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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Clear benefit to population in general and no detriment to me as a patient

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Since both treatments are "commonly used by surgeons" It seems to me that the study may be redesigned as a post-
treatment audit study where informed consent may be obtainable removing the requirement for delayed consent.

B.3 What are your views about “delayed consent”?

I am more comfortable with delayed consent where the delayed consent sought would not materially affect the application of
treatment. It should however be seen as a 'last resort' for study design.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

I think this may be an impossible question to answer prior to becoming a patient with dementia as how the dementia affects
you may determine whether the extra intervention distresses you or not. It might be a decision best made by enduring
power of attorney - someone who knows the patient and may be able to monitor or better understand changing levels of
distress in the patient.

If extra intervention causing stress is an area of concern with the study, then even the process of trying to obtain consent
from the patient may be distressing.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out’ process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No

Unsure

D.2 Please give the reasons you formed this view.

There are 'significant concerns' about harm from adrenaline. It would seem prudent to investigate these and it may not
change my personal outcomes (who knows?) from cardiac arrest.

D.3 What are your views about the proposed “opt out” process?

I assume the opt-out process was chosen because an opt-in bracelet would not recruit enough participants. I would want to
be sure an opt-in option was carefully investigated and rejected for good reasons.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, it is
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
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because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

The benefits of completing the study for people with downs syndrome do not seem to outweigh the risks as outlined.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

At the moment we rely on consultation with family etc as the 'gold standard' for consent when it is otherwise unable to be
given by the patient themselves. It is the balance of risks and benefits in the study for people with downs syndrome which
doesn't make it viable in my opinion.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

As you may be able to see from my previous answers I think it very much depends on the design of the studies and the
overall perceived benefit to the population (especially the population being studied), but there are situations where the
outcome of the study may be more useful overall than the risk of enrolling individuals without consent.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Where possible consent should be sought from family etc or enduring powers of attorney. Where the circumstances of the
study make this impossible because the treatment being studied must be applied before any form of consent can be
obtained, retrospective consent should be sought from family etc as soon as possible.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Is there any reason at all why non-providers should not be covered by the same law other than that they fall outside of the
jurisdiction of the commissioner? If not, then no.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

All people are different I can't imagine that there would be a law that could effectively measure everyone with a single 'rule'.
Case in point doctors were concerned about a patient I know who had a head injury who seemed to be particularly bad
because he would go off on tangents mid-sentence. This was not a result of the head injury - he was always like that, which
the doctors were relieved to hear.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

I would like to see delayed consent sought from family, whanau etc as soon as possible after enrollment in the study so that
the person can be removed if the family believe that is the patient's wish if the patient themselves are likely to be able to
provide delayed consent for some time. The patient should also be asked for delayed consent as soon as they can reasonably
provide it.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

The legal requirement that a researcher must show research of a similar nature cannot be carried out on competent persons
must take into account that outcomes may be different for different subgroups of the population so that 'competent
persons' can not be materially different from 'incompetent persons'. In reality how you establish this may be very
complicated.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

As long as the intention is to help outcomes in people who have the same or similar condition to the patient being studied.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

I can't think of a good reason why there wouldn't be oversight of studies enrolling people without consent so we know that
alternative study designs have been considered first.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

If it is not in the patients "best interests" to participate in the study, if prior consent from family etc is obtained then it is OK
to proceed. When treatment must be applied before consent can be obtained then if researchers believe the one of the
treatment options is genuinely better, this would not be a candidate for study without consent.

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Where informed consent can't be given by a patient family/whanau or epoa should be consulted for consent based on their
understanding of the patients wishes as early as possible in the processed, ideally before the patient is enrolled int he study.
Where possible the patient themselves should be given the opportunity for retrospective consent as soon as they are able to
provide it.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/ EPOA or welfare guard
2 Familylwhanau

3

4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 15 March 2017 at 5:38pm | Completed on 22 April 2017 at 6:52pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

No impact on patient - other than additional blood samples. Will likely help future patients.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Comparing two standard therapies - one of which may turn out to be better than the other.

B.3 What are your views about “delayed consent”?

Delayed consent seems to be a valid process.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

With the proviso that if the research appears to be causing distress to a particular participant that they be withdrawn from
the study.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

This sort of scenario would be very dependent on the type of drug being administered as some are significantly more high risk
than others. Adrenaline has well known and characterised negative side effects, whereas other drugs may have fewer side
effects.

D.3 What are your views about the proposed “opt out” process?

Not sure I understand the 'opt out' process as it is not clear which population group the researcher is recruiting from - any
member of the general public or only a specific subset e.g. an identified high-risk group. If the former then the opt out
process would not be tenable, if the latter - possibly it would work.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

It is not clear from the statement above how much the benefits of the drug outweighed the risks (in people without Down
syndrome).

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Usually family etc have the participants bests interests at heart.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes - because participants who are unable to provide consent have just as much right to best practice which can only be
determined through clinical trials.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Must be in the patient's best interests (for those receiving the intervention), or without negative effect (for those receiving
the placebo).

Proxy consent by family etc and consent to continue by participant when conscious are valid.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Many people pull a face when they are having a needle stuck in their arm for a blood sample. Might be hard to interpret facial
expressions of say Down Syndrome participants.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

This gives the participant the right to chose not to continue to be part of the study.
However, what happens if the participant never becomes conscious again or dies? Does the information collected to date
have to be destroyed?

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

Not sure what the requirements for being able to prove this would be.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

So long as it causes no harm to the participant. Many people, if given the opportunity, would normally consent for altruistic
reasons - so no reason to suspect it would be any different for those unable to give consent simply because they are
unconscious etc.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 the four points mention
2

3

4

5

Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

I thought this was already the case - at least no academic research can be carried out without ethical consent.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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I am not sure what the current roles are.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 primary clinical researc
2 primary treating clinicia
3 family/whanau

4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

The clinicians (research and/or treating) are probably in the best position to know whether the study is in the participants
best interests. Family/whanau will likely rely on their judgement to make their decision.

Final comments

9. Please add any final comments or suggestions you wish to make.

Critically ill patients are the sickest in the hospital - their lives are literally on the line - therefore they deserve the best possible
treatment options available - which can only come through well designed and executed clinical studies.

Please state your name

Organisation (if applicable)
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

I say this because the treatment to me as the patient will not be amended; I would receive the exact same treatment as if I
wasn't a participant in the research.

I would only be concerned by the exact number of tests that measures the changes in antibiotic concentrations.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

I am unsure because I am uncomfortable with being randomly selected to receive one of the two products simply because
there is no current research comparing the two products. I am erring on the side of caution because with the lack of
research, it is most likely that one of the products is better than the other.

What would push me towards 'YES' is the fact that Dr B will be seeking delayed consent for me. Therefore I recognize here
that my rights as a consumer are upheld by the Dr. I am given the opportunity to consent or refuse consent and if I refuse
then all data related to me will be removed from the study. This is comforting for me.

B.3 What are your views about “delayed consent”?

Delayed consent works so long as this is sought as soon as capacity is regained.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ bestinterests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
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No
Unsure

C.2 Please give the reasons you formed this view.

Conventional care and interactive care don't appear to me to result in harm that could be severely detrimental to the
patients. The Dr's intention is to decipher which type of care will eventually improve the care of patients with dementia.
The length of the research appears to me to be a deterrent but if it means, i am engaging with the same staff members for
that time, then it will assist me as a dementia patient with building rapport.

I feel like this research if it does not provide a benefit to me, it will definitely be of benefit to other patients with dementia.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, butits safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the frial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

The simple fact that this could cause brain damage is a deterrent. It's worrying because participating in this process could lead
to some unintended but anticipated long-term damage.

D.3 What are your views about the proposed “opt out” process?

It is important that patients who could not give informed consent are given the option to opt-out of any research. This is a
recognition of the patients rights as consumers.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.
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Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

The known and unknown side-effects make me feel uncomfortable about subjecting those with down-syndrome to take the
drug.
The temporary effect of drug is a waste of time.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

As long as it is people that have known and have the trust of the participant.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

No.

This is because everyone has a right to not be subjected to medical examination or experimentation. I fear that research may
cross the line and enter the realm of medical examination or experimentation which is forbidden.

It is vital that people are all treated with deference and subjecting some and not others to research without their informed
consent is disrespectful.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-qJAjUVBQiOg/wT JFaeq81kGI 1QjUh3rXVw 412



4/28/2017 Health & Disability Commissioner

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Yes to ensure visibility, transparency and consistency.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

This is important because the patient has the right to refuse to participate in the research. Thus if it seems reasonable that
the patient is refusing through some sort of action, then it should be respected. I believe a patient will fight with all the
means available to them to resist something they do not want. It is therefore crucial that these signs or expressions are
treated as final.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

This will depend on the circumstance and the belief of the patient. It is so crucial that decisions only made to proceed if there
is reasonable belief the patient will give delayed consent. if there is a doubt that the research may be against the person's
personal, religious or cultural belief, that doubt should be sufficient to discontinue procedure.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.
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4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

I don't really have an opinion on this matter.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may

benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

I find this barbaric because it undermines the value of the life of the participant. To be quite frank, this is a selfish approach
because it is thinking about others as opposed to the participant. I think the research should be conducted without informed
consent only if the research is believed to be of benefit to the participant.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No

Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance

of the criteria with 1. being the most important and 5. being the least important.

a A W N
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Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Yes otherwise researchers may abuse this opportunity.

Ethics committee must also be comprised of objective professionals that are objective, believe in the research and can
recognize that the particpant(s) will be respected

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
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No
Unsure

Additional comment.

Those making decisions for the participants who cannot give informed consent must be people that have known the
participant for a very long time and must have the trust of the participant. They must themselves genuinely believe that the
research will be of benefit to the participant without having regard to anyone else. They must value the life of the participant
as if it was their own life.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes

No

Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

I'm assuming by selecting these that the EPOA and welfare guardian have the absolute of the participant, have known the
patient for a significant period of time and value the life of the participant.
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Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Similar criteria as EPOA and welfare guardian.

In the Samoan culture, family input is crucial because they know the participant the best. Therefore it is important that family
members are consulted about procedures for the participant's benefit. They must be adequate informed and in advance and
must not be pressured into reaching a certain decision.

In other cultures, welfare guardians and EPOA play a role so their input must be recognised.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?
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Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

This will depend on who the participant's closest networks/relatives are.

In all cases, where the participant or their decision makers are not familiar with clinical antithesis, it is essential that an
objective interpreter or someone within the clinical profession that is completely objective is made available. This person must
be able to explain everything to the decision makers in a language appropriate to their understanding in order for them to
make decisions.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

e Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 family/whanau

2 EPOA or welfare guardi
3 provider

4 researcher

5

8.5 Please provide any other comments you wish to make about the decision-makers.

1 and 2 depends on the patient's closest network/relatives

Final comments

9. Please add any final comments or suggestions you wish to make.

The participant has a right to life and a right to be free from medical experimentation. It is so crucial that each participant is
treated with respect. Therefore when decisions are made whether to conduct research on them or not without their
informed consent, the value of their life must be recognized as upheld. The right people must be consulted and these people
must be the closest people to the participant.
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I believe it is unfair to conduct research of a participant that may not be in their best interest but may provide valuable
information for the benefit of others. This undermines the right of this participant live freely in society and to be recognised as
an important member of society.

I can see why benefiting others may be crucial but I believe education needs to be made available about this. People of all
cultures must be informed about this in order for them to be familiar with this consent. It's no point giving them no choice,
when it is their life that could potentially be put at risk for the benefit of others.

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

There is negligible additional risk (only from additional blood tests), and this study could provide valuable information about
treating ICU patients with sepsis in the future. The study findings have the potential to save lives and/or shorten the
duration of illness.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

B.2 Please give the reasons you formed this view.

As both products are routinely in use, whether they are used on a patient would be 'random' anyway, so it is difficult to see
an increase in risk. In particular, I think it is important to include the higher risk groups because they may be more likely to
benefit than those who have a less severe condition.

B.3 What are your views about “delayed consent”?

Delayed consent is important because it ensures the patient is informed that they have been involved in a trial. While it is
true, you can't go back and not administer the trial treatment, it does give patients the option to refuse follow-up and having
information collected about them used for the purpose of the trial.

In this trial, the patients would also be consenting to be followed up (for long-term outcomes, complications, quality of life
etc).

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ bestinterests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

As long as there was a process for identifying negative effects of the intervention, and a plan if patients find it too distressing.
Many of these patients would never be able to consent, but they are entitled to be involved in a study which may improve
their quality of life and for patients with dementia in the future.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out’ process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

The reasons given for performing the trial are sound, and previous studies have indicated that the current practice may be
harmful. It may improve the treatment of the participants, as well as future patients who have a cardiac arrest.

D.3 What are your views about the proposed “opt out” process?

I think it depends on the study, but in this case, I think it is reasonable. The only people who would opt out would be those
who were strongly against the research, and were educated enough to know about the study, and follow the steps to get a
bracelet. Because of this, I think it is important to also inform patients afterwards that they have been involved in a study.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

I'm not sure because the drug had shown serious side effects (suicidal thoughts) and because the drug is not available at the
conclusion of the trial.

I would, however, not want my opinion about this study to influence other studies for adults with Down syndrome. I think
this group is entitled to participate in research but the risks always need to be balanced with the benefits.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

I think that most family would be in a position to assess what is OK for adults with Down Syndrome (who are not able to
consent for themselves), as I imagine they would have been intimately involved in their care most of their lives, and are likely
to be their best advocates.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes. It is imperative that research is conducted in patients who are not able to consent, so that treatment for these groups
can improve. These groups (eg ED, ICU, brain injured, mentally impaired) are the people who may benefit most from
improved care and treatment.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

I think that the risks to the individual patient need to be balanced with the benefit to society and future patients, as well as
to the individual patient.

Researchers need to prove that their studies are safe, scientifically credible and are able to produce a result. They also need
to outline safeguards for the patient (ie adequate training, plan if something goes wrong etc).

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Generally I would say yes, but in some of the scenarios given, it would be difficult to assess if this was related to the study, or
their overall discomfort.

In the context of ICU, where my practice has largely been based I would say that what is stated above ('any expression of
dissent') is not a very reliable measure of patients refusing consent.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

The participant needs the opportunity to withdraw their consent to being part of a study. Delayed consent gives patients
the option to refuse follow-up and having information collected about them used for the purpose of the trial. The process of
enrolling patients in studies, then seeking their consent afterwards, need to be recognised in law.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

As long as this is not made so difficult that researchers cannot fulffil this requirement. (ie. they should be able to give an
explanation about why it can't be done in competent people).

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

As long as the risk to the individual participant is balanced with the benefit to others.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Because the ethics committee is independent of the researcher, they are able to protect the interests of the participant, and
ensure safeguards are in place.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Family

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-qJAjUVBQiIOg/rVKphwU 1T0SzQAjUijgh_g 10/12



4/28/2017 Health & Disability Commissioner

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/ Family

2 EPOA or welfare guardi
3|Provide notinvolved in r
4 Researcher

5

8.5 Please provide any other comments you wish to make about the decision-makers.

The researcher only as part of a team, and where appropriate (as approved by the Ethics Committee)

Final comments

9. Please add any final comments or suggestions you wish to make.

Conducting research in patients who are unable to consent is very important for advancing therapies for these groups, and
improving their outcomes and quality of life. I also believe they are entitled to participate in research.

Please state your name

Organisation (if applicable)
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

The research does not alter the treatment to the patient.

Delayed consent can be obtained to include the patient's data in the research dataset if he/she regains competency to
consent, or not.

The assumption that the patient will not benefit from the research is flawed - the patient may experience sepsis again and
may well benefit from this research at a later stage in their life.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

In this case study the current practice is to use one of two products with no known advantages or disadvantages between
the two products.

I assume the patient does not currently get to choose which of the two products is used in his/her surgical procedure. I
further presume, the decision about which product to use is currently determined by the preferences of the surgeon,
availability and/or cost.

Therefore the only difference I can detect with the research proposal is that the decision about which product A or B to use
is driven by a research randomisation tool rather than a preference/availability decision.

All patients will continue to receive care that is in their best interests.

B.3 What are your views about “delayed consent”?

I am comfortable with the proposed process for delayed consent.

Assuming the current process does not provide for the patient to contribute to the decision about which product to use in
the surgery then the only decision to be made is whether or not the patient's data is included in the research dataset.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ bestinterests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
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Yes
No
Unsure

C.2 Please give the reasons you formed this view.

First my bias - I have been involved in care in a rest home environment and I think the conventional task focused care practice
is questionable.

The proposed research allows for consent from those who are able to consent.

Those who are randomised to the "control" group will not experience any changes in their care but have the potential to
benefit from the research in the future.

