcare. Although the authors recognised the potential application in other contexts, the
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meanings given to them in the standards are closer to those originally devised and, in our view in
important aspects can be misleading.

The reason for this is the difference between the ethical responsibilities of clinicians to patients
from ethical responsibilities of researchers to research participants.

The primary ethical obligation of a clinician is to the welfare of her patient and this gives to the
meanings of beneficence and nonmaleficence very clear and well-established meanings.

Researchers have ethical obligations to the welfare of participants in research for which they are
responsible but that obligation cannot have the same primary position is for clinicians. This is
because an equally important goal of researchers is the realisation of the aims of the research
project, a commitment that must be balanced with, rather than the subsidiary to their ethical
obligation to the welfare of research participants.

Accordingly, in our view, the meaning of beneficence in a human research context is closer to what
Beauchamp and Childress described as the principal of utility, that is, that any harm to research
participants could only be ethically acceptable if it was justified by the likely benefits of the
research. We acknowledge that this point is made in the account of nonmaleficence but suggest
that the first two sentences of that account are contradictory: both, as written, cannot be true. It is
the nature of research that participants and indeed communities may be exposed to risks of harm
so that the central obligation in this regard researchers is to minimise those and to justify any that
remain likely.

In our view, this central difference between the bioethical principles as originally devised for clinical
practice and their application in human research should be made clearer than it presently is. In our
view, for these reasons, it would be prudent to revisit their expression and whether the inclusion of
nonmaleficence is necessary.

The principle of research merit

In our view, a centrally important ethical principle is that human research have research merit and
that researchers conduct the research with integrity. In their seminal article, Emmanuel and
colleagues reviewed 12 international statements of human research ethics and extracted seven
consistently recurring requirements for the ethical conduct of human research. The first and
second of these were that, for research to be ethically acceptable, it must have value and scientific
validity.

We recognise that this matter is introduced and discussed thoroughly and practically in Chapter 11
of the Standards.

However, we remain of the firm view that this requirement is as important as any of those in the
bioethics principles and so merits recognition at the same fundamental level at the commencement
of the standards.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes
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Please provide feedback with reference to the paragraph(s) in question: see reasons for first
answer and comments on paragraph 5.3

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose: Chapter 8 Categories
of Participants

We compliment the committee on adopting the structure used in this chapter and of the use of
vulnerability as an underlying characteristic that is expressed in a wide range of circumstances, all
of which are carefully and thoughtfully explained. Although we read the whole chapter with
increasing admiration, there were some specific matters of comment, being examples of an earlier
observation about the importance of consistency and clarity in terminology.

Given that vulnerability is clearly recognised as context-specific, the use of the term “potentially
vulnerable” may need further explanation. Every potential research participant could accurately be
described as potentially vulnerable because the source of that vulnerability will lie in the research
context. If this is the case, we question whether “potentially vulnerable” is a useful term and may
be replaced by a short prelude to the fact that vulnerability in research is context specific, as ably
explained in succeeding parts of Chapter 8.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

We question the wisdom of apparently using the terms “capacity” and ‘competence”
interchangeably, as is done in paragraph 8.15, as our understanding is that these terms have
distinctly different meanings. In our view, the better term is capacity because we understand that t
refers to a capacity to make a given choice at a specific time and in a specific context.

We also question the wisdom of the last sentence in paragraph 8.30, although we do understand
that the context could be relied on to explain the intended meaning. However, our experience
indicates that reliance on such implication can lead to ambiguity and uncertainty that can affect the
acceptance of standards such as these. As a result, we would counsel against using absolute
sentences such as this lest they be taken literally.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral
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Please outline your reasons why the section is or is not fit for purpose:
Chapter 9 Informed Consent

As before, we compliment the committee on their thorough and perceptive treatment of this
subject. We recognise that the expression “informed consent” aptly recognises the use of that
expression in the clinical context in New Zealand.

Our comment is that care needs to be taken that such familiarity with the clinical context does not
overlook the other necessary components of an ethically sound consent to research. Unlike the
clinical context, the main aim of what is being consented to in research is not necessarily the
welfare of the consenting participant.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles: see reasons for the answer to the first
guestion

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

The parenthetical reference to writing in Paragraph 9.2 is, in our view, unnecessary and could be
the kind of language relied on to privilege that mode of expressing consent. In our view, nothing
would be lost, and much gained, by omitting those words and relying on the excellent later
accounts of alternative modes of expressing and evidencing consent in paragraphs 9.18 — 9.23.

Paragraph 9.4 is an early example of a practice we strongly endorse and encourage more of: that
is, in specific paragraphs, referring to the underlying relevant principles. With that in mind, we
wondered why the opportunity was not taken to refer to the relevant bioethics principle, as well as
the relevant Maori principle.

Paragraphs 9.7 and 9.29 provide further examples of the risk, in our view, of using apparently
absolute expressions for situations that will always be contingent. The requirement in these
paragraphs that participants must receive and that researchers must disclose “all information”
relevant to a participant’s decision to participate risks being the basis of unnecessary and
burdensome disclosure, of the kind that is dissuaded in paragraph 9.31. We would recommend a
less absolute expression.

We note in passing and question why the term “vulnerable” is framed with quotation marks in
paragraphs 9.23, given the thorough and clear account of the term in chapter 8.

