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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 tests are invasive; apart from the possibility that such tests can introduce additional infections, they are also the sorts of
tests that people would refuse if they were advised there was no medical benefit to their being tested in that way. If
recruitment is to take place during dialysis sessions, however, there is a possibility subjects are sufficiently able to express
preference. It's a lower bar to the capacity test, but one which may suffice in ethical terms.

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.

There is absolutely no certainty that the research design, as expressed, is capable of generating the findings sought.
Variables cannot be controlled, and analytical methods unsuitable for attempting their control.

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

Delayed consent is no consent. Consent must always be given prior to an event's occurrence if it is to be sought at all;
beyond the damage to the construct of consent, there are dangers of coercion and implicit coercion.

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.

It's not clear whether participation could be halted if the patient was showing signs of distress or otherwise unwelcome
effects. It's also not clear how frequently measurements would be taken (which would also provide an opportunity to
identify whether a patient had regained sufficient capacity). I'm not sure it's possible to make a general decision here on the
basis of the sketchy info.

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.

Any intervention that risks the life of a patient, whether immediately or downstream, must require explicit consent.

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

An opt out process is entirely unsuitable, and dependent on too many uncontrolled factors (awareness raising), and requires
particular action on the part of the entire possible population (wearing bracelets etc).

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.

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-q JAJUVBQiIOg/O_07VzKD00i58gjUYEGgbQ 312



4/28/2017 Health & Disability Commissioner

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.

Too many uncertainties with the study design; as noted, even in the event of benefit, it would be short lived. Importantly,
the idea that participants who cannot consent may show different effects to those who can is wrong footed: the capacity to
consent construct is a legal one, not something inherent to any diagnosis.

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.

Large sectors of the disabled population are treated like the property of their 'caregivers' and family. Whilst it may be the
case that many caregivers will always try to consider what they know or believe is a person's preference, they're often sold
duds on the basis of 'best interests' considerations concocted by practitioners. Beyond this, there are major issues of
vulnerability in this sector, and service users and their families can feel obligated to be 'helpful.' It's coercive and unsatisfactory.

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, but it very much depends on the nature of the research. Highly invasive research should not be conducted, irrespective
of possible benefit.

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

Study designs must be absolutely methodologically rigorous and subject to review not just by ethics panels (given the reality
that many ethics panels are comprised of people who understand little or nothing of research). There must be absolutely no
other way of getting the data. However, it's important to note that existing capacity provisions aren't particularly robust, and
it seems likely that many people are able to make decisions that mean something to them without being 'assessed' as
'competent.' Preference may be a better bar.

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.

An apartheid system would be very troubling. There is a tendency for particular groups to be disenfranchised: those with
mental illness diagnoses are treated as suspect; people with Downs syndrome viewed as property et cetera. Any disparities in
the legislation would likely be exploited to further dehumanise and annex such people, with consequent erosion of the rights
the CRPD is intended to protect.

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

Dissent is an expression of preference. I strongly believe that preference is a better bar than capacity; consequently, any
dissent must be correspondingly 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 is no consent. The idea is that there is some research to which certain persons could be compulsorily
subject. That seems a dangerous path to travel.

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.

There is a huge difference between 'vulnerable' groups and persons who lack capacity. In theory, there is no condition that
necessarily excludes capacity, although in practice persistent disorders of consciousness and other such impairments mean that
the only capacitous decisions are advance decisions. In addition, within a vulnerable group may be many individuals who are
less vulnerable, and who certainly have capacity. All persons in a 'vulnerable group' may have capacity. Capacity is, however,
a flawed concept. So this is an oddly worded question, really--hard to see how vulnerability and incompetence could be
conflated. It's really disappointing.

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.

Utilitarianism becomes very problematic when it becomes an obligation on others indifferent to the wider good. Considerable
erosions of liberty and autonomy here.

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.

I do think ethics committee approval should be sought and obtained, but that is not, in itself, enough. Many people on ethics
committees know nothing of research, the standard of proof required for different disciplines, what may or may not be
generated--and nor do many of them care to know. As the case studies demonstrate, any methodological lack (or lack of info
about methodology) can fundamentally alter the ethical considerations. Extra-agency peer reviews of methodology may be
the only possible assurance.