Some people in the "study" group will not have any negative impact from the research and have the potential to benefit from
the research in the future.

Others in the "study" group may have a negative response to the increase in assessments and this should be suitably
addressed in the research proposal. For example, something along the lines of delaying assessment to another day if the
individual is upset; two attempts at assessment before determining that the individual is negatively impacted by the research
and therefore should cease to be researched in the study group.

Findings about people who start out in the study group but cannot complete the additional assessments could be a valuable
component of the research anyway.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, butits safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

If there is concern that using adrenaline in cardiac arrests may be harmful to the patient in the long term then I think using
adrenaline in cardiac arrests should be considered research already. Just because it is common practice does not mean it isn't
research.

I also ask the question - is adrenaline used in every cardiac arrest, or do some clinicians choose not to use adrenaline? If so,
then the proposed research may be a process of structuring a current practice in a way that it can better be evaluated.

I would rather we knew with certainty that using adrenaline is safe or not.

D.3 What are your views about the proposed “opt out” process?

I am not opposed to the opt-out process but I can imagine it will be very difficult to administer.
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Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, it is
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

I support this research but only where whanau have been able to give full informed consent.
The benefits for the individual participants may be significant.

The risks can be managed if the whanau know what to look for and are comfortable to manage the risks.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

As above.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.
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1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes - I think there will be many examples where the risks of the research are similar or less than the risks associated with not
doing the research.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

My greatest concern is about clinical researchers who do not follow the prescribed and/or accepted rules and ethics of
conducting human research.

The ethics committee should actively review research practices, during the research period, that involve adult participants
who are unable to provide informed consent. It is not enough to give ethics approval or not.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

The purpose of the law is to protect individuals wellbeing. This should apply regardless of who is conducting the research.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Every case would need to be considered on its own merits.
Who will determine that a specific facial expression is dissent, or fear, or pain?

If the person is able to understand sufficiently to express dissent about a specific research activity then he/she is able to
consent or not.

We already undertake diagnostic and therapeutic clinical procedures on individuals who are not able to make an informed
choice about whether they want that procedure or not.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
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after incompetent participants regain competence to consent?
Yes
No
Unsure

3.2 Please give reasons for your answer.

I think this is especially valuable where the research did not effect the treatment and the delayed consent is to use data for
research purposes.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

I think this is common sense. If the research can be undertaken with people able to make informed consent then it should be
So.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

We all, already benefit from research that has been conducted on people that have gone before us.

The participant may not benefit but they may also not suffer any harm from the research.
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If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Absolutely imperative to ensure that research is conducted in a manner that meets best practice standards and risks to
participants are minimised.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

Assessment of the likelihood of harm to the participant.

7.3 Please state the reasons you formed this view.
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I am comfortable with the notion that participants may not benefit themselves but may be contributing to future benefits for
other consumers.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

Any research that involves adult participants who are unable to give informed consent must have ethics committee approval
first.

Where time & circumstances permit, consent should be sought from whanau or guardians.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.
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If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA/Welfare Guardiar

2 Whanau

3

4

5

8.5 Please provide any other comments you wish to make about the decision-makers.
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Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)
INA |

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take

your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

0 o1 A~ W N

.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)

l |
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 28 March 2017 at 9:32am | Completed on 24 April 2017 at 1:49pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

We are answering all of these questions as an Ethics Committee. Yes, as an Ethics committee we would approve this study.
We consider this to be a study with no foreseeable harm and which addresses an important research question. The
intervention carries minimal risk and the potential benefits are significant.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

This is a comparative effectiveness study of two commonly used products, either of which might already be used on patients
in a clinical setting. . The committee would allow this study to go ahead but would want reassurance that there is a need to
use non consenting participants in the study in order to answer the research question.

B.3 What are your views about “delayed consent”?

Clearly in many circumstances this is a nonsense. Patients cannot retrospectively consent to something that has already
happened. The question is whether the patients’ information and results obtained without consent should be used. As an
ethics committee we would therefore insist that on regaining capacity the patient’s consent to continue participation should
be obtained if the study is ongoing and consent should be sought to use the data obtained.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

All participants are receiving standard care and the study has potential to improve care in the future. It also has the potential
to benefit the trial participants because of increased interaction. The Ethics committee would want the researchers to be
more specific about their processes for removing patients from the trial if they show signs of distress. If consent is not possible
it would still be appropriate to gain ‘assent’.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, butits safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the frial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out’ process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No

Unsure

D.2 Please give the reasons you formed this view.

As an Ethics committee we would like to further clarification about the study and further justification. The study, as
described, contains insufficient information for the committee to approve the study. For example the committee would want
to see the scientific evidence that the proposal is based on, particularly as it involves a placebo arm rather than a comparison
with an alternate agent. There are also major concerns around the definition of ‘cardiac arrest’ that have not been addressed
and it is not clear exactly when adrenalin or placebo may be administered in the context of the arrest. In our view the study
as described is seriously flawed and would not be accepted by the Ethics committee.

D.3 What are your views about the proposed “opt out” process?

The committee is of the view that this is not a viable option. It is unlikely to work. The actual population that would need to
be informed and consented to potentially take part would be huge (many thousands or more) in order get sufficient
participants who may end up in a cardiac arrest situation

Also is it safe to assume that someone who is not wearing the bracelet has actually opted in?

There is also potential for this to be a ‘waiver of consent’ trial.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.
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Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

The assessments are onerous and intrusive. There is no continued access to the product if the trial proves beneficial. The
drug’s safety profile is uncertain and the known risks seem to outweigh the potential benefits. There is nothing to suggest
this study is a priority for people with Downs syndrome.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Leaving aside the concerns about the study in general the Ethics committee is of the view that consultation with family would
be provide sufficient protection because they are likely to have the best interest of the participant at heart. Where possible
assent from participants should be sought and their dissent respected.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes. All clinical care should be evidence based and if treatments are not tested on the target population their treatment
cannot progress. This group of consumers is disadvantaged. By protecting these consumers we are harming them by
excluding them from the benefits of research. They would either not be given treatments that could help them or they
might be given treatments that were not tested on their population and might therefore harm them. All research requires a
balance between the interests of current and future patients and a balance of potential benefits and potential harm.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

A research ethics committee would need to satisfy itself that there has been good peer review, that the research question is
relevant and important, that the research question cannot be answered by enroling consenting participants, that the
participants suffer from the condition that the research is investigating, that family believe that the participant would have
consented if they had been able to, that potential benefits outweigh risks and that there is no objection from the participant.
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The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

There is no reason to discriminate on the basis of the status of the researcher. The issue concerns the rights and interests of
the consumer. The right to consent applies to participants, regardless of the status of the researcher.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Indications of dissent should always be respected as this shows appropriate respect for an individual's dignity. Enrolling
reluctant participants in a trial would also present practical difficulties.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Clearly in many circumstances this is a nonsense. Patients cannot retrospectively consent to something that has already
happened. However, their consent to continue participation should be obtained if the study is ongoing and they should have
the opportunity to have data collected from them while they were incompetent removed from the study.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.
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4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

This is an important requirement and the ethics committee need to be satisfied on this point. The gold standard is that
research should be carried out on individuals who cannot consent only if the research question is relevant and important, if
the research question cannot be answered by enrolling consenting participants, and if the participants suffer from the
condition that the research is investigating .

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

Provided that there is no more than minor increased risk to the participant and minimal discomfort.

The Council for International Organisations of Medical Sciences (CIOMS) in conjunction with the World Health Organisation
(WHO) has recently published revised guidelines for research. Guideline 16 relates to research where adults are incapable of
giving informed consent. COIMS states that :

1. For research interventions or procedures that have the potential to benefit adults who are incapable of giving informed
consent, the risks must be minimized and outweighed by the prospect of potential individual benefit.

2. For research interventions or procedures that have no potential individual benefits for participants, two conditions apply:
the necessary data cannot be obtained without participation of persons who are incapable of giving informed consent; and
the risks must be minimized and no more than minimal.

3. When the social value of the studies with such research interventions and procedures is compeling, and these studies
cannot be conducted in persons who can give informed consent, a research ethics committee may permit a minor increase
above minimal risk.

Note that CIOMS has taken a minimal risk threshold approach, rather than a ‘best interests’ approach.

The CIOMS position is more liberal that the NZ status quo in that it allows a research ethics committee to approve research
that present a “minor increase above minimal risk” to adults incapable of providing informed consent, where there is no
potential for individual benefit to the research subject, on the grounds of the social value of the research (i.e. benefit to
future patients).

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No

Unsure
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5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance

of the criteria with 1. being the most important and 5. being the least important.

1 The same criteria as at
2
3
4
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

The research ethics committee can provide impartial and independent advice and expertise. Their primary role is to protect
the interests of the research participants.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

The current ‘best interest’ test is too restrictive and inhibits the development of high quality evidence based care. A risk
based threshold would better protect the rights of participants. If true clinical equipoise exists in the research trial then there
is no increased risk to participants.

7.3 Please state the reasons you formed this view.

Who decides?
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8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)
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Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)
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Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.
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In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

* Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA
2 Family
3|Provider
4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

We believe that EPOA’s and WG'S should have the right to consent on behalf if all the other criteria in Q5 have been
satisfied. Family should be consulted as to whether or not the incompetent person should be enrolled in the study and should
be able to provide consent — again if all the other criteria have been satisfied.
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Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

|Otago University Human Ethics |
SPgngm'stget?ohHﬁF étmblicable)

|Otago University |

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 24 April 2017 at 1:23pm | Completed on 24 April 2017 at 3:31pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

This is not considered as meeting the ethical duties to do good/do no harm because if the research showed the dialysis was
clearing the antibiotics more quickly there is no plan to change treatment and respond with more antibiotic if there is a need
indicated. Recognised need should be responded to by a researcher. It is not ok to say that this will undermine my research.
The research design needs to meet any needs identified. This could then become part of the research.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Dr B has not given information about why there is a need to use participants who cannot give consent. This is not
acceptable. Respect for the right to informed consent, transparency and autonomy for health consumers is needed.

B.3 What are your views about “delayed consent”?

Delayed consent is not felt to be acceptable because it creates a precedent (potential legal precedent) for this as a practice.
It can be considered to be an euphemism for doing what you want and asking permission afterwards, therefore pushing the
boundaries and with potential manipulation of health consumers.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-q JAjUVBQiOg/OAjCl64CtkOMcwjUiXURCA 2112



4/28/2017 Health & Disability Commissioner

C.2 Please give the reasons you formed this view.

Some will be able to give informed consent with the right support. Some may want to be in the interractive group and there
may be a need to adapt the research. In our view researchers have an ethical responsibility to provide responses to participant
requests, including about best care options available. Also if there is no chance to continue a programme then this is getting
the hopes up of those involved and then disappointing them, and the ethics of this is questionable. An advanced directive
could be used for informed consent.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, butits safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the frial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out’ process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

We know that adrenaline has saved lives and is used additionally for allergic responses despite some risk. We would want
access to the adrenaline treatment as this potentially could save your life.

D.3 What are your views about the proposed “opt out” process?

The opt out process is not seen as sound. This can not be compared to other opt out situations such as used for the NCSP.
Bracelets don't always work, even medic alert bracelets can be overlooked.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

We query the ethics of this whole research context. The goal of a happy life does not have to be about trying to increase
inteligence medically. This is a deficit approach to Down syndrome. Who is made to feel better??? If we consider the ethical
principle of the duty to do good and no harm then there are concerns. There are potential risks such as increasing suicidal
feelings. There is also the issue that if the drug had positive outcomes there is no provision for it after the research is
completed.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

See discussion above.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes with strict conditions.

If there is an advanced directive or a truly neutral no harm scenario and potential good for the participant.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

1. An advanced directive, which clearly indicates consent and the parameters of consent.
2. A truly neutral scenario - no additional interventions but using existing medical tests results and intervening if a health need
is indicated by the research findings at the time. Such intervention can still inform the research.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

The best interests of the research participants should be paramount.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

‘No means no'. This can be compared to rape scenarios. A person's autonomy and personal choice must be respected.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

This can set a legal precedent and is more open to manipulation. Asking permission afterwards for research on vulnerable
health and disability consumers is not acceptable.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

This legal standard is not a legal requirement and needs to be. Humanity and personhood for those most vulnerable requires
very high ethical awareness and practices.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

See earlier and later discussion about the duty to do no harm and to do good.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Science has a history of not necessarily being ethical. Very high ethical standards are needed, accountability is needed. Points
of comparison to ethical standards need to be made without self-interest. Conflicts of interest needs to be managed carefully.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

Yes potentially, if truly neutral, no harm and no additional interventions then this could be a possibility. It also needs to
recognise the responsibility to respond to need that might be identified during the research also.

7.3 Please state the reasons you formed this view.

There could then be benefits without risk of harm.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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Legal advancement to protect research participants, and develop the requirement to do no harm and to do good as discussed
throughout would be supported.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Involve all as per HDC Right 7 (4).
Involvement to indicate it fits with an advanced directive or is truly neutral - no risk of harm, and possible good.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Involvement to indicate it fits with an advanced directive or is truly neutral - no risk of harm, and possible good.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Information needs to be given to show the highest ethical standards - duty to do no harm and duty to do good.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

0 o1 A W N

.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

We know that there have been many instances of unethical research and clinical practices in the not too distant past. Women
had their lives endangered and some died due to the 'unfortunate experiment', baby girls had 'smears', unconscious
anaesthetised participants such as women having a gynae operation (unable to provide or deny consent) have been used to
practice IUD insertions unbeknown to them. We know that people in powerful positions can wield power that allows unethical
things to occur or to continue, even in the face of some opposition.

The Cartwright Inquiry, the HDC Act and the 'Code of Rights' have been so very important. Research with health and disability
consumers needs to be highly ethical and transparent. There should be no manipulation, and there should be strict adherence
to the duty to do no harm and a duty to do good which is beyond a superficial level consideration.

Ethical research developments have moved researchers to be more ethical by bringing in a responsibility to consider the
welfare of the research participant in more depth when meeting ethical requirements, to see research findings as jointly
owned by the researcher and research participants, and to show respect and recognition to research participants for their
contribution. This is so very important to the research participant.
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Consumer autonomy and protection of vulnerable consumers is vital. We want medicine and science to learn and grow but
not through exploitation of others, and especially not through exploitation of vulnerable participants unable to give consent.
This is a very difficult area of consultation and on the surface some of the scenarios appear to be reasonable but when delving
a bit deeper something that appears to not be harmful does have potential for harm. Where to draw the line is what is being
asked here. The line needs to be drawn high so that there is a full duty to do no harm and a duty to do good adhered to in
each case. There is also the fear of the slippery slope and setting precedents that erode the rights of health and disability
consumers. If there is any risk then this needs to be made fully transparent and full informed consent attained.

Please state your name

Organisation (if applicable)

Palmerston North Women's Health |
ﬁﬂ&eﬁtlllYepublish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

I can see no harms to me as a participant in this research. In ICU I will have an arterial line from which blood tests are routinely
drawn so there would be no extra needles/pain. Also, if I recover I might have another serious infection in the future so it is
possible that I may benefit directly from this research. On a similar note, others may also benefit from this research which
would be a good thing.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

At the moment I would be given one of these products at the whim of the treating doctor. Although most doctors think
they are recommending products in the patient's interest, they may be unduly influenced by the manufacturers of such
products either consciously or subconsciously. I would rather that I and other people were given products that were proven
in well designed studies to be better or (if equally as good) cheaper than other products and therefore would like to be part
of research that helped to provide a higher quality of evidence about treatments than one doctor's opinion.

B.3 What are your views about “delayed consent”?

I believe that delayed consent is a good idea, as it would allow me to decide whether my information was used in research if I
became competent to do so. The only issue would be if that I if I did not survive the surgery or was permanently
incapacitated by it or the underlying condition I would not be able to provide delayed consent. However my view is that if an
ethics committee has agreed that the research is worth doing on the basis that there is true equipoise then I would happily
be enrolled in the study without my consent as I would be contributing to the greater good for society and my death or
incapacity would not be wasted.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The factthat a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
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Unsure

C.2 Please give the reasons you formed this view.

I think it is important that people with impaired capacity do not miss out on treatments which are based on high quality
evidence. By being part of this research I may help others to have an improved quality of life during the final stages of what is
a terminal iliness (dementia), which I believe would be a good thing. This would also mean that despite my incapacity I would
still be making a contribution to society and be helping others through improved knowledge about how best to help people
with dementia have a better quality of life.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

The body of evidence is such that there is equipoise now so a high quality study is required.