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

not answered

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:
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Consideration may need to be given to ensuring that paragraphs 9.27, which appears to prohibit
deception, is clearly consistent with paragraphs 9.42 - 9.46

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

Chapter 10 Research benefits and harms

Paragraph 10.1 contains another example of an apparently absolute proposition, namely, that all
research carries some risks of harm. In our experience, a modification to “most” could avoid
pedantic criticism but make the same ethical point.

The comparison between the harms and benefits of research is often characterised in terms of
comparative weight, as here. However, in our view, because this is an essentially ethical judgment,
rather than a comparative weighting, our suggestion is to consider using the expression “justified”,
i.e. that any potential harms are acceptable only if they are justified by the potential benefits of the
research.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
In paragraph 10.07, we would encourage expanding the concept of welfare and independence to
include health and dignity.

In paragraph 10.12, we would encourage consideration of adding to the examples of autonomy
harms those of loss of agency or opportunity for self-determination.

We note that paragraph 10.13 identifies therapeutic and non-therapeutic benefits and harms. In our
view, this classification may be confusing because it particularises the classification once made in
earlier versions of the Declaration of Helsinki between therapeutic and non-therapeutic research,
but which has not been used in more recent versions. We suggest reconsideration of whether this
classification adds to an understanding of a consistent focus on the identification and minimisation
of risks of harm in research and justification of those that remain by reference to the potential
benefits of the research.

The concept of minimal risk has proved difficult to define and we appreciate the refinement of a
common definition in paragraph 10.14 so that an assessment is related to the experience of
participants in a specific research project. However, the implications of this are that what is
acceptable as minimal risk can vary widely according to the characteristics of particular participants
and of particular projects. This will probably affect the risk classification of projects and hence their
ethics review pathways and could lead to considerable uncertainty for researchers and institutions.
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We encourage further consideration of this approach in favour of a simpler definition that is more
likely to generate a common risk standard for any project.

The discussion in paragraph 10.19 of the fair distribution of risks and benefits of research appears
to carry an assumption that all research has a population wide application, as it focusses on
representation of groups. We encourage further consideration of providing for research projects
that are justifiably focussed on sub-groups of populations and whose risks and benefits would not
extend to whole populations.

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Chapter 13 Research Conduct

Our Australian experience of the imposition of privacy regulation on the use of patient information
for research exposed the same issue as is addressed in paragraph 13.21. There was considerable
debate as to whether such practices were a “use” of health information that required patient
consent. For this reason, we raise the question of whether these practices are within New Zealand
privacy regulation.

Paragraph 13.24 raises, we suggest, another example of the importance of clarity and consistency.
We understand and support the apparent objective here of seeking to achieve the optimal
introduction of research to potential participants. However, read literally, the first two sentences in
this paragraph are likely to be inconsistent in any situation where those involved in a patient’s care
have no prior knowledge of or involvement in proposed research.

Paragraph 13.79 alerts researchers to the importance of planning for how to deal with test results
and incidental findings. Our comment is that the location of this sound advice at a place in the
standards that addresses the course of conduct of research rather than the planning of research
may fail to most effectively alert researchers to the need to embed these matters in planning
research.

Charging participants
Please outline your reasons: no comment offered

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose: Chapter 14 Health
Data

We recognise that an adequate understanding of New Zealand privacy law and of relevant Maori
standards is a necessary foundation for informed comments on this chapter. Lacking this
knowledge, we have not commented on the chapter, other than to note the following example of
the general observation about document wide consistency.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand
Neutral

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Paragraph 14.7 provides another example of the risk that apparently absolute statements can
present to standard-wide consistency.

Our comment is whether this sentence is consistent with paragraph 9.65, which recognises that
researchers may be able to justify accessing and using patient identified data for research without
patient consent.

Big data and new ways of using data
Neutral

Please provide feedback:
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Response number 49

Name [redacted]

Organisation [redacted]

Role Chief Data Officer

Interest group Government agency

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:

Clarification of where the line between Quality Improvement and Research is could be better, and

done including examples.

The standards balance protecting individuals with the realities of conducting
research

Disagree

Please outline your reasons:

Largely yes, however | believe there is case for 'trusted' organisations to have broader access to
health (outcomes) data and use this much more frequently to inform quality improvement, service

planning and healthcare value based decision making by the health funder.

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Neutral
Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:
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Disagree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Neutral

Please outline your reasons:
Standards area applicable to both, however the purposes should be clearly separated:

1) observational, after the fact, retrospective = low risk, low requirement for patient consent, high
threshold for ethics/privacy concerns. 2) interventional, during treatment = higher risk, requires
higher level of consent from participant and/or ethics approval

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:
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By its nature, research will not always identify what data is required beforehand. therefore,
expecting research to be limited to using only the data for which patient consent was obtained
beforehand. (14.23)

Accessing other data should be possible, as long as patient has consented to broad research
purpose up front.

It is not practical to exclude data for specific patients from analysis. (14.18)
14.20 is not practical as not all patient data has defined ethnicity.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered
Please provide feedback with reference to the paragraph(s) in question:

Big data and new ways of using data
Disagree

Please provide feedback:
See comments earlier.

the nature of Big Data is that data from multiple sources is linked, and requires identification to do
so. the linking needs to be retained in order to be meaningful for a research purpose that is not yet
defined in the future. The linked data needs to be open for research purposes that are defined by
algorithms, driven by a higher level goal.