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 needs to be an identifiable potential benefit to the participant. If possible, there should be an identifiable guaranteed
benefit. Any potential harms should be absolutely minimal and very regularly screened for (at a higher rate than usual
monitoring for similar effects). Potential harms should not be permanent, or invasive.

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
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Additional comment.

Less emphasis on caregivers and ethics committees.

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.

Family/whanau
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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.

EPOAs.

Additional comment.

Also think that equal weight should not be given to all family members. Irrespective of legal status, a person's 'chosen' family
members should be consulted over eg. parents, siblings if there is doubt or disagreement. This is particularly the case for
persons with mental health conditions.

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 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 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.

Additional comment.

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-q JAJUVBQiIOg/O_07VzKD00i58gjUYEGgbQ 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.

Participation in research should never be subject to judicial application. I'm aware that some lawyers believe a court can
always decide on issues where capacity is thought to be absent, but there should be no compulsory participation in research.

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/clinician/GP
4

5

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

the researcher should never be permitted to make an unconsulted decision. Ethics committees have a very limited role in
determining the *sorts* of acceptable participants. The courts have no role here.

Final comments

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

Your consultation rests on the idea that 'capacity’ is an agreed concept and has meaning outside of the law. It doesn't. Be
far better to align this approach with the CRPD emphasis on will and preference, so that preference is the bar rather than the
assessment of capacity, which is flawed and foundering.

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.

why collect information and not use it to inform the patients care? Then the information can be useful to the patient.
What if they found as a result of the patient being in the study that a dose of antiobiotic was toxic?

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.

They aren't asking if they would want it removed , that part is done. They are asking if their data is used. The first scenario at
least had no change to treatment this one is much more vague.

Is it really neccesary to have this study done at all? If both of the products are safe and tested then why does the study
have any merit?

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

I have no problem with delayed consent when there may be a direct benefit to the patient. I have signifcant problems with
delayed consent when it involves an intervention and is not an observational 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 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.

The design of the study doesn't fill me with confidence that if I was distressed by additional contact that my enrolement
would cease immediately. This assumes that I would want to have more contact and not less.

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 subject is too serious to be managed with a placebo. I would expect that an alternative hypothesis is that death at the
time of cardiac arrest is even less when no adrenaline is used.

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

we don't even have an opt out process for something as serious as organ donation. Why should people be asked to opt out
of research when the enrolement occurs during a life threatening situation.

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 could benefit them directly. On the other hand it could cause them undesirable side effects that may be worse than if they
didn't have downs.

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.

the consultaion with family members is to ask if they think the patient would want to be enrolled and could tolerate the
possible impact of being enrolled ie side effects and monitoring

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.

if there is a benefit to them

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 there is no benefit and only risk of harm then no. Whereas if there is possiblity of benefit and a small amount of harm then
the possiblity the patient would have wanted to enrol if able to consent is high

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.

if @ person could be disabled by the research and they need to consent to the resaerch it must be under the remit of the
HDC

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

some people may have been grimacing before enrolment.

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.

Only if there was a possible benefit to the patient and the possible benefit was less than the likiehood of harm. ie
obervational rather than interventional studies

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.

wholeheartly agree.

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 if it interventions, when it is observational I am less bothered.

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.

it removes the need for good will

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.

I think the benefit versus burden question rasies a element of good faith that the researcher is wanting to improve the
experince of the particpant not merely understand science

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 just don't think it should be up to doctors or researchers. I think their focus is too narrow.

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.

next of kin

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 would expect the EPOA or welfare guardian to know what the consumer would want for themselves

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.

The first option about all circumstances when whanu are available would have been my prefernce however it is the when
available part that concerns me. The researcher may say they weren't here, hence they weren't available.

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.

they may be able to provide information about the consumer would want for themselves.

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.

it may be helpful to have as much insight as possible as to whether the person would have wanted to be enrolled. The issue
is how well the person being consulted with knowns the person the researcher wants to enrol
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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.

11
22
33
44
5

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

The researcher has an ulterior motive to enroll the person so they should have no say

Final comments

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

I think the current guidance is correct and should not be altered. Who does it really benefit?
We have such stringent rules because it protects a person's right to decide could erode that. Doctors have too much
influence now over what is deemed in the best interests of consumers. Please don't give them any more freedom to do that

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 1 March 2017 at 9:58am | Completed on 1 March 2017 at 10:50am

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.