Although adrenaline has been shown to improve survival to hospital it has not been shown to improve neurologically intact
survival to hospital discharge and it may actually be harmful. If adrenaline was removed from cardiac arrest algorithms these
would be easier for providers to learn and follow, which may mean that time and energy is not wasted on useless or harmful
treatments during the cardiac arrest (eg putting in IV lines, drawing up drugs instead of doing good quality CPR, defibrillation
and transporting to definitive care).

Although I may not benefit directly from this research, especially if I died as a result of the arrest, others like me would benefit
and this is a good thing. However if I survived my cardiac arrest and had a subsequent cardiac arrest I also may benefit directly
from this research.

D.3 What are your views about the proposed “opt out” process?

My initial reaction is that I do not like the idea of the 'opt out' process.

A public awareness campaign would be costly and unlikely to have much uptake (example is medic alert bracelets which very
few people wear even when they have significant medical problems or allergies). Furthermore, such a campaign would be
unlikely to reach all people who would wish to 'opt out' and therefore absence of a bracelet would provide no guarantee that
a person would have wanted to be in the research. Very few people have cardiac arrest so the campaign would be irrelevant
for the vast majority of people who saw it. Unless worded very carefully it may risk alienating people against any medical
research.

On the other hand it could be argued that an 'opt out' campaign like this may stimulate discussion about medical research in
emergency situations in the community which may which may allow for more informed discussions. It also gives those who
have definite views against researchers improving the way we care for people a chance to express these views.

Case Study E: Clinical trial of drug for people with Down syndrome
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The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, it is
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

The scenario gives no indication of the theoretical basis for why this drug may be beneficial, and suggests that there may be
harms (increased suicidal thoughts). As the drug would not be made available after the trial was competed there is no
potential for long term benefit for the participants.

My concern is that 'Dr E' is acting for a pharmaceutical company (either consciously or subconsciously) and that this is not true
investigator initiated research.

This principle applies especially in the NZ situation to new drugs from overseas which PHARMAC are unlikely to register due to
cost. I do not believe that New Zealand or New Zealanders should be a testing ground for experimental therapies / novel
agents that will not be made immediately available to New Zealanders at the conclusion of studies at an affordable price.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

If one assumes that they are acting in the best interests of the person then this may be sufficient protection for that person,
if the friend or whanau / caregiver is competent to make that decision and there is true equipoise between proposed
treatments in an intervention study or the study is minimal risk observational research. However, in the above scenario there is
concern that the drug is harmful from the phase 1 or 2 studies and no evidence provided that it may be beneficial. I am not
confident that a surrogate decision maker should be able to give consent in this setting.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.
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1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes. It does not make sense that clinicians are allowed to give unproven or potentially harmful or expensive treatments based
on our individual opinions (which happens hundreds of times every day in NZ), but we are not allowed to conduct studies
which would demonstrate whether treatments are more beneficial or safer.

Observational research which does not involve more than minimal harm should be allowed.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

The condition / persons for whom the research is proposed is such that informed consent is not possible to be obtained.
The study should be for the public good and not the benefit of a commercial entity (private company).
The study is observational research where there is equipoise between treatments (for example where two treatments are

currently considered 'standard of care' but insufficient research has been done to determine whether they are different or
not).

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

It does not make sense to have one rule for one group and another rule for another group. From a research participant's
perspective what is the difference who the researcher works for?

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

This sounds reasonable as it is the closest we can come to finding out what the impaired individual actually thinks. Some
people just don't like the thought of being in a study and this is their right. However trying to interpret the facial expressions
as described above will be very subjective. Impaired persons may demonstrate those expressions simply by being out of their
usual environment, or in the presence of strangers, due to the acute condition they are suffering, or by associating a medical
setting with painful things like blood tests. So how would we know that it is the research they are apparently objecting to?

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
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after incompetent participants regain competence to consent?
Yes
No
Unsure

3.2 Please give reasons for your answer.

This has already happened in several studies conducted in New Zealand, with very low rates of subsequent denial of consent
to use information. So the current law is been ignored by both ethics committees and researchers if the interpretation of the
law provided above is correct.

People with the most serious illnesses should not denied the opportunity to contribute to knowledge. Denying them to
opportunity to participate also introduces a selection bias into studies (towards those who are less unwell).
This way the quality of research and the generalisabilty of the research results to the sickest or most injured will be improved.

Allowing people to retrospectively consent will respect their autonomy in regards to being a participant in research. However
this should only apply to public good interventional research (not for the benefit of commercial entities) where there is
equipoise between proposed treatments.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

This would be difficult to apply as a blanket rule. It may be valid for some intervention studies but for other intervention
studies it may be that potential benefits or harms may only be evident in those with more severe illness or injury, or those
who are otherwise unable to consent, so research on those who are able to consent may not be relevant or transferable.
When there is minimal risk to participants (eg observational research) then there should be no such requirement. The
practicality of such a requirement is unclear.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No

Unsure
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5.2 Please give reasons for your answer.

This is the situation for all research into resuscitation for severe ilness and injury. Currently we can treat such people with
treatments that have not been proven to be safe or effective, yet we are not able to conduct research to determine what
the best and safest treatments are. This makes no sense.

My personal view is that I would like to contribute to the greater good in the situation where I was about to die so that my
death had some value to society.

Similarly if my health information was to be used for the purposes of public good (not for profit) research without my consent
I would be happy with that as long as I was not personally identifiable in the research results.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 The people being studi

2 The research should be
3

4

5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

I must admit that I thought this was already the case. It is very important that we build in protections for vulnerable people
when it comes to research participation. Ethics committees are the logical group to provide that protection

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure
If you answered “No” to question 7.1, please answer question 7.2.
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7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

There should be a threshold test such that by participating in the research the person is at no greater risk of harm or benefit
than if they didn't participate (ie - there is equipoise between the treatments).

7.3 Please state the reasons you formed this view.

It is illogical to allow doctors to give people unproven treatments but prevent them from doing studies to find out which
treatments are best.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)
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Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA

Additional comment.

Veto retrospectively or provide consent or not, only if the family/whanau are aware of the views of the incompetent person
towards being a research participant (ie can reflect the person's views, rather than their own).

Sometimes in emergency situations, involving whanau/friend or family in a fully informed consent process will be too time
consuming and render the research invalid eg when treatments need to be given immediately or within an hour - it takes time
for proper consultation with whanau, especially when the whanau who are present want to discuss with extended family who
may not be present and this process can take many hours.
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Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

If the family/whanau are aware of the views of the incompetent person towards being a research participant (ie can reflect
the person's views, rather than their own).

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA

Additional comment.

The provider should be an objective assessor of the research and whether there is undue risk to the participant. They will add
a layer of protection for the participant with respect to research participation.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Veto retrospectively only if the provider is aware of the views of the incompetent person towards being a research participant
(ie can reflect the person's views, rather than their own) or becomes aware of harm to the participant due to being in the
research.
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Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

Researcher who is conducting public good research (ie not for the benefit of a company who will profit from the research).

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA, Whanau, Clinician caring for the patient

Additional comment.

Sometimes in emergency situations, involving EPOA or whanau/friend or family in a fully informed consent process will be too
time consuming and render the research useless eg when treatments need to be given immediately or within an hour - it
takes time for proper consultation with whanau, especially when the whanau who are present want to discuss with extended
family who may not be present and this process can take many hours.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Observational studies which are minimum risk to participants (as specified under current HDEC guidelines) which have been
approved by an authorised ethics committee should also be able to be conducted without the need for individual informed
consent if this is in the patients best interest or for the benefit of other patients like them.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian
e Family/whanau
¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
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¢ Researcher
¢ Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA

2 Family/Whanau
3/Responsible Clinician
4 Ethics Committee

5 Researcher

8.5 Please provide any other comments you wish to make about the decision-makers.

Sometimes in emergency situations, involving EPOA or whanau/friend or family in a fully informed consent process will be too
time consuming and render the research useless. For example when treatments need to be given immediately or within an or
two hour - it takes time for proper consultation with whanau, especially when the whanau who are present want to discuss
with extended family who may not be present and this process can take many hours.

Ethics committees should be able to make decisions about consent being waived and have a deferred consent process in
certain situations for interventional studies - where the participants are incompetent AND immediate enrolment required for
the treatments to be effective AND equipoise exists between the treatments AND the research in the public good (not for
the benefit of pharmaceutical or device companies). See further comments on the next page for a suggestion about a multi-
stage consent process in emergency situations.

It is very important that researchers who have a commercial interest in the product being studied or close personal /
professional or financial ties to the company / representatives of the company that makes the product do not have sole
discretion to enrol a vulnerable person into an intervention study.

Final comments

9. Please add any final comments or suggestions you wish to make.

1. Has the commissioner considered that under current law research in emergency conditions that people may suffer from
more than once may will be in a potential participants best interest?

For example it is not unusual for people to have more than one severe injury or infection in their life (especially certain high
risk groups) and people with chronic conditions that have recurrent acute exacerbations such as chronic obstructive
respiratory disease, asthma, ischemic heart disease, heart failure and so forth. In these settings the standard of being in that
person's best interest may be considered to have been met.

2. In emergency situations there may be scope for a staged consent process, where by a potential participant may be
sufficiently competent to indicate after a brief discussion with the researcher and treating clinician that they would wish or
not wish to participate in a research study that requires urgent enrolment with the opportunity for them to subsequently
withdraw consent at any stage.

The brief discussion would need to include why the study was being done, that participation or not would not change other
treatments/care and what the major risks involved were. This may include brief written information in simple language.
However this would not mandate full written informed consent at the point of study entry. It is unlikely that an acutely
unwell or injured patient is capable of going through a 5-page small print consent form comprehending all the issues even if
they are usually competent.

This would mean that people who are against any sort of research participation or the general concepts of the particular
study in question could express this to the researcher and they would not be enrolled. Those who were not adverse to
research in principle would have the opportunity to discuss this with the researcher / treating clinician and to participate if
they wish. They could still withdraw at any time.

Once their condition has stabilised they would then have the opportunity to consider the full study details and make a fully
informed decision in retrospect and again have the opportunity to withdraw their consent.

In this way the principles of autonomy are respected along with the principle of natural justice (being given the opportunity
to participate).

Observational studies that pose minimal risk to participants should not require consent as per the current HDEC guidelines.

Please state your name
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Organisation (if applicable)

l |

consultation period has ended. All submissions that you make on this consultation are
‘to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Because apart from extra blood and urine tests there would be no disadvantage to the patient but this could be imperative
for future patients of which they have the possibility of being one.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Because both products have been clinically approved and are currently being used. This will not affect the patient.

B.3 What are your views about “delayed consent”?

I think that is reasonable and should be required if possible

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

Because the conventional care is far from satisfactory

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

Having worked in Coronary Care and seen 1st hand the benefit of using adrenaline and the effect of not, I would definitely
want it to be used. I appreciate the difficulty in assessing the long term outcome but feel this study would put patients lives
at risk.

D.3 What are your views about the proposed “opt out” process?

Not reliable enough. Few would bother possibly. Huge undertaking and people believe they're immortal and it will never
happen to them

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

Because of the interference in the lives of the disabled person. The 6hr assessments which they may not be able to
understand and the possible side effects of the drug. Seems like very few if any advantages for the person with Down.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Although the family may be wiling they may not totally appreciate the effect on the disabled person and the fact it would
possibly offer them any benefit.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

YEs, if it clearly can be of advantage to the participant and if it doesn't put them at risk at all or impose painful procedures.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

If it is most likely to be of benefit to the person involved.
If it can be assured that there would be no risk or pain to the person involved

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

The situation is the same regardless of who is doing the research

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

There is little real understanding of what the participants are able to comprehend and all attempts at communication must be
taken seriously.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Depends on the research and the effect that is likely to have on the participant. If as in the case of neurosurgery it will not
effect the treatment then this could be allowed with the opportunity for the participant/next of kin/guardian to withdraw if
requested.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

Why use people who can't consent if it can be trialled on those who can?

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

Appreciate need to be able to study particular conditions and believe this should be done on people who are able to give
consent in the first instance.

If unable to consent the risk, pain, time factor and interference in the lives of these people must be seriously considered by all
those involved in the consent process

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

A further safeguard for those unable to give consent

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

The risk/benefit analysis
The pain, time and inconvenience the participant may endure

7.3 Please state the reasons you formed this view.

As the Welfare Guardian for my disabled daughter I know she would not cope with some of the tests that maybe involved
and I believe other adults who are not able to consent may well be in a similar situation.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.
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All people conducting Health and Disability research on those unable to consent should follow the same laws.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Possibly to provide additional information

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA or Welfare Guard
2 Family/Whanau
3|Provider not involved in
4 Other who provide infor
5 Researcher

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

My answers are from the perspective of my role as Welfare Guardian for my disabled daughter but also from my nursing
background. I have also been involved in disability research which has required Ethics committee approval

Please state your name

Organisation (if applicable)
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

While this study may not help me personally, it is not going to harm me and may of benefit to others in the future.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

From the scenario, both products are approved and the neurosurgical team could use either product without asking for my
consent. I see no problem with them randomising me to either product. There is the potential for benefit to others if one of
the products is shown to be superior to the other.

B.3 What are your views about “delayed consent”?

Appropriate. I'd want to know that I'd been enrolled in a study if my capacity improved.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

Dementia is such a devastating illness that I would be wiling (now while I have the capacity to say so) to take part in such a
research study. There is a potential for benefit to me (or harm) and the potential to benefit others in the future.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

From the scenario, there is no good evidence of benefit of adrenaline and it may actually be harmful. There is potential
benefit, or harm, or no difference but we don't know at present and I'd like to think something good could come from such a
devastating event.

D.3 What are your views about the proposed “opt out” process?

Seems unworkable. Is she suggesting every NZ'er (or even cardiac patient) wears a bracelet like this?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

If the drug did lead to an improvement then it seems unreasonable for the developers of the study drug not to supply it to
those who participated.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

People with Down syndrome should have the same right to take part in research as anyone else. If the drug was effective
and were made available after the study then I would think it appropriate to enrol them if their family/whanau agreed - they
know the person best.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes - when there is potential to benefit them (e.g. new treatment with early promise versus standard care) or if the
interventions involve treatments that are in use but without good evidence and there is a genuine concern about this. Also,
when an intervention or investigation is going to have a trivial effect on a person (e.g. additional blood tests or the recording
of clinical information).

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

There must be a solid rationale for the study.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

I'd be concerned about forcing a one size fits all law. There are differences between those who can and can't provide
informed consent.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

The competence to consent is not and all or nothing thing. For example people with Down syndrome who may not be able
to provide full informed consent are more than capable of expressing dissent.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

I believe it is appropriate in some life threatening situations to enrol people into research studies. If a person regains the ability
to consent of course that should be sought. How can this not be allowed? For example, what happens if the study requires
ongoing interventions or assessments?

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
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No
Unsure

4.2 Please make any further comments you have about question 4.1.

Vulnerable people should have the right to take part in research (with appropriate ethics committee review) just like anyone
else.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

As long as there is a solid rationale for the study and it has gone through careful ethics committee review.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 People with same cond
2

3

4

5

Any others?

Ethics committee approval
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An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

I had thought this the case now.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

There should be the potential for benefit (new intervention/therapy vs standard care) with a clear hypothesis and good
rationale. Alternatively, low risk assessments (e.g. blood, urine, results of clinical assessments).

7.3 Please state the reasons you formed this view.

I don't understand the logic of the best interests statement as above. If you thought the consumer would be better off
participating in the research than not, then why is the study necessary? Surely this simply prevents a whole group of people
from the opportunity to take part research. Isn't this unethical, as long as a study is reviewed and approved by an
independent ethics committee?

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes

No

Unsure
Additional comment.
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Unsure as to what is meant by these statements.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

I would trust my spouse to make a decision that was in my best interests if I was unable to do so.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Onlywhen other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Family/whanau

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

Spouse, family/whanau.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/ EPOA or welfare guardi
2 Familylwhanau
3/Researcher

4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)

l |
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 27 April 2017 at2:13pm | Completed on 27 April 2017 at4:14pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does notindicate that either productis safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.
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The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?

Yes
No

Unsure
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C.2 Please give the reasons you formed this view.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the studydrug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.
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Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

No.
Who decides whom is allowed to be used as research participants without their consent? It has the potential to lead to an
increase in the statistics (which are already high) of abuse against people with impairments.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Ethics Committee approval in all circumstances

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:
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1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

It leaves scope to wide open for 'incompetent' (wording I do not like) adults to be taken advantage of if the law only
pertains to research carried out in relation to health and disability issues/service providers. Needs to cover all types of research
so our most vulnerable citizens are protected in all situations.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

United Nations Convention of the Rights of Persons with Disabilities states the following (see below), the law should be in line
with this convention.