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Disagree

Please outline any missing ethical issues or principles:

Access and linking of relevant databanks for research and more quality improvement needs to
become easier.

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:
14.58
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Data governance over databanks needs to balance the needs from the consumer with the needs
from the public health system. In order to support an efficient and effective public health system, all
data generated during the course of service provision should be available for research and quality
improvement by trusted organisations / researchers who meet minimum requirements for data
security and privacy.
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Response number 50

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Researcher/ academic/ self employed
Publish response You may publish this submission

Fit for purpose
Overall the content of the Standards are helpful, clear, relevant and workable

Disagree
Please outline your reasons:

I think some of the draft is a bit lazy and does not fully embody the participant stance, appearing a
little too practitioner biased biomedically. Technical words colour the meaning more and so it's
appropriate to add more language, maybe another level where it portrays more ideology also.
Some lacking clear explanation. Research is supposed to be treasured more sacredly.

The standards are applicable to all types of health and disability research
Neutral

Please outline your reasons:
As above

The standards balance protecting individuals with the realities of conducting research
Neutral

Please outline your reasons:
As above

The standards support researchers to navigate ethical challenges in health research
Disagree

Please outline your reasons:
It does not treasure the sacred ness enough Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Strongly disagree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Neutral

Standards - reflect the principles of the Treaty of Waitangi: Agree
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Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Disagree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Disagree

Standards - protect and reassure the community:
Neutral

Coverage of ethical guidance
The standards adequately cover the ethical challenges that are present in health and
disability research

Disagree

Please describe the ethical challenges that are missing:

A bit vague. Little on ethical complexity of designs etc. Doesnt help people to dodge more ethically
complex designs if they lack skills, communication skills and language deficits.

Merging the observational and interventional guidelines
The standards are applicable to both observational and interventional research

Disagree

Please outline your reasons:

| thought the stance was a bit lazy. Experimentalism is not appropriate as a modality. Economically
and ethically it is not viable. | think therefore the beginning is not ideal.

Scope of the standards and non-research activities
Is the scope of the document clear?

Disagree

Please outline your reasons or suggested improvements:

| think the index could have parts to it and chapters. It seems a bit too drafty even for a draft
document.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :
Sorry | have other deadlines so this is the best feedback | could give with your due date of 28/9/18.
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Response number 52

Name [redacted]

Organisation [redacted]

Role Biobank Curator

Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Overall | feel the Standards are well written and a ‘formalisation’ of what researchers working at a
higher level of ethical practice already adhere to.

Importantly they now send a clear message to the research community that ethical conduct is
required for the entire duration of a study in every day practice, not just a tick box for an
application. This is a fundamental ethical principle that | have championed for many years and
include in teaching.

The improved and clarified definitions are very helpful and strengthen the standards, in particular
the terminology used for Data identifiability, using the terms Identifiable, re-identifiable and non-
identifiable, extremely important in the light of other global regulations such as the European Union
General Data Protection regulation which defines the term anonymised data, to mean data with no
key code held anywhere in the world.

Overall the Standards are workable but there will always be exceptions for specific situations which
will be commented on in section2.

I would hope that HEDC scope of review will be increased to include some applications that are
currently considered out of scope. An example would be where research applicants might have
applied for departmental review, been requested to submit a full IRB application and then applied
for HDEC out of scope. The Standards require that the minimum ethical requirements must be met
by researchers whether or not the research requires ethical review by an ethics committee, | am
not sure how this could be evaluated if the research is not ethically reviewed ? and | am not
convinced this would fall under 'best clinical practice" either.

Overall the authors have produced a good document.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The Standards are designed to ensure researchers think through all the ethical issues. Currently
the ethics application forms guide researchers through this process with variability in completeness
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between committee application forms. The standards should harmonise all committee's application
forms. Hence should be translatable to all types of health and disability research.

The standards balance protecting individuals with the realities of conducting
research

Agree

Please outline your reasons:

| agree in general with the exception on some elements of the return of research results which, will
be addressed in that section.

An overarching difficulty is the variability in ethical reviews from different HDEC and other IRB
committee's. The committee's members all come with different perspectives, viewpoints and
experience of/with research, which by its nature leads to inconsistency in reviews. Perhaps more
training could be provided for ethics committee members with the introduction of the new SOPs
derived form these standards?

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
The Standards provide a walk through guide.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance
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The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

The Standards are the minimum expected ethical conduct and therefore can be scaled up for
higher risk activities. Observational research can be more than minimal risk using blood and
tissues from patients, but more importantly is the requirement for the return of research results or
incidental findings. With new technologies such as next generation sequencing that can potentially
strongly impact on a participants future health, a similar level of standards should be applied.

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

Agree , and | applaud the NEAC working group/authors' recognition of the difficulty in
distinguishing the grey areas of research vs clinical activities.

One such is the development of a diagnostic test by a clinical lab scientist vs a scientist in a
research lab. Here the question is important; can we find a marker to use to test A (research -
ethical review) vs can we validate and standardise this test A to be robust enough to use as a
diagnostic test (clinical-diagnostic test development/work up). The Standards scope apply to non-
research practices (4.5) however how would these projects be evaluated if ethical review is not
undertaken, (IF the development was perceived as non-research ) and | am not convinced they
would fall under 'best clinical practice'.