If doctors don't already know the answer then they need to do experiments to find out. If this improves treatment for
people after me then this is fine. After all I'm only getting the 'best' treatment because of people before me.

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.

Yes. Otherwise people who have medical problems that mean they can't consent will never get the advantage of being in
studies or receive best treatment.

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

If people designing the studies have permission from ethics groups then I am happy they can decide what is best as long as
they talk to my family who can represent me. Even if my family were not available I would be happy

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.

People with dementia have the same right as everyone else to find medicines that may make them better. Otherwise any
iliness that affects your ability to make decisions will never be studied and patients who are unfortunate enough to suffer from
them will never have the chance everyone else does.

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.

Everything we know is only because of what other people have had done to them. We do not know if adrenaline causes
harm but, as you say, it has been given for 50 years. How has it been allowed to continue for so long? The issue is why this
hasn't already been resolved (after 50 years!), not whether people should or shouldn't be studied without consent.

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

If it is thought to be in the public interest (and, as before, ethics groups think it is fine) then opt out is not required, in my
mind. A public information campaign will @) not cover everyone (visitors from out of town) and b) cost money that should be
spent on the study for patient benefit.

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 patients with Downs have as much right as anyone else to benefit from studies. Not including them in studies is
discrimination.

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.

Family must always be listened to but they are not the patient (unless they have legal rights). They may not represent the
patients views and may be as biased as they accuse the doctors of being!

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 some types of patients may never be able to give consent but would benefit from these studies. They should
not be excluded from the benefit of both being in the study and the knowledge that is then gained to help these types of
patients.

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

Every study should be considered by a group of ethics experts that include medical, legal and patient advocates. If they
agree, and the study is closely monitored, then I have no problem with this. I presume this is what already happens.

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.

If its good enough for healthcare providers, it should also apply to academics. No-one should be exempt. The code of rights is
far ranging and protects many people.

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

Dissent, as with consent, must be informed. If dissent is not informed then it is irrelevant (as uninformed consent would be).
It should be decided if the person is making that decision with all the knowledge at hand by people who have expertise in this
area.

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.

See previous answers. Such patient should not be excluded from the benefits of research that wil help both them and then
others.

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 may be difficult to prove and highlights the difference between what is ethical & what is legal. Ethical permission should
be enough.

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.

Because every medical treatment we use is only allowed because it was shown to benefit someone else. We know what we
know because of others. This is the nature of our 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
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.

The ethics group are more likely to represent the patient than the researcher and able to see both sides.

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.

The patients has decided the EPOA represents their wishes legally so they should be consulted if time is available to do so

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.

Unless the patients has specifically appointed a family member to represent them if they are not able to make decisions (with
an EPOA) then they should not represent the patient. Their views may differ & this may not be clear when they speak 'for
the patient’

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.

They should be informed but not asked to provide consent if they have no EPOA

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.

The chance for consultation is during the ethics process not when putting the patient in the study

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
2
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 1 March 2017 at 12:04pm | Completed on 1 March 2017 at 3:16pm

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.

1. It is very important to study the sickest patients in the hospital so that we can learn how best to look after them.

2. Minimal risk to participation.

3. Societal benefits of participation clearly outweigh any risk.

4. The patient themselves may benefit from the knowledge gained in this study (if they are admitted to an intensive care 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.

1. The options here are to allow pseudorandom practice (i.e. random a essential random choice based on idiosyncratic
preferences of the doctor) and to learn nothing or to systematically study these products and learn which is actually better.
2. Currently, if a clinical trial were not occurring, Dr B would be highly unlikely to mention to the patients that these two
options even existed if a trial were not to occur because they could reasonably be regarded as equivalent. It is highly illogical
to say that pseudorandom practice based on idiosyncracities of what products are available in particular hospitals without
consent is acceptable but systematic evaluation of such differences is not.