Article 15
Freedom from torture or cruel, inhuman or degrading
treatment or punishment

Article 16
Freedom from exploitation, violence and abuse

Article 17
Protecting the integrity of the person

Article 21
Freedom of expression and opinion, and access
to information

Article 25
Health

Article 28
Adequate standard of living and social protection

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.
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Again, it leads to the issue of potential abuse/harm against people
What if the person disagrees with what has been done to them? What would be the consequences?? It is too late then
Only exception - would be if the procedure is life-saving

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

I don't think research should be carried out on 'incompetent' persons at all, in any circumstance

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No

Unsure
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5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance

of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Ethics Committee approval should have to be gained in all circumstances.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

I don't believe research should be permitted to proceed without the consent of adult 'incompetent' participants.

7.3 Please state the reasons you formed this view.

'Incompetent' adults have the right to the protection from harm as much as any other adult or person does.

Who decides?
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8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

Currently "research on a person who is unable to give consent can take place only if participation in the research is in that
person's best interests."

I think the term 'best interest' is far too broad, and open to personal opinion. It does not provide enough protection for
'incompetent’ adults.

Decision-makers often end up being medical professionals - using the medical model. I believe that they would not necessary
be making decisions in the best interest of the 'incompetent’ adult e.g. when a doctor suggests to a family it would be best
to about a pregnancy rather than have a child with a disability). The whole picture is not provided, opinions can easily be
swayed one way or the other.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Onlywhere the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.
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If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

e Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA or welfare guardi
2 Family

3|Provider not involved in
4 Other

5 Researcher

8.5 Please provide any other comments you wish to make about the decision-makers.
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The researcher themselves should never be a decision-maker deciding whether an 'incompetent’ adult can be involved in their
research. Conflict of interest.

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 25 April 2017 at 3:38pm | Completed on 27 April 2017 at4:17pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances itis appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, itis more complexto decide
whether itis appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s bestinterests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research
appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr Awants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. Aspecial form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to
treat sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr Aproposes a studyinvolving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr Awill not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr Awould enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr Abelieves the data gathered maylead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

clinical condition management remains the same

minimal risk of harm from participating (although a blood test is invasive)

can't test on anyone else other than that class of persons

conditional upon science review -

(@) assumes we know how fast antibiotic concentrations move through humans under normal conditions

(b) sepsis response level may be different in different patients or in reaction to different infections

knowledge gained might help others needing dialysis from sepsis

IC to participate/or not must be obtained from next of kin or legally authorised person (including explaining 'a special form of
dialysis' & the extra tests required)

If patient is enrolled in the study they must be told about it if/when they regain consciousness & if they wish to withdraw
from the study their samples must be destroyed & their individual data removed from the study analysis/findings

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
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The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgeryin relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental illnesses or be
in intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

patient still gets current treatment for which either product is safely & effectively used

no added risks

presume the decision to treat is the same for all patients based on utility rather than capacity for IC

patients with capacity for IC must be told beforehand (even though the treatment they receive wil not be different)

B.3 What are your views about “delayed consent”?

DC not relevant in this scenario as patients are already in the research and their treatment would not have differed from
normal (neither can the drug received be withdrawn from their body)

BUT

because the treatment drug the patient received is being compared with another treatment drug the patient must be told
about this (when capacity is regained), the reasons for having blood & urine tests explained, and given an opportunity to
receive the results of the study

If the patient doesn't want to have any more tests they should be given the opportunity to withdraw from the study at that
point.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such
consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks
conventional care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are
spending many hours alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis
is treated as diminishing a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships
with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there
is very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed
study could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ bestinterests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with
the researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been
noticed. On the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact thata consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
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to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

This study is about persons with severe dementia. What is the reasonable prospect of any benefit to that individual?

If the person had given an advance directive pre-severe dementia onset that they would be wiling to participate in dementia
studies then they perhaps could be considered for enrolment - subject to suitability of their current condition (not unduly
agitated, type of stimulation is acceptable/appropriate to their current state, etc). Next of kin/legally authorised persons
should still be informed about the study.

Everyone - including those with dementia - has the right to be in a stimulating environment with 'interactive care' so the
potential benefits possibly outweigh any (low level) risks of harm.

If the person displays distress from participation or unwilingness to continue then a lesser degree of stimulation could be
considered, or they should be withdrawn from the study.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, butits safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these

studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the frial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are
able to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study
would be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised
through a public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No

Unsure

D.2 Please give the reasons you formed this view.

Cardiac arrest patients either want/expect normal treatment or no treatment (as per advance directive) but randomisation is
not appropriate when the outcome could be paralysis or death without intervention.

D.3 What are your views about the proposed “opt out” process?

Only OK if there's an explicit 'no treatment' advance directive, but this also depends on the level of damage and time taken
to get to assessment - at what point would the advance directive kick in?

Case Study E: Clinical trial of drug for people with Down syndrome

The study
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Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour
assessment visits to check their progress.

The studydrug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the studyin accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E
proposes to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

learning levels are fairly established by the time of adulthood

different levels of Down syndrome capacity - no selection criteria

can't access the drug afterwards even if a benefit was to be evidenced in some potential participants
risks are too great - if the drug has been shown to induce suicidality in anyone it should be banned

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

risks are more than minimal

the benefits are purely speculative, especially for adults

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects,
and who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Do you believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

YES - where participant's interests may be advantaged & risks are minimal & can't test on any other competent persons
eg persons with dementia who have given an advance directive wiling to be included in dementia studies before onset of
incapacity; or persons with rare disorders

- not all persons are necessarily incompetent beyond the research period eg unconscious patients
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NO - some will never be able to fully appreciate the risks/benefits, and it is not necessarily safe that other persons with legal
authority can give their consent on behalf of the incompetent person - those others will not be the ones injured or harmed
should an adverse event arise

- the 'best interests' test is insufficient. I note that competent persons have the option to not participate in research without
question or consequence, even if the 'best interests' threshold (for that individual and/or that class of individuals is met) &
risks are minimal, yet researchers /research clinicians want incompetent persons to be included in studies for 'the public good
of science’'. But the full research data may never be publicly available for independent scrutiny (a good science test), the
outcome may never be a marketable product, or if it does it may not be affordable - and the research participant has no say in
this.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

only observational studies - and never RCTs

there must be a reasonable expectation that the individual potential participant's best interests will be served (not just
participation to serve the public good)

the maxim "nothing about us without us" requires that incompetent individuals with particular conditions be included in the
studies from which the knowledge that forms the basis of their potential treatment is developed (ie no testing of drugs on
competent others & assuming it will work on them/those with their condition), but also rightfully requires IC from those
participants. In an ideal state this could be achieved, but the current NZ research environment is far from ideal from a
participant perspective.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disabilityissues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Too much emphasis is placed on the public good benefits of generalisable knowledge when recruiting research participants,
yet the wider research environment and the supporting system protections in NZ are far from robust. Ethics committees have
moved from ensuring participants' interests are protected to facilitating research yet they don't get to critique the science
behind studies they approve. Not all NZ research participants are covered by ACC should adverse events occur. Not all study
data outcomes are necessarily disclosed or openly published, and in today's environment of shared big data, academic studies
are creating even greater (and usually undisclosed) future risk for the individual participant.

Incompetent persons are likely to be even more vulnerable in this scenario.

We must have more robust wrap-around systems for all research participants and a more widely informed general public,
otherwise we risk allowing other legally authorized persons to give their 'consent' for research participation on behalf of
incompetent persons that is inadequately informed but never shoulders any of the risks.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

absolutely - the non-maleficence principle of 'do no harm' must be respected and adhered to

IC should equally be balanced by acceptance of withdrawal of consent and the latter should be accepted when indicated by
as broad a range of signals as possible for that individual

Delayed consent
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In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

can't take drugs out of the human system once they've been introduced

DC makes a mockery of IC that necessarily precedes any agreement to participate in research or not

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

involvement of the class of incompetent (potential) research participants being recruited must be restricted to research
situations that only applies to them, and any expected benefit only applies to them or that class of persons

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.
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some behavioural research may not even go to an H&D ethics committee

if there is no reasonable expectation of benefit to the individual n their lifetime (even as one of a class of which no others can
be included in the study) then the research shouldn't proceed at all.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 minimal forseeable risk
2 minimal forseeable bur
3 IC of legal representati
4 no indication of dissent
5 EC approval

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

need to accept that EC review is about limited aspects of the study only, although this is undertaken on behalf of society
generally

neither researchers nor ECs should have any weight in de facto enticement to participate in research

need to be internationally consistent - all overseas models require this

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?
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risk/burden

should always be a minimal risk/burden threshold

must also be a strong expectation of benefit for the individual to be included

7.3 Please state the reasons you formed this view.

the minimal forseeable risk/burden threshold (as in Scotland) usefully specifies an upper limit of risk
researcher bias inevitably favours participation

when a potential participant is one of a special class that excludes competent patients it is easy to slip into 'for the good of
that class' of patients mode and the participant is one of them

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

Any law review should start with those who approve studies in the first place. Ethics Committees must be underpinned by
statutory regulations; their scope of review powers must be widened to include the science; and they must be required to
ensure that all NZ research participants are treated equally in the event of harm arising from participation in studies.

Currently a researcher consults with 'suitable persons' but even seeking consent from a legal representative is inadequate as
that person never experiences the risks / adverse events.

IC by a legal representative is still limited in that participation in research is usually presented as 'doing good' and normative in
the first instance.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should playin decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in a
study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)
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Decision-makers.

urgent lifesaving measures are about clinical treatment (b & d)- yes, they would have a say in that, but this would not be
research

Additional comment.

EPOAs and welfare guardians should be routinely included in ongoing care plans, but only in a very small number of possible
cases could they have a voice in research participation/not - within the current NZ research environment. Influencing factors
might be: what the individual had indicated while previously competent; if the current state of 'incompetence’ is temporary or
not; what is the nature of the potential benefit for that individual & the risk of harm to that individual.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Not in the current NZ research environment. Very risky. Family are more likely to ensure ongoing relations with the clinical
caregivers are positive and to be persuaded that participation in research is normative practice. Potential benefits arising are
routinely oversold and reality limitations of outcomes are rarely mentioned.

Additional comment.
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Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the studyis to be conducted for the purpose of saving the consumer’s
life or preventing serious damage to the consumer’s health.)

Onlywhere the circumstances require that an urgent decision is needed (see, e.g., Case StudyD)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau
¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
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¢ Researcher
¢ Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/ EPOA or welfare guardi
2 family/whanau

3

4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

The EPOA or welfare guardian has a legal duty which can be contested if they fail to consider the individual's best interests.
None of the others can be held to be legally and ethically accountable for ensuring the potential research participant's best
interests are protected. A researcher, attendant clinician, or clinician/researcher inherently has an automatic bias towards their
own trade of practice and are more likely to oversell benefits and understate risks.

The current NZ research environment offers minimal participant protection in the event of harm arising, gives very little
acknowledgement of the altruistic participant role in contributing to scientific learning (results may not even be published nor
shared with competent participants, yet alone those who might assume powers of consent for involvement of incompetent
participants). There is a constant political pressure to persuade citizens that participation in research is not only a duty but also
a forerunner of new and better treatments, and even further, that research is an economic earner for NZ. None of this bodes
well for obtaining informed consent from another party who never experiences the risk of harm associated with research
participation. Incompetent persons are already vulnerable. Loosening the current regulations to allow others to give consent
on behalf of the incompetent person only risks increasing their vulnerability.

Final comments

9. Please add any final comments or suggestions you wish to make.

As previously stated, the current NZ research environment does not even protect competent research participants' interests
adequately now.

Furthermore, we cannot rely on the current ethics committees (ECs) SOPs to ensure all participant's best interests are
adequately protected. There must be change to bring ECs within more robust regulatory control before the current scope for
recruitment of research participation is widened.

Involvement of incompetent persons (whether this is a temporary or long term state - and to what level of incompetence?)
in research at present is unacceptable unless they have given express indication prior to their loss of competence that they
are wiling to participate in research (such as dementia studies), assuming the risks are minimised and the expected benefits
are reasonable. Presenting 'inclusion benefits' of participation in any study (eg improved or more watchful care) should never
be presented/weighted as a study benefit.

The law should not be changed at this point in time to allow decision making by others to consent incompetent persons to
being enrolled in research within NZ until better protections are in place for all research participants.

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.
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Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If
any change to the Code is recommended, further consultation will be conducted.
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Started on 27 April 2017 at 7:17pm | Completed on 27 April 2017 at8:01pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Ethical approval of this research would ensure it is deemed valuable for all consumers, whether they could consent or not.
Many people with sepsis could not consent regardless of their previous health. We would want our designated next of kin (or
support person) to be informed and to help with the decision to be included

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

As per above, it would be appropriate to have the consumers designated next of kin or support person help with decision
making at a time when the consumer could not make that decision.

B.3 What are your views about “delayed consent”?

It would be imperative that the consumer be informed following if they regain capacity so that they have the opportunity to
understand the research, ask for results from the study and to decide against using their data in the study.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

People with dementia have the right to contribute to research if they would like to. Mental capacity is not black and white, but
rather runs along a continuum. Many people with dementia can make informed choices about being part of research if what is
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involved is clearly explained, but could not make more complex decisions such as those regarding finance. The consumer with
dementia should also designate a next of kin or support person they trust to help them with this decision making.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

Ethical approval of this research would ensure it is deemed valuable for all consumers, whether they could consent or not.
Many people with sepsis could not consent regardless of their previous health. I would want my designated next of kin (or
support person) to be informed and to help with the decision to be included.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
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Yes
No
Unsure

E.2 Please give the reasons you formed this view.

It is the same as the answer to C.2, People with intellectual disability have the right to contribute to research if they would like
to. Mental capacity is not black and white, but rather runs along a continuum. Many people with intellectual disability can make
informed choices about being part of research if what is involved is clearly explained, but could not make more complex
decisions such as those regarding finance. The consumer with intellectual disability should also designate a next of kin or
support person they trust to help them with this decision making.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Often the consumer may have a conflictual relationship with family members, or family members have conflictual relationships

among themselves. The consumer should be asked whom they would designated as their trusted next of kin or support person
to help them make decisions. If the consumer is unable to indicate their preference to be included in research or a trusted next
of kin or support person at all, then only designated and activated EPOA or welfare guardian should be used to obtain consent.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Exclusion from research of otherwise eligible persons with cognitive impairment for example (or with other health issues that
fluctuate) whether or not they lack capacity to consent is discriminatory and violates ethical principle of justice [1]. People with
cognitive impairment, for any reason, are entitled to have opportunities to participate in research. Furthermore, such exclusion
can further exacerbate already existing vulnerabilities by further marginalising people [2]. Research designs need to seek to
maximize opportunities for inclusion of people [3]. This translates as extending opportunities for informed consent based on
information provided beyond the written word. For example, using visual information, audio information, use of artefacts and as
stated on page 11: The information must be communicated effectively in a form, language and manner that enables the
consumer to understand it. This is contradictory to the later statement on page 12: Once the consumer has been informed
appropriately, he or she must provide written informed consent excluding people who are unable to write for any reason.
Restrictions should apply only if it is clear that the design of the research including the consent process is evaluated by an
approved ethics committee as not being appropriate for participants and in relation to the aim of the research.

[1] Alzheimer’s Australia 2004, ‘Research consent for cognitively impaired adults’ recommendations for institutional review
boards and investigators, Alzheimer’s Disease and Associated Disorders, vol. 18, no. 3

[2] Dewing, J 2007, ‘Participatory research: a method for process consent with persons who have dementia’, Dementia, vol. 6,
no. 1, pp. 11-25
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[3] Murphy, K, Jordan, F, Hunter, A, Cooney, A & Casey, D 2014, ‘Articulating the strategies for maximizing the inclusion of
people with dementia in qualitative research studies’, Dementia, vol. 0, pp. 1-26

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

The commissioner should be aware however that research methodologies are not limited to Quantitative research i.e. the current
assumption of the HDC that research methods are either observational or interventional is problematic in and of itself. That is,
this assumption does not maximise the needs of people who may have difficulty providing consent potentially going against the
very principle stated on page 8 of the consultation document “nothing about us without us” In other words, Informed consent
is not a fixed and static event but rather a dynamic and ongoing social process.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Even if there is doubt about the reason for dissent or refusal, the researcher needs to assume that a person does not wish to
participate and in keeping with ethical and moral principles of avoidance of coercion. As outlined above however, the law
should be worded in such a way as not to risk further marginalising vulnerable people by assuming that expression of dissent or
refusal is final and definite. That is by viewing informed consent as a one off static event rather than an ongoing process. See
for example the method of process consent outlined by Jan Dewing [2].

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Delayed consent should be possible under the law under specific circumstances deemed appropriate by an ethics committee.