Would additional and practical, ethical practices be included in education and training for
gualifications, or Laboratory training in a similar fashion as health and safety is, or as part of a
module for an ISO or IANZ type laboratory certification?? - this may very well be met with
resistance due to additional business costs!

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. : above.

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
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Please outline your reasons why the section is or is not fit for purpose:
Overall this is fit for purpose with commentary on specific issues 15.10, 15.13,15.25 below.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
Pg 91,15.1 Human Tissue definition 40.

Statement 40 includes 'any derivative from these, including cell lines'. | seek clarification on what
the term "cell lines" relates to and request if this could be better defined. | anticipate that this term
differentiates between primary cell lines that are derived from tissue collected from a participant
with informed consent vs commercialised human cell lines that are currently used as common
invitro cellular models, but does it? If the standard did apply to all cell lines of human origin, any
new cell line imported into New Zealand would need to conform to the standards and possibly all
current cell line use could require each experiment to be logged in a controlled document to fulfill
15.7, 15.9,15.11. which would be considered onerous by researchers.

However any cells from human origin in research should be used in an ethical and respectful
manner.

15.13 "must be suitably qualified".

The use of 'must’ as a directive in this standard suggests that NEAC might develop or implement a
new qualification for researchers involved in tissue collection, use and storage.

"follow current best practice”, is this in terms of ethical conduct or in terms of handling and
preparing the tissue in a way that it will be suitable for the proposed analytical technigues, may be
both? It would be helpful if this statement could be more clearly described because 'best practice'
would be appropriate for a biobank with future unspecified use, however a research study tissue "
should follow the best tissue handling SOP's that provides the optimum sample quality for the
proposed analytical technique i.e. 'fit for purpose'. This conduct fulfills the element of respect for
the gift.

15.17.

Suggest adding in the words 'and its associated data' to the phrase 'when the tissue -and its
associated data- is used and stored'. This would reinforce the aspect that tissue and it's associated
data is of equal value in terms of privacy/confidentiality and needs to be treated accordingly.

15.2 (15.25 Commentary).

Agree that researchers have a duty and responsibility to inform participants on results or incidental
findings in principle, however research is experimental by nature and there are situations in health
research where the results should be validated by a diagnostic test first. This can be problematic
because there may not be a diagnostic test or all of the research sample has been used, there is
no remaining tissue to test and it may not be possible to obtain an additional sample (impt

consideration for 15.42). In some research situations it may only be ethical to return clinically
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significant or clinically actionable individual results. If a study is actively looking for or measuring a
known disease factor then a return of research results (and possible funding of diagnostic testing)
does need to be planned for. My main concern is for incidental finding results and the proposed
requirement for providing counseling which could be very difficult to fund by a research group ,
especially those who are grant funded.

15.34

I would suggest that researchers working in genetic research should partner with a clinician in the
health area being studied.

I am concerned that there appears to be an expectation that researchers would be able to identify
incidental results from genetic sequencing data for diseases other than those being studied. When
genetic testing for healthcare is performed, the clinicians look at the answer to their question not at
all genetic data searching for other possible sequences that might impact on their patient's health.
Most researchers generating genetic information would only be familiar with the nuances of the
health issue of interest, and would not be able to recognise other disease sequences.

15.35

Participants can be informed if it is known currently, but what happens with new knowledge of
disease at a much later time ? This is a huge issue globally and | would like to see a clear direction
in the SOPs that limits the liability in New Zealand at least, to when the study was conducted.

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

This Standard section appears fit for purpose and reasonable, however | would prefer a distinction
to be made to make this section more relevant between a biobank for future unspecified research,
with a custodian (kaitiaki), for multi users and a biobank which arises from a specific study with a
subsection of informed consent for future use beyond the life of the study. A multi user biobank by
its nature must have strong governance with its membership from multiple disciplines to provide
the diverse perspectives required for evaluation of sample use in future unspecified research. By
having an independent custodian, this type of biobank is more likely to identify potential research
that falls outside what could be reasonably expected by the donor, when they sign their informed
consent to donate samples and data to the biobank. At times research that falls into the category of
being outside the original intent is not clear and in this circumstance a governance group from a
biobank from a study origin, that consists mainly of study investigators, may not have that diversity,
expertise or ethical experience to recognise this. | believe this could be addressed in this standard
with stronger guidance for governance arrangements differentiating between the two types of
biobanks .(continued in specific paragraphs)

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
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Yes

Please provide feedback with reference to the paragraph(s) in question:
16.10

Biobanks should submit a close down basic plan as part of their ethical approval for biobank
establishment. Most biobanks do not have a guaranteed funding source for their lifecycle or that of
their data lifecycle. ( Databases require program updates or eventually they cannot be accessed).
Therefore a close down plan is essential and should be aligned with the 'ownership ' and hosting
institutions capabilities.

16.22
‘results of independent audits of compliance'

Maintaining public trust is paramount in biobanking and transparency and an auditable trial from
sample and data donation to use in research, is an expectation to fulfill this. 16.22 implies that an
independent audit of compliance is required? Who will be carrying this out(MOH)? An important
factor will be costs for this. An internal audit is achievable and part of quality assurance. An
external audit is always desirable but is it realistic, given | have yet to see an ethics audit for any
non-intervention/ observational research. Would a baseline from an international certification
program be helpful?