3. I would not want the opportunity to learn from my illness to be wasted

4. Given that participating in this trial would appear to have no risks compared to standard care I consider that it would be
reasonable to proceed without any form of consent and to then have the opportunity to opt-out of use of my personal
health information in the study at a later time

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

I think that delayed consent would be fine; however, I consider that a simple information leaflet that provided information
about this trial along the opportunity to 'opt out' of use of heath data would be more appropriate.

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.

1. If we do not study patients with dementia we will not be able to improve their care

2. The study involves minimal risk and from the description the benefits of the new knowledge gained outweigh the potential
risks

3. Excluding the patients with dementia who are not competent will mean that the trial results will not apply to them. Asa
consequence, it is vitally important that they are included in the study so that they can potentially benefit from its findings.

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.

1. If we do not study the sickest patients we will not be able to improve their care.

2. The scenario describes a position of equipoise (ie. adrenaline might result in either better or worse outcomes than
placebo); consequently, participating in this trial represents an effective way to 'hedge one's bets'.

3. The benefits or conducting a trial of this nature clearly outweigh the risks and the collateral benefits to society far
outweigh any potential or perceived threat to individual patient autonomy.

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

The proposed opt-out process is completely impractical. The public information campaign would be prohibitively expensive
and, if this were the only acceptable approach, would effectively make conducting research of this type impossible in New
Zealand. Provision of information to patients when / if they recover along with an opportunity to opt out of use of their
health information if they choose would make more sense.

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
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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.

On the basis of the information provided it is difficult to form a view as to the relative risks vs. benefits of what is proposed.
However, if an ethics committee reviewed the background information supporting the hypothesis and considered that there
was a reasonable basis for the belief that the treatment being tested might improve cognition in patients with Down's I think
that the research should be able to be conducted. Excluding incompetent patients in this situation means they lose the
benefits of participation. Moreover, one would presume that if the treatment was demonstrated to be acceptable it would
potentially become available for patients in the future.

For me, the key issue is whether an ethics committee considers that the potential risks are sufficiently small that the benefits
of allowing the trial to occur outweigh 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.

I consider that family / whanau / caregivers would be well-placed to weigh up the pros and cons of trial participation.

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 we cannot study the sickest patients in the hospital, we cannot learn how to care for them best.

1.2 If you think such research should be allowed, please make any general comments about the
circumstances/restrictions that you think should apply.
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In the case of ICU research we are considering research in the sickest patients in the hospital. Such research is vital for the
health of New Zealanders. Every barrier to conducting such trials will delay acquisition of knowledge and potentially patients
will die as a result. In my view, we need a legal framework that allows ethics committees to consider the best approach to
use for the unique circumstances of each individual clinical trial. Sometimes this will be fully informed consent prior to trial
enrollment before the patient becomes unwell; sometimes it will be consent from a family member prior to enrollment;
sometimes it will be provision of information and the opportunity to opt out of participation or to opt out of use of a patient’s
information once competence is recovered.

Overall, I believe it is important that we have a system that appropriately balances the rights of individual patients to
autonomy and the societal benefits that result from studying the sickest patients in our hospitals in order to improve their
care.

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 same law should apply to all; however, it is very important that the law is sufficiently flexible that it does not dogmatically
restrict the conduct of ethically improved research. There is no reason why research that can legally proceed in nearly every
developed country in the world should be considered illegal in New Zealand.

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 depends on how the law were to be drafted. Interpreting whether such expressions represent dissent or not may be
extremely difficult and would be highly subjective. In general, though, an incompetent patient should be encouraged to
express their views whenever possible and their views should be considered.

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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It is not possible to decline something that has already occurred. A more appropriate framework is enrolment without
consent followed by consent for ongoing participation and / or use of private health information once competence has been
recovered. However, if this is what is being evisaged then absolutely it should be able to occur.

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.

There is no reason for this guideline to be enshrined in law. The law should simply state that all clinical research (both
observational and interventional) must be approved by a recognised ethics committee. Codifying aspects of ethical guidelines
iS unnecessary.

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 fundamental reason why such research is important. If we do not study incompetent patients, we cannot be
expected to improve their care.

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 approved by an ethics ¢
2 potential benefits from |
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 ethics review process provides an appropriate framework for considering whether or not a trial should be allowed to occur
and the most appropriate framework for informed consent for each circumstance.

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?