Alternative participants
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The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

It is not ethically justifiable to exclude people from the opportunity to participate in research both at the level of the individual
and the level of society.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

First, the premise that most research with incompetent participants is uncertain and/or does not benefit a particular participant is
highly problematic. There is evidence to suggest in our own field of gerontology and palliative care research that people
involved in research often receive better care than those who don’t as described on page 15: inclusion benefit, which is where a
consumer benefits from being enrolled in research because he or she receives better monitoring and care than is received
through standard care, or is helped by participating in a qualitative research process, such as an interview. For participants
reaching the end of life, this is highly significant. For these people participating in research may result in improved symptom
management and end of life care. These experiences can be enduring for family members who have to live on after the death of
the person. This may be particularly critical for example, for someone with a potentially reversible delirium for whom being
involved in the research improves quality of time and may even extends time for a person, family and whanau to discuss and
deal with unfinished business. For someone with advanced dementia cared for in an ARC setting, being involved in research
may mean increased interactions and engagement with others. For example, studies researching non-pharmacological
interventions for behavioural Psychological Symptoms of Dementia have highlighted that engagement in and of itself appears to
be the significant factor in the success of any intervention.

Further, there may be certain circumstances to carry out research with people who are unable to consent on the basis that the
research may be part of ‘usual practice’ and do no harm to the individual but may benefit their family, whanau and/or society.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
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No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 an ethics committee shoula
2

3

4

5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

In keeping with the law in other countries and highlighted in the consultation document, this would seem a reasonable
approach so that research ethics might be evaluated in context of the research and its application and population rather than on
a blanket rule while also providing a safeguard. This would require ongoing monitoring of the make up and standards of human
research ethics committees.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

As the consultation document highlights (Page 15), the current *best interests’ test: does not provide for any consideration of
the potential

for advances in knowledge that may benefit other people. Further it appears to privilege the decision-making of clinicians rather
than participants and the public and does not account for inclusion benefit.

In this instance where the benefit is unclear, it would be appropriate for a proxy consent process to be developed if the person
does not have the capacity to judge if it would be in their best interest. This should only apply If the person without capacity to
consent has legally designated and activated Endursing Power of Attorney (EPOA) for Health and Welfare. The EPOA is legally
bound to make decisions for the person unable to consent that are in best interests of the those unable to make informed
decisions. It would unethical to ask anyone to participate in research that would be harmful to them whether they have the
mental capacity or not to consent.

7.3 Please state the reasons you formed this view.
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Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

The NZ law needs to account for a more socially nuanced concept of informed consent that minimises the risk of a single
individual or health care provider/ other professional deciding on behalf of a person and that accounts for cultural context in
terms of autonomy and decision-making.

As discussed in question 7.2, the law should accommodate ways for a decision to be made to participate in research by the
designated and activated EPOA for the person unable to consent.

‘Best interests’ should not be decided by one person or one health care provider alone.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

[
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Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Only when the EPOA is legally designated and activated.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

when nominated by the incompetent consumer as their substitute decision-maker through an EPOA.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

The consumer’s responsible clinician (such as a GP, Nurse Practioner or specialist in the area that would have expertise in
determining capacity such as mental health, geriatrics or palliative care can indicate that they would not assess the person as
having the capacity to make an informed choice. If the person is deemed to lack to the capacity, then there should be a
provision for the legally designated EPOA to be able make a decision based on what would be in the best interest of the person
with

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?

Yes
No
Unsure

Please specify who.
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Researcher

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

The researcher should have some basic way of determining if the person has the mental capacity to make an informed decision.
If the potential subject/participant appears not to have capacity (and if this has not been recognised previously), then the
consumer’s responsible clinician and/or next of kin should be notified. The researcher should not determine participation in
research if the person has a known lack of capacity to make informed decsions.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 Actived EPOA/Welfard Gua
2 The consumers identificatic
3 Provider not involved in the

4 Researcher for ‘opt out’ onl
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5

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Thank your for providing the opportunity to contribute to this important consultation issue.

Please state your name

l |
' ]

publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Ethical approval of this research would ensure it is deemed valuable for all consumers, whether they could consent or not.
Many people with sepsis could not consent regardless of their previous health. We would want our designated next of kin (or
support person) to be informed and to help with the decision to be included

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

As per above, it would be appropriate to have the consumers designated next of kin or support person help with decision
making at a time when the consumer could not make that decision.

B.3 What are your views about “delayed consent”?

It would be imperative that the consumer be informed following if they regain capacity so that they have the opportunity to
understand the research, ask for results from the study and to decide against using their data in the study.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

People with dementia have the right to contribute to research if they would like to. Mental capacity is not black and white, but
rather runs along a continuum. Many people with dementia can make informed choices about being part of research if what is
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involved is clearly explained, but could not make more complex decisions such as those regarding finance. The consumer with
dementia should also designate a next of kin or support person they trust to help them with this decision making.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

Ethical approval of this research would ensure it is deemed valuable for all consumers, whether they could consent or not.
Many people with sepsis could not consent regardless of their previous health. I would want my designated next of kin (or
support person) to be informed and to help with the decision to be included.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
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Yes
No
Unsure

E.2 Please give the reasons you formed this view.

It is the same as the answer to C.2, People with intellectual disability have the right to contribute to research if they would like
to. Mental capacity is not black and white, but rather runs along a continuum. Many people with intellectual disability can make
informed choices about being part of research if what is involved is clearly explained, but could not make more complex
decisions such as those regarding finance. The consumer with intellectual disability should also designate a next of kin or
support person they trust to help them with this decision making.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Often the consumer may have a conflictual relationship with family members, or family members have conflictual relationships

among themselves. The consumer should be asked whom they would designated as their trusted next of kin or support person
to help them make decisions. If the consumer is unable to indicate their preference to be included in research or a trusted next
of kin or support person at all, then only designated and activated EPOA or welfare guardian should be used to obtain consent.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Exclusion from research of otherwise eligible persons with cognitive impairment for example (or with other health issues that
fluctuate) whether or not they lack capacity to consent is discriminatory and violates ethical principle of justice [1]. People with
cognitive impairment, for any reason, are entitled to have opportunities to participate in research. Furthermore, such exclusion
can further exacerbate already existing vulnerabilities by further marginalising people [2]. Research designs need to seek to
maximize opportunities for inclusion of people [3]. This translates as extending opportunities for informed consent based on
information provided beyond the written word. For example, using visual information, audio information, use of artefacts and as
stated on page 11: The information must be communicated effectively in a form, language and manner that enables the
consumer to understand it. This is contradictory to the later statement on page 12: Once the consumer has been informed
appropriately, he or she must provide written informed consent excluding people who are unable to write for any reason.
Restrictions should apply only if it is clear that the design of the research including the consent process is evaluated by an
approved ethics committee as not being appropriate for participants and in relation to the aim of the research.

[1] Alzheimer’s Australia 2004, ‘Research consent for cognitively impaired adults’ recommendations for institutional review
boards and investigators, Alzheimer’s Disease and Associated Disorders, vol. 18, no. 3

[2] Dewing, J 2007, ‘Participatory research: a method for process consent with persons who have dementia’, Dementia, vol. 6,
no. 1, pp. 11-25
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[3] Murphy, K, Jordan, F, Hunter, A, Cooney, A & Casey, D 2014, ‘Articulating the strategies for maximizing the inclusion of
people with dementia in qualitative research studies’, Dementia, vol. 0, pp. 1-26

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

The commissioner should be aware however that research methodologies are not limited to Quantitative research i.e. the current
assumption of the HDC that research methods are either observational or interventional is problematic in and of itself. That is,
this assumption does not maximise the needs of people who may have difficulty providing consent potentially going against the
very principle stated on page 8 of the consultation document “nothing about us without us” In other words, Informed consent
is not a fixed and static event but rather a dynamic and ongoing social process.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Even if there is doubt about the reason for dissent or refusal, the researcher needs to assume that a person does not wish to
participate and in keeping with ethical and moral principles of avoidance of coercion. As outlined above however, the law
should be worded in such a way as not to risk further marginalising vulnerable people by assuming that expression of dissent or
refusal is final and definite. That is by viewing informed consent as a one off static event rather than an ongoing process. See
for example the method of process consent outlined by Jan Dewing [2].

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Delayed consent should be possible under the law under specific circumstances deemed appropriate by an ethics committee.

Alternative participants
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The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

It is not ethically justifiable to exclude people from the opportunity to participate in research both at the level of the individual
and the level of society.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

First, the premise that most research with incompetent participants is uncertain and/or does not benefit a particular participant is
highly problematic. There is evidence to suggest in our own field of gerontology and palliative care research that people
involved in research often receive better care than those who don’t as described on page 15: inclusion benefit, which is where a
consumer benefits from being enrolled in research because he or she receives better monitoring and care than is received
through standard care, or is helped by participating in a qualitative research process, such as an interview. For participants
reaching the end of life, this is highly significant. For these people participating in research may result in improved symptom
management and end of life care. These experiences can be enduring for family members who have to live on after the death of
the person. This may be particularly critical for example, for someone with a potentially reversible delirium for whom being
involved in the research improves quality of time and may even extends time for a person, family and whanau to discuss and
deal with unfinished business. For someone with advanced dementia cared for in an ARC setting, being involved in research
may mean increased interactions and engagement with others. For example, studies researching non-pharmacological
interventions for behavioural Psychological Symptoms of Dementia have highlighted that engagement in and of itself appears to
be the significant factor in the success of any intervention.

Further, there may be certain circumstances to carry out research with people who are unable to consent on the basis that the
research may be part of ‘usual practice’ and do no harm to the individual but may benefit their family, whanau and/or society.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
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No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 an ethics committee shoula
2

3

4

5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

In keeping with the law in other countries and highlighted in the consultation document, this would seem a reasonable
approach so that research ethics might be evaluated in context of the research and its application and population rather than on
a blanket rule while also providing a safeguard. This would require ongoing monitoring of the make up and standards of human
research ethics committees.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

As the consultation document highlights (Page 15), the current *best interests’ test: does not provide for any consideration of
the potential

for advances in knowledge that may benefit other people. Further it appears to privilege the decision-making of clinicians rather
than participants and the public and does not account for inclusion benefit.

In this instance where the benefit is unclear, it would be appropriate for a proxy consent process to be developed if the person
does not have the capacity to judge if it would be in their best interest. This should only apply If the person without capacity to
consent has legally designated and activated Endursing Power of Attorney (EPOA) for Health and Welfare. The EPOA is legally
bound to make decisions for the person unable to consent that are in best interests of the those unable to make informed
decisions. It would unethical to ask anyone to participate in research that would be harmful to them whether they have the
mental capacity or not to consent.

7.3 Please state the reasons you formed this view.

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/2G35_bDBGUKIpQjUjalNhg 712



5/1/2017 Health & Disability Commissioner

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

The NZ law needs to account for a more socially nuanced concept of informed consent that minimises the risk of a single
individual or health care provider/ other professional deciding on behalf of a person and that accounts for cultural context in
terms of autonomy and decision-making.

As discussed in question 7.2, the law should accommodate ways for a decision to be made to participate in research by the
designated and activated EPOA for the person unable to consent.

‘Best interests’ should not be decided by one person or one health care provider alone.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

[
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Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Only when the EPOA is legally designated and activated.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

when nominated by the incompetent consumer as their substitute decision-maker through an EPOA.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

The consumer’s responsible clinician (such as a GP, Nurse Practioner or specialist in the area that would have expertise in
determining capacity such as mental health, geriatrics or palliative care can indicate that they would not assess the person as
having the capacity to make an informed choice. If the person is deemed to lack to the capacity, then there should be a
provision for the legally designated EPOA to be able make a decision based on what would be in the best interest of the person
with

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?

Yes
No
Unsure

Please specify who.
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Researcher

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

The researcher should have some basic way of determining if the person has the mental capacity to make an informed decision.
If the potential subject/participant appears not to have capacity (and if this has not been recognised previously), then the
consumer’s responsible clinician and/or next of kin should be notified. The researcher should not determine participation in
research if the person has a known lack of capacity to make informed decsions.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 Actived EPOA/Welfard Gua
2 The consumers identificatic
3 Provider not involved in the

4 Researcher for ‘opt out’ onl
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8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Thank your for providing the opportunity to contribute to this important consultation issue.

Please state your name

l |
' ]

publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

benefit to others
low risk to me as subject
non-invasive testing

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

B.2 Please give the reasons you formed this view.

both clinically accepted approved treatments with low risk

Patients have a right to a reasonable standard of care. That right has a corresponding obligation - arguably there is an
obligation for clinicians to conduct research to find out what the standard of care should be, based on evidence rather than
surgeon preference (which could be influenced by the company selling the product)

B.3 What are your views about “delayed consent”?

No such thing. An analogy would be having sex and then asking your partner for consent.

The preferable view is two stage:
1. Research without consent (modified right 7(4) which could take into account others' interests); followed by
2. informed consent once patient able to consent (obviously for the capacity group only).

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

increased rate of dementia in society is leading to an increased knowledge of how to manage people with it.
potentifial to increase quality of care
inclusion benefit
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BUT would want pts who become distressed withdrawn from the study and for that data to be included in the study.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heart initially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

risk too high, benefit unknown.

D.3 What are your views about the proposed “opt out” process?

inadequate for a trial with the potential for such bad outcomes

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
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Yes
No
Unsure

E.2 Please give the reasons you formed this view.

would need to knwo more about the % of suicide risk.
benefits of the drug are unknown
drug unavailable so even if cognition did improve it would not be a permanent benefit which could cause harm to the patient

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

risk too high
benefit illusory
family may not have the patient's best interests at heart - many do not

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

yes because they are patients too - with the right to be involved in research, especially if it is research that could offer benefit to
them.

not including them in research has the potential to give distorted outcomes.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

no other group that can be studied

minimal risk

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.
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Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

could be involuntary/reflex action - would need to have clinical input for each case

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

It doesnt make sense.

You cannot consent after something has happened. All you can do is say you would have consented had you been asked. but
because you were incompetent, you could not be asked. Therefore that part of the research was conducted without consent
and a legal justification should be found for it. Easy if 7(4) can be satisfied and not if not.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.
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Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

¢ be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and

disability research with adult participants who are unable to give consent?

Yes
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No
Unsure

6.2 Please give reasons for your answer.

extra safeguard of vulnerable members of society. ECs in theory will not be conflicted - not always the case with researchers.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

best equal interests

risk and burden thresholds

7.3 Please state the reasons you formed this view.

currently a lot of good research cannot proceed because of the requirement that inclusion is in the particular patients best
interests.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

https://fengage.ubiquity.co.nz/surveys/response/INQivfHiYk-qJAjUVBQiOg/sdkXmIgRoUW Ppw;jUjiliow 712



5/1/2017 Health & Disability Commissioner

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?
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Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)
Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
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Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA/WG

2 |family

3 provider not involved
4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

unsure whether the researcher should be involved as they could be conflicted

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.
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Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Started on 26 March 2017 at 12:20pm | Completed on 28 April 2017 at 1:13pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.
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I

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?

Yes
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No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.
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Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.
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Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No

Unsure
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6.2 Please give reasons for your answer.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 If research were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play differentroles in the
decision-making process or to make decisions in different circumstances).
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EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)
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Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research

Provide or withhold consent on behalf of the consumer
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Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

o O A W N -

.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Roche Products New Zealand Ltd welcomes this review of would like the HDC to consider the following 3 points

1. Right 7(4) - Code of Health and Disability Services indicates research can be considered if this is in the best interests of the
individual. Most clinical trials involving the research of new products are designed with equipoise where the potential of the new
product has yet to be established. Therefore, it can’t be claimed that trial participation is always in the best interests of an
individual. This element prevents NZ patients and researchers being involved in clinical trials of potential new and innovative
products. This also effectively prohibits patient access to treatments through clinical trials where no other therapeutic options
are available.

2. Consideration should be given to whether advanced consent has a place in clinical trials. In particular, this could enhance the
understanding of the wishes of patients with progressive diseases. A solution could be that the initial process of consenting to
participate in a clinical trial forms part of the patient’s advanced care plan.

3. Please be aware and consider the impact of Privacy Rule No.2 under the Health Information Privacy Code 1994. If in the
future consent is able to be provided by an authorised responsible person, it should be clear that this consent is applicable and
aligned with the relevant aspects of the Health and Information Privacy Code.

Please state your name

Organisation (if applicable)

|Roche Products New Zealand |
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HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.
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Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?

Yes
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No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes

Research with this group of people is important as they are the most vulnerable and they have a right to the best health
outcomes possible.