16.26

| would appreciate a clearer description on the statement 'to interfere with their individual privacy in
the public interest'. An example would be very helpful. | believe | do know what this means but I'm
not 100% sure.
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Response number 53

Name [redacted]

Organisation [redacted]

Role Coordinator - Governance
Interest group Government agency

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Overall we found the Standards well set-out, clear and readable. We believe combining the
interventional and observational standards was a good decision.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree
Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
The use of data will be an area that will continue to evolve.

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:
We believe combining the interventional and observational standards was a good decision.

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:
The section on innovative practice is a great addition.

There is now hardly any emphasis on Audit and related activity or quality improvement activity,
which has been reduced to two bullet points on page 12. It is recognised that there is much cross-
over with observational research, particularly descriptive studies and cross-sectional studies, and
having clearer guidance is highly recommended.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
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Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

Bioethics principles on page 17 should be written in the same order as in the flowchart on page 16,
or vice-versa. (Figure 1)

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :
Paragraph 6.19 add (link to 6.25) on last sentence

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline your reasons why the section is or is not fit for purpose:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
7.1 : remove the word 'Islands'
7.10 : remove the word 'Islands'

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
9.21 — substantial changes and significantly amend have not been quantified. There is no way of
knowing if this refers to the a change of lead researcher,additional blood tests, new outcomes
being investigated, etc. Is it wanting researcher to think about, “would this change mean
participants may no longer wish to continue?”

9.26, some additional letters/words in the last sentence ‘@’ and ‘being’.
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9.6 ‘no legal mechanisms for a ‘general’ waiver of consent, however 9.61 indicates that a waver
‘is legally available for use of health information and humantissue.

9.90 seems to repeat 9.69

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:
* 10.14 is a confusing paragraph and does not suitably explain minimum risk.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes
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Please provide feedback with reference to the paragraph(s) in question:

12.27 Public health studies also come under non-research (investigations and surveillance, page
12). This paragraph needs more emphasis on the differencesrequired under legislation for public
health. Also, epidemiological studies also have many features with outcome analysis and this
needs to be made stronger.

12.40 This new (reinvigorated) emphasis on individual consent in cluster-randomised trials makes
using this method near impossible.

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered

Please provide feedback with reference to the paragraph(s) in question:
Charging participants

Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Reference to Health Information Privacy Code 1994 is not evident in the standards. The code sets
specific rules for agencies in the health sector. It covers health information collected, used, held
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and disclosed by health agencies and takes the place of the information privacy principles for the
health sector.

Section 14 — great having this included and detailed. Identifying ownership of data in the same

way as tissue makes it more tangible for the common folk.« 14.23 add (link to 9.36 and 9.38 bullet

point 6)

14.35 Much easier to understand — a welcomed move.
14.37 first letter is a number when should be a letter

Big data and new ways of using data
Agree

Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

It would be worth encouraging sponsors to pay ACC levies in NZ to enable studies to be covered
by ACC.
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback
No

Please provide feedback with reference to the paragraph(s) in question:
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Response number 54

Name [redacted]

Organisation [redacted]

Role Research Ethics Administrator
Interest group Researcher

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Strongly Agree

Please outline your reasons:

The standards are applicable to all types of health and disability research
Strongly Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree

Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Strongly Agree

Please outline your reasons:
Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Strongly Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:
Strongly Agree

Standards - reflect the principles of the Treaty of Waitangi: Strongly Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Strongly Agree

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree
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Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree
Standards - protect and reassure the community:

Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Disagree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree

Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Not Answered

Please provide feedback with reference to the paragraph(s) in question:
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Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

The University of Otago Human Ethics Committee (Health) would like to provide some editorial
suggestions to clause 8.18. A footnote is include below as it was consider that the Standards need
to explain what it consists of..

Clause 8.18

Participants may have diminished capacity to consent due to a number of factors; for example,
early dementia or other brain disease, brain trauma, drug intoxication, pain, distress, psychiatric
disease or reduced intellectual capacity. Where an individual has diminished capacity, that
individual still has the right to make informed choices and give informed consent, to the extent
appropriate to their level of capacity. Such a person may be able to exercise the right to consent to
participate in research through supported decision-making. Supported decision-making differs from
substituted decision-making or proxy consent in that the latter approaches [may] not suitably
involve the participant in the decision-making process. The role of supporters (eg, friends, family,
whamnau) is to facilitate the person’s decision-making process[The potential participant should
choose these supporters and they should have no conflict of interest [or exert undue influence] .16
The level of support should reflect the level of complexity in a particular study and be sufficient to
enable someone to make a decision about whether to participate. 1

Footnote: 1. Supported decision involves assisting a person to make & express a decision which
may encompass: explaining information; assisting a person to obtain relevant information;
ascertaining the will and preferences of the person and assisting in communicating those
preferences; endeavouring to ensure a person’s decision is implemented.

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
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Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Point 12.13 states that “A randomised controlled trial is often the best way of addressing questions
about the effectiveness of treatments or preventions.” TheUniversity of Otago Human Ethics
Committee (Health) (UOHEC (H)) would go further and say it is the best way, or at least it is
usually the best way.