1. the risks of participation should be small and not disproportional to the potential benefits in terms of knowledge gained
2. the study should be approved by an ethics committee

7.3 Please state the reasons you formed this view.

If we do not study incompetent patients we cannot improve their care.

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.

Families should be consulted and should be involved.

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.

In the ICU setting, independent clinicians would generally not be available.

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.

Consideration of potential risks and benefits of participation for the individual patient.

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.

Clinicians involved in research who have expertise in both research and clinical medicine. These people generally have the best
understanding of the potential risks and benefits of participation.

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.

Where enrolment is considered appropriate this person should consult with family members as soon as it is practical and
reasonable to do so.

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.

It depends on the individual circumstances of the study. In my view, we need a legal framework that allows ethics

committees to consider the best approach to use for the unique circumstances of each individual clinical trial. Sometimes this
will be fully informed consent prior to trial enrollment before the patient becomes unwell; sometimes it will be consent from a
family member prior to enrollment; sometimes it will be provision of information and the opportunity to opt out of participation
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or to opt out of use of a patient’s information.

It would be highly undesirable for the law to be proscriptive in relation to ethically improved research that has the potential to
save lives and improve outcomes where the approach to informed consent is considered reasonable and appropriate by an
ethics committee

Final comments

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

No additional comments

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 1 March 2017 at 3:59pm | Completed on 1 March 2017 at 5:05pm

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.

a) There is no change in treatment envisaged whether the patient is in the programme or not;
b) Data from urine and blood tests could provide valuable information for future treatments;
c) Routine urine and blood tests would be being carried out on such a patient anyway.

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.

a) With random selection of the product used in any particular situation, there is no violation of the patient by invasion or the
introduction of another element into the surgery.

b) One or other product is routinely used already and the research is simply to compare the two in order to ascertain which is
more reliable and effective.

c) It is not as if the original surgery would be undone to implant the other product in the end.

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

That very much depends on what the consent is asked for. In this instance, personally I cannot see any problem with it, but I
realise that many people are hypersensitive to any information about themselves or their treatment being shared with anyone.

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.

a) I am unsure how the 'quality of life' would be assessed.

b) I am also doubtful as to just how one would go about obtaining consent under these circumstances. Even someone
supposedly rational might have difficulty in appreciating the object of the exercise.

c) What is the measure of 'severe 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, 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.

a) I might be the one who received the salt water!

b) The body of evidence does not support the research as yet.

c) Of course, if I am dead, there is no answer to the dilemma because it might not have been the adrenaline which caused by
departure.

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

At what stage would you ask someone whether or not he/she wanted to take part in the research?
A heart attack does not usually pre-warn the its imminent arrival or severity, and by the time it strikes, the patient could well
be unconscious anyway.

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.

a) The desired benefits to the patient have not been proved.
b) The possibility of suicidal thought following administration of the drug.
c) The fact that the drug would not be available following the research period.

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.

a) No family member is able to know absolutely what the person concerned, if fully cognitive and 'normal’, would choose.
b) Family would be imposing on the Down Syndrome person their own perception of the advantages/disadvantages of the
drug to the person.

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. As in the first two case studies, there are times when an unconscious patient's response to a particular treatment can
provide valuable information for future treatment of the condition.

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) There should be no invasion of the person by physical means.
b) There should be no change in treatment just to provide answers - only results should be assessed.
c) Lessons from the 'Unfortunate Experiment' should be kept in mind.

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.

Purely academic research smells of the 'Unfortunate Experiment'. If anything it should be under more stringent conditions
than those applying to health care or disability services providers.

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

You never know just how much a person who appears to be unconscious hears and understands. If there is any possibility
that the person is uncomfortable with the proposed treament/research programme, it should definitely not be carried out.

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 is too easy retrospectively to presume the patient has consented. After all, the research has already been done, so there is
precious little the patient can do about 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.

a) I wonder what research which is proposed on incompetent patients could not actually be done on competent people.
b) If the research cannot be carried out on competent persons, it seems like using the incompetent as guinea pigs.

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) It is using the person as a guinea pig.
b) The criterion as it stands is 'in the patient's best interests' - in this case, it would be for other people's best interest.