Without research, conditions that may or may not related directly to the reasons for a person's incapacity to consent cannot be
adequately explored. In addition, current practice cannot be adequately researched.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

Assessment of the degree of benefit to this person and others with a similar condition
Assessment of the risk of harm for this person and other research participants
Evaluation of current practice

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

I I
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Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Assessment would be difficult and would require the involvement of the people who know that person very well. Identifying that
person is not without difficulties

The principle should be that the person is, in a meaningful manner, 'consulted' and if there is clear refusal to the research
element then that should be respected

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Delayed consent (following some form of initial proxy consent by another) meets criteria related to informed consent being an
ongoing process rather than a single one off agreement. It also supports the principles of participation and dignity

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

While this would be best practice, some research cannot be undertaken on a group of competent persons
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Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

¢ be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

Not all benefits (or risks) can be ascertained at the outset of a study
Many intervention study research designs of a high quality require comparison/control groups
Where possible, after data analysis, a beneficial intervention can also be offered to the control group members

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others? Priority will vary depending

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQIOg/Y G5eJyEJUUWNFQjUjiDTWA 6/12



5/1/2017 Health & Disability Commissioner

No
Unsure

6.2 Please give reasons for your answer.

Independent, formal review should be a requirement, especially with participants who are unable to give consent.

This is congruent with the principle of protection.

In addition, for maximum benefit from research for other groups of consumers the results need to be disseminated. Few studies
can now be published without prior formal ethical approval

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

Risk and burden thresholds, but no benefit threshold

7.3 Please state the reasons you formed this view.

The combination of approaches seems necessary to balance the protection of individual participants while being expansive
enough to not unduly limit research which may have significant positive outcomes

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.
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Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?
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Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)
Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

While involving family and whanau may be appropriate in many circumstances it also adds additional complexity as there may
be no collective consensus, family may not include the authorized representative, and family and whanau do not automatically
act in the person's best interests.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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The clinician role is often to provide advice to the researcher as to the person's capacity to consent and be involved in the
research processes.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

If the clinician has specific knowledge of how that research may have additional risks for this specific person

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
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Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA
2
3
4
5

8.5 Please provide any other comments you wish to make about the decision-makers.

Individual circumstances and contexts would make it difficult to rank, however the researcher's role should be limited in this
step

Final comments

9. Please add any final comments or suggestions you wish to make.

Currently, there is little consideration of 'observational studies' that may use qualitative methods. Observational studies may
place a significant burden on participants and families (as well as having some indirect benefits that are not usually considered).

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.
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Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQIOg/Y G5eJyEJUUWNFQjUjiDTWA 12112



5/1/2017 Health & Disability Commissioner

Started on 28 April 2017 at 12:19pm | Completed on 28 April 2017 at2:21pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

It is in the interest of our patients and the health of the nation that such data is responsibly and anonymously collated to
improve future healthcare for all. We see minimal/no harms to participants in this research and if participants survive this event it
is conceivable that they may have another serious infection in the future and therefore benefit directly from this research.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

B.2 Please give the reasons you formed this view.

Currently the opinion of the neurosurgeon alone would determine which treatment patients received.

Although most doctors think they are recommending products in the patient's interest, they may be unduly influenced by the
manufacturers of such products either consciously or subconsciously.

We would rather people were given products that were proven in well designed studies to be better or cheaper than other
products (that were equally as good) and therefore would like to be part of research that helped to provide a higher quality of
evidence than one doctor's opinion.

It is in the interest of our patients and the health of the nation that such data is responsibly and anonymously collated to
improve future healthcare for all.

B.3 What are your views about “delayed consent”?

It can be argued that delayed consent is counter-intuitive regarding autonomy as treatments will have already been given and
the participant didn't get a say in that decision. However it can also be argued that it does to some degree respect participant's
autonomy, as they are firstly informed that they are involved in a study and secondly that they have the power to withdraw or
continue their involvement in that study.

Importantly delayed consent allows for participants who would have otherwise been unable to participate due to the severity of
their iliness to participate and accrue the benefits of the research. This also strengthens the quality of information attained by
the research which will be able to be generalised to the most unwell people.

People should not be unfairly marginalised and disadvantaged by exclusion from well designed minimal risk emergency and
resuscitation research due to the severity of their illness or injury.

We note that delayed consent has already been used successfully in several major studies conducted in Emergency and ICU
settings in NZ with very low rates of subsequent refusal to use data.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/feASdjHOC U69gw;jUjiDKfw 2112



5/1/2017 Health & Disability Commissioner

to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

We think that people with impaired capacity should not be unfairly marginalised and miss out on the benefits of participating in
the creation of on high quality evidence about their condition.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

We believe that there is true equipoise in this scenario and that it would be unethical not to conduct research to determine the
truth in this setting. In this setting the participants are dead and therefore the potential for harm by being in the research is
minimal (being in the research will not make you 'more' dead), although we acknowledge that survival with a severe
neurological deficit may be regarded by some as worse than death. If there is concern that the current treatment with adrenaline
may increase this bad outcome it is imperative that research is done to determine the truth.

People who survive cardiac arrest may suffer another cardiac arrest in the future and would therefore benefit directly from
participation.

D.3 What are your views about the proposed “opt out” process?

Our members believed that the 'opt out' option was a good one but were concerned about the practical application of such an
option. Public debate about consent processes for Emergency Research should be encouraged in NZ.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the frial, neither the participants nor
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the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

Members of our group had differing opinions on this issue so we are unable to provide a group consensus response.

One thought that people with Down syndrome should be able to be part of this research if appropriate consultation took place
with whanau / caregivers.

Another thought that participants may have materially benefited from participation and imposing the burden of written
informed consent on them (with reduced capacity to understand the information) would likely lead to systematically and unfairly
excluding them from the research.

Others thought that as the drug would not be made available after the trial was competed so there is no potential for long term
benefit for the participants and that as a result this proposed research was unethical (analagous to the historical situation where
expensive HIV treatments were studied in Africa then were only practically available in the West due to cost).

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

Again our group had differing views on this issue (between Unsure and Yes in response to the question).

One felt that sufficient protection would be given, while others expressed the following concerns

1. that prior research has suggested that there may be a disconnect between the surrogate's views and the participant's views
with respect to consent

2. As long as there is no doubt that the surrogate is acting the best interests of the participant.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.
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It does not make sense that clinicians are allowed to give potentially harmful or expensive treatments that have not been shown
to be beneficial in high quality studies, while at the same time we are not able to conduct studies which would demonstrate
whether these treatments are beneficial or not.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

The condition / persons for whom the research is proposed is such that informed consent is not possible to be obtained and the
study is in the public good.

The study should not be for the sole benefit of a commercial entity (private company) and clinicians conducting the research
should not benefit directly from enrolling the participants.

Studies sponsored by commercial entities in which clinicians or their departments are paid (per participant or otherwise) to
enroll participants should not be allowed to enroll incapacitated participants. In this setting the clinicians should definitely not
be the decision makers with respect to enrolling participants as they have a financial interest which may outweigh their
objectivity about whether it is in the best interest of the patient to participate

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

It does not make sense to have one rule for one group and another rule for another group. From a research participant's
perspective what is the difference who the researcher works for?

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

This is the closest we can come to finding out what the impaired individual actually thinks. Some people just don't like the
thought of being in a study and this is their right.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?
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Yes
No

Unsure

3.2 Please give reasons for your answer.

This is a reasonable suggestion and has already happened in several studies conducted in New Zealand, with very low rates of
subsequent denial of consent to use information. In this way people with the most serious illnesses are not denied the
opportunity to contribute to knowledge and potential selection bias in studies towards those who are less unwell will be
avoided. This way the quality of research and generalisabilty of the research results will be improved and those who are most
severe illness and injury are not systematically denied the right to participate in high quality public good research

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

This would be difficult to apply as a blanket rule. It may be valid for some intervention studies but for other intervention studies
it may be that potential benefits or harms may only be evident in those with more severe iliness or injury who are unable to
consent, so research on those who are able to consent may not be relevant or transferable. When there is minimal risk to
participants (eg observational research) then there should be no such requirement. The practicality of such a requirement is
unclear.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

This is the situation for all research into resuscitation for severe illness and injury. Currently we can treat such people with
treatments that have not been proven to be safe or effective, yet we are not able to conduct research to determine what the best
and safest treatments are, which does not make sense.
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If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 The people being studied
2 The research should be for
3

4

5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

It is very important that we build in protections for vulnerable people when it comes to research participation. Ethics committees
are the logical group to provide that protection and for research where informed consent is not possible (eg resuscitation from
cardiac arrest) then the ethics committee may be a surrogate decision maker.

In NZ currently there has been a centralisation of the HDECs and in parallel with this, the types of research which are currently
considered eligible for full committee assessment have been dramatically reduced.

In many parts of New Zealand there is great confusion as to who to go to, to obtain appropriate ethical review.

We believe that all studies should undergo some sort of review but that there will be varying levels of review required depending
on the type of study. Urgent clarification is required on this issue and should be applied consistently across the country.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

There should be a threshold test such that by participating in the research the person is at no greater risk of harm or benefit
than if they didn't participate (ie - there is equipoise between the treatments).
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7.3 Please state the reasons you formed this view.

It is illogical to allow doctors to give people unproven treatments and at the same time prevent them from doing studies to find
out which treatments are best.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.
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Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA
Whanau / family

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.
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Ethics committee

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA
Whanau

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

An ethics committee may grant a waiver of consent in the absence of other decision makers for research in emergency situations
for incompetent persons for studies that were minimal risk and were for the public good (not commercially sponsored / funded
studies).

This could be supplemented by a deferred consent process for either participants or relative / whanau.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

¢ Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA
2 Whanau

3 Provider notinvolved
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4 Ethics Committee
5 Researcher

8.5 Please provide any other comments you wish to make about the decision-makers.

Clinicians or Researchers should not be the decision makers when they or their department / hospital have a financial interest in
enrolling participants (ie they are being paid per participant by a company to do a study on that company's product).

This is different to the situation where reasonable costs of the research are being met by a competitive public good research
grant (HRC grant or similar), in which case there should be no per-participant payment but a general payment to cover the
reasonable costs of the research.

Final comments

9. Please add any final comments or suggestions you wish to make.

I have submitted this collective response on behalf of the New Zealand Emergency Medicine Network, a collaboration of
Emergency Medicine doctors, nurses and patients who are interested in emergency research which I currently chair
(https://www.nzemn.org/).

I and other individual members of the network have also separately responded to the survey as our individual views may differ
slightly for some questions. I have endeavoured to represent the group's views in our consensus response.

I would also like to draw the Commissioner's attention to the following systematic review which concisely summarises the world
literature on this topic:

"Key stakeholder perceptions about consent to participate in acute iliness research. Gobat et al, Trials (2015) 16:591."

Please state your name

|Dr Peter Jones |

Organisation (if applicable)

On behalf of the New Zealand
HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are

subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the currentlaw. If any
change to the Code is recommended, further consultation will be conducted.

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/feASdjHOC U69gw;jUjiDKfw 12112



5/1/2017 Health & Disability Commissioner

Started on 28 April 2017 at 9:13am | Completed on 28 April 2017 at 2:26pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

My treatment will not be amended and the moments of discomfort (if I was able to feel them) due to a few extra tests are
neither here nor there in the scheme of things.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Both products are approved. I would get one or the other anyway. Where there are two products available it must surely be a
good thing to study, compare and contrast them.

B.3 What are your views about “delayed consent”?

I am uncomfortable about delayed consent. The people I support who are not able to give their informed consent now, are
never likely to be able to. However, as long as there are safeguards in place governing the types of research allowed without
informed consent (see answer to 1.2 later), it may not much matter.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

Psychosocial needs sounds much more exciting that the usual task-focused stuff, but even if I landed up in the conventional
care group, the extra attention has got to be worth it, especially as I could always tell them to sod off if it got a bit much, and
they'd have to respect that.
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Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

I have a friend who is alive only because she was given a jab of adrenaline. I would not be in the slightest bit interested in being
part of a study where I may be given salt water when my life was in danger.

D.3 What are your views about the proposed “opt out” process?

I appreciate Dr D's difficulties, but this kind of research should only be done with people who are able to give informed consent.
People should not be placed in the position where they have to opt out of something that could have serious ramifications if
they forget or don't get round to doing so. I do not agree with the opt out process in this situation. There must be some other
way of assessing the use of adrenaline.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?

Yes
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No
Unsure

E.2 Please give the reasons you formed this view.

It is far too invasive: both in terms of taking a drug with the potential to cause a significant and undesirable side effect, and in
terms of 6 hour assessments. It is not known if there will be any beneficial effect, (we are not told the results of the study on
people without Down Syndrome), and the study has a whiff of the unnnecessary guinea pig about it.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

While there's probably always going to be the rare exception, my experience of family/whaanau/caregivers is that they generally
bend over backwards to support and look after the interests of people who are unable to give informed consent. They are
generally excellent advocates, genuinely interested in the wellbeing of the person, and fierce defenders of people's rights.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes, because research is to be supported, but only when the criteria in 1.2 are met. We are crying out for more research, but it
has to be done with respect shown to the sanctity of the individual.

There is plenty of research urgently needed, for instance in relation to people with Learning Disabilities, which could be done
with people able to consent. The differences in life expectancies (males with LDs 59.7 years cf males without LDs 78.4 years,
and females with LDs 59.5 cf 82.4 - Ministry of Health 2011) indicate that something is very wrong and needs addressing.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

- When the research would benefit that person or someone else

- and when there's no one who can consent available

- and when participation would leave that person in the same or better situation than before

- and when the research is observational and not interventional. Extra tests on blood or urine samples that would have been
taken anyway are fine, but extra blood samples being taken for the purposes of the research are not.

- and when a change in facial expression, sound or gesture that could reasonably be interpreted as showing dissent is acted on
and that person is removed from the study

- and when the research has Ethics Committee approval and the law applies to all types of research

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No

Unsure
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1.4 Please make any general comments you have about question 1.3.

It makes sense that all research should be covered by the same law, for consistency's sake.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

People who are able to give informed consent are also able to withdraw from the research if they are not happy about
something and don't want to continue with it. The same should apply for people who are not able to give informed consent.
The input of people who know the person well is important here, in interpreting their facial expressions, sounds, gestures and so
on.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

It doesn't sit right, to consent to something that's already happened. It would make a nonsense of the informed consent process
to allow this. Advance consent, on the other hand, is fine.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

It is grossly unfair to involve someone who can't consent, if there are others who can consent.
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Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

As long as the provisos in 1.2 are in place I can't see any reason for someone who is not able to consent not being included in
studies that benefit humanity. It would be no skin off their nose, and they would be doing something good for the community
in the same ways as others do.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No
Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?
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Yes
No
Unsure

6.2 Please give reasons for your answer.

Ethics Committees provide an important protection for people who are unable to give informed consent.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 Ifresearch were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

I would however, like the best interests test to be extended to include benefits to other people, as long as all the other
safeguards apply.

7.3 Please state the reasons you formed this view.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.
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8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play differentroles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No

Unsure
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If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1 EPOA or welfare guardian
2 Family/whaanau

3 Provider notinvolved in the
4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments

9. Please add any final comments or suggestions you wish to make.

Thank you for the opportunity to give my views.

Please state your name

Organisation (if applicable)

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.
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If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the currentlaw. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

This example is about managing a serious health condition. The research would not affect the patient's treatment and would not
have any negative impact on them.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

The two drugs had gone through clinical approval, so this research was not medical experimentation in the sense of determining
drug safety. And as the evidence does not give preference to one drug over another, the patient would experience neither a
benefit nor a disadvantage.

B.3 What are your views about “delayed consent”?

Only applicable in urgent and emergency situations, and not appropriate for planned research.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

Consent can be determined for people with cognitive impairment as a process of ongoing monitoring of what happens as the
result of their involvement in the research; and not necessarily a black/white informed written consent in advance. If the patient
shows distress at being involved, they should immediately be removed. This is the responsbility of the researcher and the care
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support system involved.

In addition, this specific treatment shown is assumed to be in addition to the ordinary care and support the patient gets, so they
should be no worse off unless the change or the new treatment itself is not welcomed by the patient.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?

Yes
No
Unsure

D.2 Please give the reasons you formed this view.

The invasiveness of this treatment and the possibility of serious consequences suggests that alternative ways of testing the
hypothesis should be explored.

D.3 What are your views about the proposed “opt out” process?

This is not reliable and assumes everyone has access to perfect information about the research. Opt out would only be
responsible to use in situations where there was a guaranteed ability to make a choice, for example if driver licensing system
changed to an opt out for identification as an organ donor and a decision was needed during application.

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.
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E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?
Yes
No
Unsure

E.2 Please give the reasons you formed this view.