Point 12.13 defines confounding factors as “variables which influence both the dependent variable
and independent variable, causing a spurious association.”Given that (i) confounding factors are
variables which are associated with (rather than influencing) the exposure and outcome of interest,
(i) some readers may not understand the terms “dependent” and “independent” variables, and (iii)
that confounding can make a true association appear weaker or stronger than it really is (as well
as creating a spurious association), UOHEC (H) would like to suggest alternative wording:
“variables which are independently associated with both the exposure and the outcome of interest,
are not on the causal pathway between the exposure and the outcome, and can distort a true
relationship between the exposure and the outcome or create a spurious association.”

Point 12.14 lists some ways in which bias can be minimised. UOHEC (H) asks whether it would be
useful to base this list on the current Cochrane Risk of BiasTool, for example: that researchers
“give particular attention to the means of randomisation (random sequence generation and
allocation concealment), blinding of participants and personnel, blinding of outcome assessment,
complete outcome data, and avoidance of selective reporting.” The comment regarding sample
size could be put in a separate point as this relates to ensuring the randomised controlled trial has
sufficient power to detect a treatment/prevention benefit if one exists (i.e. it is not about bias).

Research conduct

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Point 13.12 states that researchers should register their study in the Clinical Trial Registry. The
University of Otago Human Ethics Committee (Health) asks if this should read “their intervention
study”?

Charging participants
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Please outline your reasons:

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Neutral

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

The draft ethical standards provide guidance about sending identifiable data overseas for research
if the person from whom the data were collected has consented to such transfer (point 14.22).

New Zealand is one of the few countries in the world in which it is possible to link demographic,
hospital discharge, cancer registration, maternity, mental health, mortality, pharmaceutical
dispensing, and other data across an entire country. Consequently, there appears to be some
interest on the part of overseas researchers, pharmaceutical companies, and commercial health
data companies in accessing such data. Therefore it would be helpful to have some guidance
about the provision of re-identifiable or non-identifiable routinely collected demographic, health,
and pharmaceutical dispensing data (e.g. data from the Ministry of Health’s national collections) to
overseas researchers and commercial companies. While some people might argue that it would be
low risk to send non-identifiable data overseas, it can also be argued that there are some important
risks to be considered — for example, other countries may have lower levels of data protection than
New Zealand; some New Zealand patients may be unhappy about their data (even if non-
identifiable) being sent overseas and/or provided to a commercial entity; and overseas researchers
are unlikely to be aware of the importance of avoiding a deficit model when discussing health data
related to Maori, Pacific peoples, and other groups. If there was a loss of public trust in the sharing
of routinely collected data, this could jeopardise public good research in New Zealand.

Big data and new ways of using data
Neutral

Please provide feedback:

See above.

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Recommend that consideration is given to adding a paragraph on the use of cadavers and cadaver
tissue for research purposes, from donated bodies. The University of Otago Human Ethics
Committee (Health) suggests that contact is made with Emeritus Prof Gareth Jones from the
University of Otago Anatomy Department, if an expert opinion is needed.
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Response number 55

Name [redacted]

Organisation [redacted]

Role Epidemiologist

Interest group Academic

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

Combined two sets of guidelines into a single document well which will help to resolve conflicts.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Neutral

Please outline your reasons:

There remain issues around conducting research in some areas that raise ethical concerns
because of potential gate keeping.

One of the primary areas this occurs is in relation to research involving pregnant women. The
majority of the time there is a requirement or a need to ensure that the mother (and sometimes
newborn) is suitable to be approached to take part in a research study. This tends to occur in
general by initially approaching the pregnant woman’s lead maternity carer (LMC) to check on
suitability.

the

The issue that arises is that this can and does at times lead to an issue of gatekeeping. This can
occur where the LMC does not like or want for reasons of their own choosing to have the woman

under their care involved in the research project and will not inform the mother to be of the
research project or not allow the researchers to approach the mother to be. This in itself is

unethical as it is not allowing the mother to have the chance to be informed and potentially take

part in the research, as she never knows about it.

The standards support researchers to navigate ethical challenges in health
research

Neutral

Please outline your reasons:
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One of the primary and | believe essential areas that is missing in the document is guidelines/rules
and direction around locality assessment for both researchers and institutions giving locality
approvals. Searching the word locality does not find any instances of it in the document.

Once receiving HDEC approval, locality approvals are required for each research locality at which
the research will be undertaken. These locality approvals have become more and more intensive
over recent years and would seem at various times to go beyond what their intended purpose is.

The process at many DHB's for example has effectively turned into an additional ethics, and
scientific review, even though this is a requirement of the process to obtain ethical approval from
HDEC and other ethics committees. Whilst the HDEC process has timelines for processing of
applications there are no such guidelines for the locality processes and so research projects can
get substantially delayed which has potential implications in terms of funding and thus the ability to
successfully complete projects.

There needs to be an oversight of the process that DHB's and other organisations are requiring for
locality assessment. This should not require further or repeated efforts for matters that have
already been approved. Guidelines around times for locality approvals should also be put in place
as they are for ethics committees.