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.

a) Given the human propensity to push the boundaries, it would be all too tempting to assume that the proposed research is
in the patient's best interest.
b) There has to be sound ethical control of all such ventures.

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?

a) If the researcher is the one making the decision that participation is in the best interests of the patient, this is patently
open to abuse. Of course, the researcher would think that.

b) The researcher would have to be able to prove the advantage 'beyond reasonable doubt'.

c) The definition of 'advantage' and 'disadvantage' would need to be clearly set out.

7.3 Please state the reasons you formed this view.

a) Being of advanced years, I have seen too much of the ways human beings with an axe to grind can skew information to
bolster up their theories so they can get permission/approval for their schemes.

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.

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-qJAjUVBQiIOg/sNokCZBwmUKIvgjUYLvzig 712



4/28/2017 Health & Disability Commissioner

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/ EPOA or welfare guardi
2 Provider notinvolved in
3 Family/whanau

4 Researcher

5 Other

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.

This is a very contentious issue and I would probably have to ponder it for some time yet, but in general I would err mostly on
the side of incompetent patients not being involved in research without consent. The exceptions would be Case Studies 1 &
2.

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 would want the other patients that come after me to be able to benefit from this knowledge

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 potentially i as a patient would have either of the products, based on the individual surgeon preferences, i think it is
reasonable to have a trial that may show that one product is better than the other, or they may have same effectiveness but
the price different. I would want for NZ to benefit from the knowledge gained by my surgery and treatment. Also i know
that patients in trials get better follow up, so i would benefit from that regardless of the product outcomes.

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

I think delayed consent is acceptable, as i would not be able to give consent prior to surgery and it would be the only way i
can be enrolled in this trial.

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 would take part, again there is a strong likelihood of improving the standard of care plus extra attention is always beneficial.

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.

Also, “no study” bracelet is too broad, as i may be quite happy to take part during my ICU or CCU stay, but no in this
particular study.

I would support a study in this patient group that would be observational to see if one can collect evidence that adrenaline is
harmful in CPR( large sample size, as i presume that previous studies did not reach statistical significance), but not an active
study like this. Once you die, you die and there is no “fixing “option if NS did not work. The time is too precious during CPR
and there is no significant evidence to suggest that adrenaline is harmful or that we have a better option

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

The opt out option presumes that the honours are on the participant to decline, but in this case it is not practical/possible as
we don’t know when we will go in cardiac arrest, and therefore not many people will wear the bracelet.
In general, the opt out option acceptable in some of the studies, but not in this one.

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.

As in your scenario, the effect the drug has on healthy volunteers may be different to effect it has on the Down patients. So
if we want to improve the outcomes in people with the Down syndrome, we need to do clinical trials in this population.

I would have concerns if the study medication would not be available to participants that have benefited from the study
treatment, so this is one thing that would need to be addressed. Also, if the study sponsor would not be wiling to provide
the medication after the trail for participants that shown improvement on the study treatment, i would not enroll either my
child or suggest enrollment to my family member

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 would expect researcher to make an effort and discuss the study with potential participants as well. Some of the Down
patient have higher level of functionality and they should be consulted about the study like that. In fact majority will be able
to give some opinion on the study if presented in appropriate manner

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, i do. If we are not able to do research in clinical areas that have patients that are unable to give consent, we will not be
able to improve the treatments and 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.

The research in this patient group has to be tightly controlled and all project should reviewed by the HDEC as this patient
group would come under vulnerable population. I also think that researchers will need to be trained or show evidence of
training that allows for research to be conducted in this patient group. For example, i would not have great confidence nor
would be comfortable for this type of research to be conducted by the junior researcher.
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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.

As per my comment above, i think we need to have specific definition of what is considerate vulnerable population — the one
we have currently is too broad and open for interpretation. Otherwise i think the process will need to be the same, with
extra questions and considerations by HDEc that are already in place when applications submitted in this patient group.

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

I think that it would be difficult to judge if participant is expressing fear or anxiety that is related to research in this group. If
this introduced, it would need to be clearly defined and that is very difficult. I would think that in any case scenario if patient
is unhappy with the study participation in any way, they should be able to withdraw, it is their right to do so. So i am
undecided on this one as it would be open for interpretation and then can be misinterpreted.