Having Down's syndrome is not a medical condition that should be treated by medication. This proposal assumes a negative
view of people with Down's syndrome. There does not seem to be any positive benefit from the drug for people with Down's
syndrome.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

This treatment appears to be a form of medical experimentation that is not in the best interests of the people with Down's
syndrome. The opinion of carers/family members will not alter the research and cannot displace the responsibility to support the
rights of people with Down's syndrome themselves.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes, in limited circumstances. I agreed with the English and Scottish approaches, where any research must be ethically approved
mandatory, and there should be ongoing monitoring by people independent of the research to determine any distress or
expression by the patient that indicates their willingness to withdraw from the research. Such research should indicate a clear
and positive benefit for people, whether it includes the patient directly or not.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

The patient who are non-consenting should be supported by independent advocates/people who know them so there is
ongoing monitoring through out the research to ascertain whether the patient expresses their intention to withdraw. Any
identified expression should be acted on immediately.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?

Yes
No

Unsure
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1.4 Please make any general comments you have about question 1.3.

All research that impacts on people who are not able to independent consent to participate should be covered by the same rules
and safeguards.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Consistent with the UNCRPD and modern approach to recognisting the rights, will and perferences of disabled people on an
equal basis with non-disabled people, any expression of dissent must be acted on. It is important that an independent
advocate/someone who knows the patient is present to determine consent/dissent, even if the communicate is through physical
behaviour.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

Delayed consent is not consent.

It can only apply during urgent and emergency situations, which is already covered under duty of care in the code of rights.

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.
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The risk of negative impacts on incompetent persons is too great to bare. The State has an obligation to protect those who
cannot protect themselves. The chance that an incompetent person is not able to communicate or express pain or other
negative consequences from research is too much to risk, regardless of the benefits.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

¢ be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

* be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

A balanced approach should be taken. Any involvement of incompetent persons must be accompanied by safeguards to ensure
their ongoing assent at being involved. This is often through the involvement of independent advocates/support people who
know the patient really well.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes

No

Unsure

5.4 Ifthe answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 Has signficant benefits to o
2 Not exclude benefitting the
3 Formal and mandatory ethr
4 Safeguards in place for the
5

Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.
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6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

Formal ethics approval would give an alternative look at whether the research's methods were necessary, and determine that
safeguards are in place.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 If research were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

Who is determining the best interests, and how does it relate to the incompetent patients themselves? There should be a high
bar to cross before any research is conducted on people who are incompetent to preserve their dignity and safety. Researchers
must prove that the involvement of people who are incompetent is necessary and not just desirable. There should also be clear
benefits gained from the research, which does not harm the incompetenet persons.

7.3 Please state the reasons you formed this view.

The risk of harm and maltreatment is too great to allow open participation in research for people who are incompetent, without
strong safeguards in place.

Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

More attention in law should be to recognising the rights, will and preference of people, and for its expression to be acted on,
consistent with the UNCRPD.
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8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Every person can communicate. Some people may not communicate intentially. However, such a person may be able to express
preferences that other people, who know them well, can understand and therefore can act upon. More attention should be put
to support people who are ordinarily deemed incompentent so their expressions of will and preference can be recongised and
acted upon. The more people who know an incompetent person the better will be the understanding of their communication.

Peope who are attorneys or guardians may not themselves have a good understanding or relationship wiht the incompetent
person.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes

No
https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/1mT6dN b8XEG83AUjj TZmw 8/12



5/1/2017 Health & Disability Commissioner

Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

The views of family/whanau are a critical input to decision making about an incompetent person. Bt they should not form the
whole position about an incompentent person. Family members will likely know the incompetenet person well.

Additional comment.

It is also valuable to involve others who knows the incompetent person, such as friends, to inform the incompetent's person's
decision making, or at least monitoring of any expression of dissent.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider not involved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.
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Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

People who are close in relationship with the incompetent person and who knows them well. Particularly if they understand the
communication style of the incompetent person and can help with others to understand expressions of will and preference.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.
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Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/A group of people who kno
2
3
4
5

8.5 Please provide any other comments you wish to make about the decision-makers.

It is preferable that a group of people who know the incompetent person well should be involved together in determining they
should particiate.

Final comments

9. Please add any final comments or suggestions you wish to make.

There is a lot to be learned from over seas on finding a different balance for NZ on benefits from inclusion in research, so long
as there are adqueate safeguards in place to identify any expression of dissent.

All research should abide by similar mandatory approach.
Guidelines could be developed to enable better understanding of research and the benefits/risks of being involved.
Any change must be consistent with the UNCRPD.

Disabled people and their representatives should be involved in the research planning and implementation as much as practically
possible.

Please state your name

Organisation (if applicable)
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Office for Disability Issues, Ministry of
HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take
your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.

https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/1mT6dN b8XEG83AUjj TZmw 12112



5/1/2017 Health & Disability Commissioner

Started on 28 April 2017 at 10:10am | Completed on 28 April 2017 at2:49pm

Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.
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Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?

Yes
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No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes.

New Zealanders for Health Research (NZHR) was formally established in November 2015 to lift investment in health research
from all sources including government, industry and philanthropy. Our members include University of Otago, Massey University,
Victoria University, the Malaghan Institute, Merck, Sharp and Dohme, Roche, AbbVie, CureKids, Auckland Medical Research
Foundation, and the Cawthron Institute.

Our ultimate aim is to achieve improved prosperity and health for all New Zealanders, and we believe that well-resourced,
appropriately directed high quality health research is a key contributor to these outcomes. We therefore have an interest in
seeing the removal of unreasonable or unnecessary constraints on New Zealand'’s ability and capacity to undertake health
research. In principle we support the permissibility of research being undertaken on those unable to give consent where there is
demonstrated benefit to others provided that the wellbeing of those unable to consent is not compromised, and that a
mandatory independent consenting “on behalf” process is established.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

NZHR's position is that research on a person who is unable to give consent should be able to take place if:
e participation in the research is in that person’s best
interests (as at present), or
e participation in the research can be demonstrated
through a peer review process to be of benefit to
others, and
e participation in the research will not compromise care
delivery to, or health outcomes or wellbeing of the
person who is unable to give consent, and
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¢ consent is given on behalf of the person who is
unable to give consent, and

e such consent is given by somebody who is
appropriately qualified and/or authorised to do so and
is independent of both the researcher and that
person’s health care provider(s)

o the research is unable to be undertaken effectively
with people who can give consent, and

« the family or other authorised representative of the
person unable to give consent have no reason to
believe that the prospective participant would have
declined to consent had they been able to, and

e there is no explicit or implicit objection from the
participant

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

Any indication of non-consent should be respected, and the research should not proceed.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure
3.2 Please give reasons for your answer.
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Consent cannot be given or withheld retrospectively. However, consent to continue participating should be obtained if the study
is continuing, and irrespective of whether the research is continuing non consenting participants should, upon becoming
competent, have the opportunity to have data collected from them while they were incompetent removed .

Alternative participants

The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

* be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No

Unsure
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5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1
2
3
4
5
Any others?

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

NZHR believes that consenting on behalf of participants who are unable to give consent for themselves should be both
mandatory and undertaken independently of the researcher or the person’s health care providers. Ethics committee approval
provides an impartial mechanism for ensuring that the research is important and potentially beneficial to others, and minimising
the risk of undertaking research which the incompetent person would not have otherwise consented to.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 If research were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

The principal criterion should be that the consumer will not be worse off as a result of participating in the research.

7.3 Please state the reasons you formed this view.

Who decides?
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8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play different roles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker
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Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)

Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?
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Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

EPOA
Family

Additional comment.

A decision making provider should not be directly involved in the care of the patient unable to give consent

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
https://fengage.ubiquity.co.nz/surveys/response/INQivfHi Yk-qJAjUVBQiOg/GBsESg0SeOublwjUjh7J1Q 10/12



5/1/2017 Health & Disability Commissioner
or preventing serious damage to the consumer’s health.)
Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer

Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

¢ EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

1/EPOA or welfare guardian
2 Family

3 provider notinvolved in the
4

5

8.5 Please provide any other comments you wish to make about the decision-makers.

Final comments
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9. Please add any final comments or suggestions you wish to make.

Please state your name

|Chris Higgins |

Organisation (if applicable)
Ll;ew Zealanders for Health |

Sgarch
HSC wiﬁ publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take

your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

Happy for the information to be released.

Chris Higgins
Chief Executive
NZHR

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

B.3 What are your views about “delayed consent”?

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.
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I

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participate in the study, so Dr
D proposes to enrol consumers in the trial without obtaining consent. She considers that the research is important to ensure the
best outcomes for consumers who have cardiac arrests in the future, and that it cannot be conducted on consumers who are able
to provide consent.

To deal with this issue, Dr D suggests an “opt-out” process for consent. Consumers not wishing to be enrolled in the study would
be able to opt out by requesting a bracelet with “NO STUDY” engraved on it. Awareness of the study would be raised through a
public information campaign.

D.1 If you suffered a cardiac arrest, would you want to be part of the study?
Yes
No
Unsure

D.2 Please give the reasons you formed this view.

D.3 What are your views about the proposed “opt out” process?

Case Study E: Clinical trial of drug for people with Down syndrome

The study

Dr E wants to investigate whether a particular drug will improve the cognitive and learning abilities of people with Down
syndrome. He proposes a randomised, double-blind, placebo-controlled study. This means that some of the participants would
receive the study drug and some would receive a placebo (for example, a sugar pill). During the trial, neither the participants nor
the researchers would know who was receiving the drug. Participants would be required to undergo regular six-hour assessment
visits to check their progress.

The study drug has already been tested on people without Down syndrome. That research provided some information about the
possible risks and side-effects of the drug, including that, for some participants, itincreased the incidence of contemplating
suicide. However, there may be other risks or side-effects that have not yet been discovered. In particular, the effects of the drug
on people without Down syndrome may be different from those on people with Down syndrome.

Itis not known whether the drug will have the desired effect on cognition or learning (or any other beneficial effects). However, itis
likely that even if the drug did lead to an improvement in cognition for the research participants, the effect would be temporary
because the drug would not be available to participants after the conclusion of the trial.

Some adults with Down syndrome may be capable of providing consent if given appropriate support and information. Those
consumers could then be enrolled in the study in accordance with ordinary consent principles. Dr E proposes also to enrol
participants who are not able to give consent because the effects of the drug on those participants may be different. Dr E proposes
to consult with family/whanau/caregivers and, if they express objections, those participants will not be enrolled.

E.1 Do you think people with Down syndrome who are unable to give informed consent should be part of this research?

Yes
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No
Unsure

E.2 Please give the reasons you formed this view.

E.3 Do you think the proposed consultation with family/whanau/caregivers gives sufficient protection for participants who
are unable to give consent?

Yes
No
Unsure

E.4 Please give the reasons you formed this view.

In this part you will be asked whether you think the law should remain as itis or be changed. We would like to know what factors
or criteria you think should be taken into account when considering whether incompetent adults should be research subjects, and
who should be the decision-maker(s).

The case studies may have helped you to form an opinion about whether our existing law draws the line in the right place and, if
not, where you think it should be drawn. You may find it useful to refer back to them when considering the consultation questions
to follow.

Click here to view the case studies on our website.

You do not need to answer all of the questions for your responses to be considered by the Commissioner. Leave blank any
questions that you do not wish to answer.

1.1 Doyou believe research should ever be allowed to proceed with adult participants who are unable to provide informed
consent? If yes, please state the reasons why. If no, please state the reasons why not.

Yes. It is our contention that “low risk — low burden” research could safely proceed with adult participants who are considered
to be unable to provide informed consent. This response is qualified by stating that all such research should be subject to
rigorous ethical review. From a social research perspective, researchers have been able to learn a lot about the lives of people
with complex impairments through observational, often ethnographic research. Many of the individuals who have taken part in
such research have not been able to provide informed consent in the conventional sense but have contributed to improved
understanding, supports and services related to other people in similar circumstances in the future. In some cases, their
involvement in research of this nature has led to an immediate improvement in support practice. In summary, allowing low-risk /
low burden research with people who are unable to provide informed consent in some, carefully controlled contexts, facilitates
greater understanding of key issues and questions. With specific reference to people with disability, restricting all opportunities
to conduct research on their perspectives, experiences, and social realities could lead to further marginalisation.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.

As noted above, research that utilises low-risk methodologies (typically observational research) and creates a low burden for
participants should be allowed to proceed in some circumstances. Most critically however, all research involving people who are
unable to consent should be assessed by an independent, accredited ethics committee, for both scientific validity and
responsiveness to ethical considerations. In the case that a person is unable to provide informed consent facilitated decision
making should be applied. Facilitated decision making is a process, a process whereby other people who know the focus person
well should be applied. While others ultimately provide the consent on another person’s behalf, they do so in keeping with their
best judgment of what the person’s will and preference would likely be. Again, approval should only be granted if the research is
non-experimental, low risk, and low burden.

The Code provisions relate to health and disability research conducted only by a health care or disability services provider.
Research relating to health and disability issues is also conducted by non-providers, for example, some academic research.
Given that such research is outside the jurisdiction of the Commissioner:

1.3 Do you think the same laws should apply to all health and disability related research?
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Yes
No
Unsure

1.4 Please make any general comments you have about question 1.3.

We hold the perspective that all proposed research projects should undergo consistent and rigorous ethical procedures to
safeguard ethical and respectful practice. The Code in its current format limits the potential to pursue valuable research with
participants who cannot provide informed consent. In our experience, the Code provisions have a threshold that would have
excluded a lot of social research (conducted by non-health and disability providers) that has led, either directly or indirectly to
increased knowledge of particular health conditions and impairments, and to important improvements in health care and
disability supports and services. In short, this research has led to revisions of policy and practice that has contributed to
improving the overall welfare of marginalised populations. The H&D Code precludes health and disability providers to conduct
scientifically rigorous, low-risk, low-burden social research, and creates a sense of unease for researchers who are not subject to
the Code and therefore legally able to pursue such research. That is, researchers not employed within health and disability
services recognise an inequity in practice that has the potential to be to the disadvantage of people whose lives we seek to
improve through research.

Dissent

Some people who are unable to make an informed choice to participate in research may be able to express dissent or
refuse the procedures involved, for example, by way of facial expressions indicating pain or fear.

2.1 Should the law state expressly that irrespective of the person’s level of competence any expression of dissent or
refusal to participate in research must be respected?

Yes
No
Unsure

2.2 Please give reasons for your answer

It is important that researchers see informed consent as a process, not a discrete act, and continue to check in with participants
throughout the research. Linked to this, even if people are able to communicate verbally, it is critical that researchers remain
attuned to signs of assent or dissent within research. In most circumstances, persons who are regarded as not being able to
provide informed consent can provide verbal, body language, and other expressive cues that indicate whether they are
comfortable with the research and its processes. These expressions and signs are present in research processes with participants,
irrespective of competence. It is through non-verbal (body language, alternative communication, etc) and verbal expressions
that people can convey their interests, will, and preference.

Delayed consent

In some jurisdictions, researchers may be permitted to carry out research on a person who is temporarily unable to give
informed consent provided that the researcher obtains delayed (retrospective) consent from the participants after they
regain the ability to consent. Delayed consent is not permitted under New Zealand law.

3.1 Do you think the law should be changed to allow researchers to obtain delayed (retrospective) consent to research
after incompetent participants regain competence to consent?

Yes
No
Unsure

3.2 Please give reasons for your answer.

We do not think that the law should be changed to enable delayed consent. Delayed consent does not provide participants
options for meaningful choice in whether they participate in research.

Alternative participants
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The NEAC guidelines require that studies should not be performed with vulnerable groups if the studies can be performed
adequately with other groups. However, this ethical standard is not a legal requirement.

4.1 Do you think that there should be a legal requirement that, before research on incompetent persons is permitted, the
researcher must show that research of a similar nature cannot be carried out on competent persons?

Yes
No
Unsure

4.2 Please make any further comments you have about question 4.1.

Yes. However, we would like to reiterate our earlier view that low risk, low burden research should be permitted on the grounds
that we need to build a body of evidence that will necessarily require the participation and knowledge of people who are
regarded as unable to provide informed consent. It is important that people who are regarded as unable to provide informed
consent are still meaningfully included in research so that evidence can inform law, policy, and practice.

Interests of others to be taken into account

There are different possible criteria about the people who might benefit from research conducted with other people as
participants. Examples of such criteria are requirements that the research:

¢ be permitted only if it may benefit others who have the same or a similar condition to the participant

* be connected to the impairing condition that prevents the participants from being able to provide consent

* be intended to provide knowledge of the causes or treatment of the impairing condition that prevents the participants
from being able to provide informed consent

¢ be intended to contribute to significant improvement in scientific understanding of the incapacity suffered by the
participants.

Given that in most research on incompetent participants any benefits for participants are uncertain, but the outcomes may
benefit others:

5.1 Should research on an incompetent participant be permitted if the research may or may not benefit the individual
participant, but may benefit other people?