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research:
Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Neutral

Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Strongly Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:
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Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Not Answered
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent
Given the current legal environment, does the ethical guidance provided in the draft

standards provide clarity for the regulatory and ethical environment? NEAC notes that they

can revisit the ethical advice if the law changes: Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:
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Response number 58

Name [redacted]

Organisation [redacted]

Role [redacted]

Interest group Research support and ethics advisor
Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The Standards provide clear guidance and will be applicale not only for health and disability
research, but also for other research fields.

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Agree
Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:

Overall do the Standards?

Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi:
Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Agree
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Agree

Standards - help researchers give due consideration to local and national community views
and perspectives:

Agree

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Agree

Please outline your reasons:
It is helpful that there is now only one set of standards

Scope of the standards and non-research activities
Is the scope of the document clear?

Agree
Please outline your reasons or suggested improvements:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question. :

Ethical principles

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the
levels of consultation required appropriate?

Agree

Please provide feedback with reference to the paragraph(s) in question. :

Research involving Pacific peoples

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline your reasons why the section is or is not fit for purpose:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
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Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

No

Please provide feedback with reference to the paragraph(s) in question:

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No
Please provide feedback with reference to the paragraph(s) in question:

Research with participants who are unable to consent

Given the current legal environment, does the ethical guidance provided in the draft
standards provide clarity for the regulatory and ethical environment? NEAC notes that they
can revisit the ethical advice if the law changes:

Yes, the standards explain this clearly.
Deception

NEAC seeks views on whether the guidance will meet the needs of different disciplines of
research:

Research benefits and harms

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:
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The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research development and design

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Types of studies

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research conduct
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Charging participants
Please outline your reasons:

As a University where a large amount of student-led research takes place, the commentary about
research as learning activity for students could be expanded and strengthened to provide more
guidance to supervisors and ethics committees about ethical issues related specifically to student-
led research and how theseshould be managed.

Health information

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

Standard 14.21 allows ethics committees to provide a waiver for consent if a research study
involves accessing data without consent. However, no further information about this process of
providing a waiver is provided, criteria for approving a waiver or guidance to ethics committees
about the acceptable format of a waiver. It is also not clear what might be acceptable justification

for accessing data without consent. Big data and new ways of using data

Agree
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Please provide feedback:

Databanks

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Human tissue

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Biobanks

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:
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Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Research with stem cells

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

No

Please provide feedback with reference to the paragraph(s) in question:

Compensation for commercially sponsored intervention studies

The section is fit for purpose (the content of the section is helpful, clear, and
relevant and workable)

Agree
Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Agree
Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please
provide feedback

Yes

Please provide feedback with reference to the paragraph(s) in question:

The Standards require researchers to provide ethics committees with evidence of appropriate
professional indemnity. Many institutions like Universities provide professional indemnity insurance
as part of the University’s risk management and is provide to all researcher staff members. More
guidance to ethics committees about what is acceptable evidence of indemnity in these cases
would be appreciated.
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Response number 59

Name [redacted]

Organisation [redacted]

Role Manager of Research Office
Interest group Government agency

Publish response You may publish this submission

Fit for purpose

Overall the content of the Standards are helpful, clear, relevant and workable
Agree

Please outline your reasons:

The standards are too long to be a truly helpful, workable guide. While it is crucial that the
concepts are well articulated, the authors must consider brevity as an aim in itself.

If "must" appears in a commentary should it not be a standard?

The standards are applicable to all types of health and disability research
Agree

Please outline your reasons:

The standards balance protecting individuals with the realities of conducting
research

Strongly Agree

Please outline your reasons:

The standards support researchers to navigate ethical challenges in health
research

Agree

Please outline your reasons:
Overall do the Standards?
Standards - safeguard the rights and interests of participants in research: Agree

Standards - promote high-quality ethical research for social, cultural and economic
wellbeing:

Agree

Standards - reflect the principles of the Treaty of Waitangi: Agree

Standards - foster awareness of ethical principles and practices among health care
providers, researchers and the wider community:

Neutral
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Standards - help researchers think through and take responsibility for the ethical issues in
their studies:

Neutral

Standards - help researchers give due consideration to local and national community views
and perspectives: Neutral

Standards - protect and reassure the community:
Agree

Coverage of ethical guidance

The standards adequately cover the ethical challenges that are present in health
and disability research

Strongly Agree

Please describe the ethical challenges that are missing:

Merging the observational and interventional guidelines

The standards are applicable to both observational and interventional research
Strongly Agree

Please outline your reasons:

Scope of the standards and non-research activities
Is the scope of the document clear?

Strongly Disagree

Please outline your reasons or suggested improvements:

The guidelines provide an opportunity for ambiguity around ownership of ethical standards for the
close relatives of health research, audit and related activity and innovative practice to be resolved.
If this is intended that these activities are in scope then the title for the guidelines should reflect this
i.e. National Ethical Standards for Health and Disability Research, Audit and Related Activity, and
Innovative Practice. Likewise the Scope section should be clear that all these practices lie within
the scope. If it is not intended that non-research activities are in scope then this is not the
document where standards for those activities should exist.

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question. :

4.6. Non-research activities. Pharmacovigilance (post-marketing surveillance) is a bona fide phase
(IV) of the clinical research cycle and shouldn't be listed here.

Also, in the cause of internal consistency, section 18.5 acknowledges Phase IV as clinical
research.