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 think it is fair that once the person is able to give consent, they are asked if they want information collected so far to be
part of the study or if they have objections. The consent discussion does also helps with patient understanding what is the
trial about and potential risks/benefits of taking part.

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 think it should be a requirement to show evidence that you have to do a clinical trial on this patient group and you can’t get
same results in other patient groups. We have to also remember that regulatory bodies such as Medsafe will require evidence
that the medication/device /treatment is effective in this particular patient group, not in healthy volunteers or some other
patient groups.

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 think it is important to us as humans that even if we may not get benefit, somebody else may be cured in the future or
have better outcomes. This is what the clinical trials are about, to make things better for patients and caregivers

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 should be people with

limited previous eviden:

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.

As per Good Clinical Research Practice guidelines, any research that should have ethical approval. Also any research that
involves vulnerable population must be approved by the HDEC ( Health and Disability Ethics Committee) as per ethical
guidelines, and i believe it is fair and reasonable.

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.

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.
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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.

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.)
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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.

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 Researcher

3 Family/whanau

4 Provider notinvolved in

5

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

Depending on the type of the study, the ranking of decision making can be different, for example in ICU based study, the
researcher would be very high on the decision making ladder; where in dementia type trial POA and family would rank higher.

Final comments

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

Please state your name
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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 no other way for this potentially important knowledge be gained.

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.

Assuming ethics committee has reviewed trial process.

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

Absolutely necessary if medical science is to progress.
Preferable to studies being done in countries without such consent processes

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 would expect information to be given to my next of kin and the research to have ethics committee approval ie to be
properly conducted.

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.

large amounts of medical practice are not based on good scientific trials. Many such treatments have been found to be non-
beneficial or harmful when subjected to rigourous scientific process.

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

Where there is equipoise ie it is genuinely uncertain what the risk/benefit is, the opt out seems entirely appropriate.
If someone wants to insist on an unproven treatment, I guess they can request this.Who pays and when is it reasonable to
decline a request for unproven treatments are interesting questions.

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.

Combined with ethis committee approval

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.
Otherwise we are unable to improve care and outcomes for these patients

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

Approved by ethics committee as worthwhile trial/question, and scientifically conducted.
Next of kin informed as soon as practicable.
Opt out option when competent

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.

Seems not possible to give retrospective consent, but information to continue and use data prospectively important

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.

there may be different treatment risks and benefits in vul vs non vul, so may have to research on vulnerable persons to get
answers

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

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-qJAjUVBQiOg/POnpojF Owkg 2hQjUYYZ 7cw 6/12



4/28/2017 Health & Disability Commissioner

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.

Generally this will provide safeguard for society and ensure 'stupid research not undertaken

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?

Must be a rational benefit that an Ethics committtee believes worthwhile

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.

If EPOA not immediately available the enrolment ok with EPOA informed ASAP.

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)

https://fengage.ubiquity.co.nz/surveys/response/INQiviHi Yk-q JAjUVBQiOg/POnpojF Owkg 2hQjUYYZ 7cw 1112



4/28/2017 Health & Disability Commissioner

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/INQiviHi Yk-qJAjUVBQiOg/POnpojF Owkg 2hQjUYYZ 7cw 12112



4/28/2017 Health & Disability Commissioner

Started on 6 March 2017 at 3:37pm | Completed on 6 March 2017 at4:03pm

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.

In this case, the consent could be given on my behalf by my spouse or children or my legal represantative

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, the consent could be given on my behalf by my spouse or children or my legal represantative

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

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.

In this case, the consent could be given on my behalf by my spouse or children or my legal represantative

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.

In this case, the consent could be given on my behalf by my spouse or children or my legal represantative

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

Agree

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.

In this case, the consent could be given on my behalf by my spouse or children or my legal represantative

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.

We should give a best shot for any potentially effective and safe intervention

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, a research should be allowed to proceed with adult participants who are unable to provide informed 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.

In this case, the consent could be sought from next of kin or legal represantative of the patient.

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.

Provided that the intervention under research is reasonably safe and may be superior to other available interventions or no
intervention at all.

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

Unless there are significant mental issues or other health conditions masking the patient's response

Delayed consent

In some juri