Yes
No
Unsure

5.2 Please give reasons for your answer.

Best interests within research is difficult to meaningfully ascertain, and as a result it could be interpreted that no research can
confidently be judged as meeting the standards of a best interests test. A necessary qualification to this view is that that research
should be consistent with a participant’s/potential participant’s will and preferences. In the disability sphere The United Nations
Convention on the Rights of Persons with Disabilities signposts a shift away from notions of “best interests” (that is other people
making judgements what is best for someone else) to that of will and preference (whereby extensive effort is made to ascertain
what the person would be likely to want). Many individuals who fall into the category of being unable to provide informed
consent, are also now subject to the UNCRPD. Furthermore, a significant amount of social research (ethnography, narrative
studies, etc) falls into the category of research that does provide not direct benefit, but is designed to contribute benefits to
people with the same impairment or condition in future. As an organisation that conducts social research, we have seen the
importance of such research in making changes in the future that counter the marginalisation people experience. Consideration
of international legislation that has addressed this issue is recommended to inform the New Zealand context. Such legislation
must align with the UNCRPD.

If the answer to question 5.1 is yes:
5.3 If the proposed research may or may not benefit the incompetent participants, but may benefit others, should there be
criteria about the group of people that it is intended to benefit?

Yes
No

Unsure
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5.4 If the answer to 5.3 is yes, please indicate the criteria that you think should apply and indicate the order of importance
of the criteria with 1. being the most important and 5. being the least important.

1 Low risk

2 Low burden

3 Observational methodology
4 Assessed by individuals kn
5 Focused on developing un

Any others? Rigorous safeguards

Ethics committee approval

An option for change would be to make ethics committee approval mandatory in all cases where the research involves
adult consumers who are unable to provide informed consent. This requirement could be introduced independently, or in
addition to other criteria.

6.1 Do you think researchers should be required by law to obtain ethics committee approval before conducting health and
disability research with adult participants who are unable to give consent?

Yes
No
Unsure

6.2 Please give reasons for your answer.

We believe that an external ethics process is important to ensure that researchers more actively consider the rationale for their
research, and how to recognise and address ethical concerns. In order to do this, external, skilled ethics committees are
required within the process to provide a safeguard against exploitation and / or abuse. We believe that key to such safeguards
are highly and diversely-skilled ethics committees that include exploration of the scientific validity of a project under their scope.
In our view, scientific validity (the suitability of the research methodology to the research aim or question) is a component of
ethics.

Ways to assess the advantages and disadvantages of participation by incompetent consumers in research

7.1 Do you think the current best interests test, which requires that the consumer would be better off participating in the
research than not participating, strikes an appropriate balance between protecting the rights of consumers who are unable
to give consent and allowing research to proceed?

Yes
No
Unsure

If you answered “No” to question 7.1, please answer question 7.2.

7.2 If research were to be permitted to proceed without the consent of adult incompetent participants, what criteria/tests
do you believe should be used to assess the advantage and disadvantage to the participants?

Risk-burden criterion

7.3 Please state the reasons you formed this view.

Social (observational) research often has the purpose of countering the marginalisation of particular groups. Given the nature of
this type of research, much would be unable to proceed under the best interests test. Many of the participants who have taken
part in such research (people with disability) within the context of our own organisation place value on working towards
improving society for marginalised people; therefore, we place value on research that could be beneficial in the future although
it may not be directly beneficial to the research participant. However, our approach prioritises low-risk-burden research that is
consistent with the ongoing will, preferences, and assent of individual participants.
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Who decides?

8.1 Do you think there should be any change made to New Zealand law regarding who decides whether an incompetent
consumer will be enrolled in a study?

Yes
No
Unsure

8.2 Do you think there should be any change made to the roles played by the various possible decision-makers under
current New Zealand law?

Yes
No
Unsure

Additional comment.

8.3 Ifyou answered “Yes” to question 8.1 and/or 8.2, please complete the table below about possible decision-makers and the
roles you believe they should play in decision-making.

Please note that you may consider that a combination of decision-makers is appropriate (either to play differentroles in the
decision-making process or to make decisions in different circumstances).

EPOAs and welfare guardians

Should EPOAs and welfare guardians ever have a part to play in deciding whether an incompetent consumer is enrolled in
a study?

Yes
No
Unsure

If yes, in what circumstances should EPOAs and welfare guardians be involved in decision-making? Please select all that
should apply, or provide comment below if you prefer.

In all cases where an EPOA or welfare Guardian is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?

Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where an EPOA or welfare guardian is involved in decision-making, what role should he or she have?
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Please choose any of the options that you think should apply, or provide comment if you prefer. (A veto means the right to
refuse or reject permission for an incompetent consumer’s participation in research.)

Consulted by decision-maker

Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Vetoing and withholding consent powers can be useful for third-parties, so long as they prioritise the person’s will and
preference in those vetoing and consent decisions.

Family/whanau

Should family/whanau ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

If yes, in what circumstances should family/whanau be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where family or whanau is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where family/whanau is involved in decision-making, what role should they have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Provider not involved in the research (e.g., consumer’s responsible clinician or GP)
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Should a provider not involved in the research ever have a part to play in deciding whether an incompetent consumer is
enrolled in a study?

Yes
No
Unsure

If yes, in what circumstances should a provider not involved in the research be involved in decision-making? Please select
all that should apply, or provide comment below if you prefer.

In all cases where a provider notinvolved in the research is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where a provider not involved in the research is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

Other person

Should any other person ever have a part to play in deciding whether an incompetent consumer is enrolled in a study?
Yes
No
Unsure

Please specify who.

All of the named decision-making contributors in the table could potentially be involved in decision-making as is compatible
with a participant’s will and preference. We are of the view that it is important that the person themselves are permitted to
choose who they trust to best convey their interests, will, and preference and who is closest to them with regard to insight into
their will and preference. The scope of people who can be involved in decision-making should extend further to friends and
other close people, so to be consistent with the wider range of third-parties who factor as important in many people’s lives. This
is particularly pertinent with regard to people who are unable to consent.
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If yes, in what circumstances should this person be involved in decision-making? Please select all that should apply, or
provide comment below if you prefer.

In all cases where this person is available?

Only when particular criteria are met? (e.g., that the study is to be conducted for the purpose of saving the consumer’s life
or preventing serious damage to the consumer’s health.)

Only where the circumstances require that an urgent decision is needed (see, e.g., Case Study D)?
Only when other possible decision-makers are unavailable? (Please specify which decision-makers, below.)

Decision-makers.

Additional comment.

Where this person is involved in decision-making, what role should he or she have?

Please choose any of the options that you think should apply, or provide comment if you prefer.
Consulted by decision-maker
Power to veto consumer’s participation in the research
Provide or withhold consent on behalf of the consumer
Other

Additional comment.

8.4 Who do you think should be the final decision-maker when making a decision as to whether to enrol an incompetent
person in a research project? Set out below are some options.

* EPOA or welfare guardian

¢ Family/whanau

* Provider not involved in the research (e.g., the consumer’s responsible clinician or GP)
* Researcher

e Other

Please rank the decision-makers you chose in order of preference from 1. being your most preferred to 5. being your least
preferred. If you prefer a decision-maker other than those listed, please indicate the decision-maker.

o o1 A W N

.5 Please provide any other comments you wish to make about the decision-makers.
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The ranking of decision-making contributors is contingent on the subjective assessment of the person themselves and who the
person regards as better for advocating for their interests, will, and preference. In the case that a person is not able to convey
this, facilitated decision making should be employed. As previously mentioned, facilitated decision making is a person-centred
process involves all those people who know the person well, and who can contribute to decisions seen as most likely to be
aligned with the person’s will and preference.

Final comments

9. Please add any final comments or suggestions you wish to make.

Please state your name
|Brigit Mirfin-Veitch, Director |

Organisation (if applicable)

|Dona|d Beasley Insititute |

HDC will publish a report after the consultation period has ended. All submissions that you make on this consultation are
subject to the Official Information Act 1982.

If you consider that all or part of your submission should be treated as confidential, please state this clearly below and
indicate which of the grounds within the Official Information Act for withholding information you believe apply. HDC will take

your views into account when determining whether or not to release information.

Please note that any decision by HDC to withhold information is able to be reviewed by the Ombudsman.

This submission expresses the general position of the Donald Beasley Institute and was developed in consultation and
collaboration with all staff. For this reason, we have only answered the broad questions, and have not answered the questions
relating to the individual cases.

Thank you for your contribution to this consultation.
HDC, with the assistance of the Expert Advisory Group, will review all of the submissions received.

The Commissioner will then consider those submissions and decide whether to recommend any changes to the current law. If any
change to the Code is recommended, further consultation will be conducted.
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Health and disability research involving adult participants who are unable to provide informed consent

The right to make an informed choice and give informed consent before receiving health or disability services, including
participating in research, is the cornerstone of New Zealand’s Code of Health and Disability Services Consumers’ Rights (the
Code). The maxim “nothing about us without us” is an essential part of the culture of New Zealand’s health and disability sector.

In some circumstances it is appropriate and lawful to provide health or disability services to a consumer without consent. An
example is the provision of emergency life-saving treatment to an unconscious patient. However, it is more complex to decide
whether it is appropriate to include a person who cannot give consent to be a subject of research. At presentin New Zealand,
research on a person who is unable to give consent can take place only if participation in the research is in that person’s best
interests.

Currently, non-consensual research thatis notintended to provide a benefit to an individual participant but nevertheless may
provide important information of benefit to others cannot proceed because it does not meet the standard of being in the
participant’s best interests.

This consultation will focus on two fundamental questions: are New Zealand’s current laws regarding non-consensual research

appropriate and, if not, how should they be amended? Please note that this consultation is limited to research involving adult
consumers.

You do not need to answer all of the questions for your responses to be considered by the Commissioner.

Case Study A: Observational study measuring clearance of antibiotics during dialysis

The study

Dr A wants to study how quickly antibiotics used to treat septic patients in Intensive Care Units (ICUs) are removed by dialysis. It
is already known that most antibiotics are removed by dialysis to some extent, but the rate can vary. Consumers with severe
sepsis often require dialysis therapy due to acute kidney injury. A special form of dialysis is used for these consumers in the ICU,
but currently there is no information available regarding the rate at which that form of dialysis removes the antibiotics used to treat
sepsis. If antibiotics are cleared by dialysis at a faster rate than expected, the sepsis could be undertreated.

Dr A proposes a study involving acutely unwell septic patients in the ICU, who are unlikely to be able to provide informed consent
owing to the impact of the sepsis. Dr A will not amend the treatment provided to the study participants — they would be provided
with antibiotics and dialysis in the same way as they would outside of the study. However, Dr A would enrol the participants in his
research and measure the changes in antibiotic concentrations during the participants’ dialysis sessions. Changes would be
measured by a number of tests, including urine and blood tests that would not otherwise be performed.

Information from the study would not affect the clinical management of the participants, and they would not benefit from the
research. However, Dr A believes the data gathered may lead to more accurate dosing of antibiotics for other septic patients in
ICUs in the future.

A1 If you were a patient with sepsis and unable to consent, would you want the research to go ahead with you as a
participant?

Yes

No

Unsure

A.2 Please give the reasons you formed this view.

The research presents a potential benefit for the person as well as producing valuable knowledge that could help many others.
There is also minimal foreseeable risk to participants. However, participants need to have the ability to withdraw if they were
able to give consent, as the study contains tests that would otherwise not be necessary.

Case Study B: Clinical trial comparing two products used following neurosurgery

The study

Dr B wants to compare the safety and effectiveness of two products used to achieve a watertight closure of patients’ brain
membranes following neurosurgery. Both products have already been clinically approved and are commonly used by surgeons.
The current evidence does not indicate that either product is safer or more effective than the other, but no research has been
conducted that directly compares the two products.

Dr B proposes to conduct a study on consumers undergoing neurosurgery, who would be randomly allocated to receive one of
the two products. Dr B would then collect data about the safety and effectiveness of each product.

The consumers are mostly having surgery in relation to brain tumours and are likely to have reduced capacity to make decisions.
Some of the potential participants may have brain injuries, cognitive impairments, intellectual disabilities, mental ilinesses or be in
intensive care. While some of the proposed participants may be able to provide informed consent, others will not have the
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capacity to do so. Dr B believes that both groups need to be included in the research in order to gather useful data that can be
generalised to other consumers in the future.

Dr B intends to include consumers who are unable to give consent, and then seek “delayed consent” from any consumers who
regain the capacity to consent after the trial. If any of those consumers refuse consent after regaining capacity, their data will be
removed from the study.

B.1 If you were having this surgery and unable to consent, would you want the research to go ahead with you as a
participant?

Yes
No
Unsure

B.2 Please give the reasons you formed this view.

Both products are clinically approved and commonly used, therefore participants in the study would expect to receive a level of
care equivalent to non-participants. However, it would be essential that a robust review of the evidence was carried out and that
there was consideration of a range of outcomes relevant to the client. Additionally, this research should only proceed with prior
consent.

B.3 What are your views about “delayed consent”?

Delayed consent is never appropriate; consent is something which needs to be given before proceeding with research, otherwise
people may experience harm retrospectively.

Case Study C: Trial regarding care provided to consumers with severe dementia

The study

Dr C wants to study the care provided to rest home residents with severe dementia. Dr C believes that conventional care for such

consumers is task-focused, concerned primarily with the consumer’s physical needs and daily activities. Dr C thinks conventional
care may be neglecting consumers’ psychosocial needs, meaning that many consumers with dementia are spending many hours
alone and emotionally distressed. Dr C thinks that part of the problem may be that a dementia diagnosis is treated as diminishing

a consumer’s personhood, leading staff to reduce their efforts to establish and maintain relationships with the consumer.

Dr C proposes a study that would randomly allocate consumers with severe dementia into two groups, each group receiving a
different type of care. Group 1 would receive conventional care, which focuses on physical task-oriented practices and physical
needs. Group 2 would receive “interactive care”, an alternative to conventional care thatis intended to maintain personhood as
dementia progresses. “Interactive care” includes a greater focus on the psychosocial needs of the consumer. At this stage, there is
very little evidence about the benefits or risks associated with “interactive care”. However, Dr C believes that the proposed study
could supply evidence that would lead to improvements in the care provided to consumers with dementia.

Itis not known whether the research would be in the participants’ best interests. They would have to undergo additional
assessments as part of the research, but the additional assessments could benefit the participants if the increased contact with the
researchers was beneficial to them, or changes in their condition were picked up that would not otherwise have been noticed. On
the other hand, there is a risk that some participants may find the additional contact distressing.

The proposed trial would take place over four months. Researchers would assess the participants’ agitation levels, psychiatric
symptoms and quality of life before and directly after the trial period, and then again four months after the conclusion of the trial.

The fact that a consumer has dementia does not necessarily mean that he or she is unable to provide informed consent. Some
may be capable of providing informed consent with appropriate support, or they may have intermittent periods when they are able
to provide consent to participate in the research. Dr C also proposes to include in the study consumers who are not able to
consent.

C.1 If you were a person with dementia and unable to consent, would you want to be a participant in this research?
Yes
No
Unsure

C.2 Please give the reasons you formed this view.

There seems to be minimal risk to participants, which is outweighed by the potential benefits to participating in the research.
Additional assessments are unobtrusive and the proposed research embraces the social model of disability and is seemingly
aligned with dominant views across the NZ disability sector and consumer preferences for models of support. However, it would
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be absolutely necessary to seek formal ethical approval before commencement as well as establishing clear processes and
protocols for the intervention to stop if there is perceived harm to people involved. In this situation, there is also an opportunity
to evaluate the impact of observations and assessments as it is likely that personal contact is likely to lead to a positive outcome.
Consideration should also be given to first trialling the intervention on a group that is able to provide consent in order to build
an evidence base.

Case Study D: Clinical trial regarding use of adrenaline

The study

Dr D wants to study the use of adrenaline in the treatment of cardiac arrest. Adrenaline has been used as a routine treatment for
cardiac arrest for over 50 years, but its safety and efficacy have not been tested fully. Several previous studies suggest that while
adrenaline may help to restart the heartinitially, it may also lower overall survival rates and increase brain damage. While these
studies have led to significant concerns about whether adrenaline could be harming consumers, the body of evidence is not yet
strong enough to change current practice.

Dr D proposes a large clinical trial to gather further information. The trial would be randomised, double-blind and placebo-
controlled. This means that some of the participants would receive adrenaline and some would receive a placebo (in this case,
salt water). During the trial, neither the participants nor the paramedics would know who was being given adrenaline and who
was being given salt water.

No consumer undergoing treatment for cardiac arrest would be able to provide informed consent to participa