Ethical principles
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The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Strongly Agree

Please outline your reasons why the section is or is not fit for purpose:

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Strongly Agree

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:
5.6 should appears as 5.1

Research involving Maori

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Agree

Please outline your reasons why the section is or is not fit for purpose:

This section has potential to be a powerful influence on research integrity and enhancing the
environment for Maori health research. There is room for improvement nonetheless.

Standards (6.3-6.7). Not all the proposed standards given ought to have the status of standards -
some feel more like instructions. The standards should be better defined and reflect an aspirational
future-state. For example, 6.7 is a clear standard. 6.4 descends into instruction and the actual
standard, that researchers must actively protect Maori collective and individual rights, is buried.
There is no standard to reflect that researchers should maximise the degree to which their study
can contribute to Maori health outcomes.

The standards include descriptions of good research practice that would apply equally in every
setting and do not need to be reiterated solely in relation to research with Maori (e.g. 6.5
Researchers should act with integrity and transparency etc.)

Importance of health research with Maori (6.8 - 6.10). This section focussed solely on addressing
inequalities and ignores the importance of research involving Maori contributing to global new
knowledge, for instance though genomic or personalised medicine research, and also Maori-
centred research not focusing on inequalities.

The section covers all relevant ethical issues and/or principles for health and
disability research in New Zealand

Agree

Please outline any missing ethical issues or principles:

NEAC notes the importance of all health research for Maori. The Committee seek feedback
on the level of guidance on consultation — does it make what is required clear, and are the

levels of consultation required appropriate?
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Agree

Please provide feedback with reference to the paragraph(s) in question. :

Categories of participants

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Not Answered

Please outline your reasons why the section is or is not fit for purpose:

This chapter is difficult. Please see feedback on specific sections below.

Our Auckland DHB Legal Counsel Bruce Northey says " Has that part of 8.28 and 8.29 — 8.36,
which deal with informed consent by children and their privacy, been reviewed by a lawyer? The
statements made do not align with how | would express the law, and are confusing."

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Neutral

Please outline any missing ethical issues or principles:

Do you have any comments on specific paragraphs of the section? If Yes, please provide
feedback.

Yes

Please provide feedback with reference to the paragraph(s) in question:

8.18, Remove first sentence (stated elsewhere). In supported decision-making how can the
potential participant determine if their chosen support persons would have any conflict of interest?

8.28. Authors must resolve the disagreement of this point with 8.3 (not exclude participants just
because they might be vulnerable. They must also resolve the necessity to gain legally effective
consent from parent/guardian with the risk outlined in 8.27 that parents and guardians might unduly
influence children.

8.28. Is the corollary to the third bullet point that persons under 16 CAN provide their own legally
effective consent if they are judged to have the necessary capacity? This should be explicitly
stated. If untrue this renders the use of the word "consent" in subsequent points 8.31-8.36
misleading.

8.35. The risk of undue influence by providing incentives for research participation is not limited to
children. and does not need to be stated here. A single statement covering all contexts should
appear in the research conduct section.

8.37. This section about the participation of women in research is problematic for more than one
reason. The statement that women have might be excluded from research is provocative and
controversial. In our organisation we review hundreds of applications for research approval every
year. In contemporary research women are only excluded from participating if pregnant or breast-
feeding and patrticipation could place the fetus or baby at risk. The exclusion of women for any
other reason (not withstanding exclusively men's research such as prostate research) has never
been proposed in our experience for at least the last 8 years.
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8.38. Where this section is repetitive of 8.12 the wording should be deleted. Where the new issue
of women having a cultural tradition of decision making in conjunction with a male significant other
is raised, the guidelines are unclear about whether this cultural construct has any standing. The
draft appears to recommend the standard imperative to ensure individual fully informed, non-
coerced consent should be obtained regardless of women's possible preference to leave the
decision to her male family members. This is an emerging ethical issue in Aotearoa New Zealand
and the guidelines must provide advice researchers feel safe in following.

8.39 and 8.40. As per the feedback about 8.37, this part of the guideline does not reflect the
contemporary research setting within which there is no advantage to exclude women of
childbearing potential unless there are unknown risks to their unborn or breastfeeding children.
Promotion of an imperative to include pregnant or breast-feeding women in research should be
balanced by the absolute necessity of doing no harm to babies and unborn children.

Informed consent

The section is fit for purpose (the content of the section is helpful, clear, relevant
and workable)

Disagree

Please outline your reasons why the section is or is not fit for purpose:

This is from Auckland DHB Legal Counsel, Bruce Northey. | would like to register a contrary
opinion with the statement in 9.76 that “New Zealand law requires participation in all cases of
health research without consent to be in an individual participant’s best interests.” This statement
treats the provisions of the Code, designed, like the HIPC and Bill of Rights, to provide a simple,
plain English set of health rights as black letter law. It gives no weight to the grey inherent in any
such simple statements, nor to section 3 of the Code, which appears to be as broad a provision as
the section 2 rights, and as important as s5 of the Bill of rights: Justified limitations - Subject to
section 4, the rights and freedoms contained in this Bill of Rights may be subject only to such
reasonable limits prescribed by law as can be demonstrably justified in a free and demaocratic
society.

The section covers all relevant ethical issues and or principles for health and
disability research in New Zealand

Not Answered

Please outline any missing ethical issues or principles:

Do you have any com