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Health and Disability Commissioner 
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Some research research involves people who are not 

able to say if they want to take part or not 
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Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

H  A 
Health and Disability Commissioner 

Te Toihnu Hauora, Hnuatnnga 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 

  

You do not have to answer all of the 

Ff 
questions. 

Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 
Health and Disability Commissioner 

Te Toihnu Hauora, finuatalign 

You do not have to answer all of the 

questions. 



If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA89OQ 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)- 

consultation/easy-read-right-7(4)-

consultation 

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 

If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA89OQ 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)- 

consultation/easy-read-right-7(4)-

consultation 

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 
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The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 
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The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



Case studies and questions 
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Tell us 
what en 
you 
think 

1. Do you think the 
idea is a good one? 

1._] Yes de  . 
No 111 \  • 

111  Not sure 

Case studies are stories that help us to 

understand something. 

Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Each case study has questions that we would 

like you to answer. 

Case studies and questions 

5 

Tell us 
what en 
you 
think 

1. Do you think the 
idea is a good one? 

1._] Yes de  . 
No 111 \  • 

111  Not sure 

Case studies are stories that help us to 

understand something. 

Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Each case study has questions that we would 

like you to answer. 



Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. Health and Disability Commissioner 
Te Toihau Hauora, Hauatanga 

HA 
Health and Disability Commissioner 

Te Toihau Hauora, Haufitanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

• not be able to tell other people what they 

think or feel 

• have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

 

• have a bad infection 

• have been given medicine. 

Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

• not be able to tell other people what they 

think or feel 

• have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

 

• have a bad infection 

• have been given medicine. 
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The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

Consent 
The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 
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The doctor: 

• wants to know how much medicine these 

The doctor will not change the medicine the 

people are getting. 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

Consent 

x 
The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 

  



• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 

• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 

Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 



    

1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 
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Tick the answer that is right for you: 

0 Yes 

0 No 

I do not have an answer 

    

1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

    

- 4411 
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Tick the answer that is right for you: 

0 Yes 

0 No 

I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 

If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 

If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 

question? 

dan on k anSWee Nwcause_ i1 is  

ck ?c_btrsoncit cvvieOwn  

4. Do you want to say any more about this 

question? 

dan on k anSWee Nwcause_ i1 is  

ck ?c_btrsoncit cvvieOwn  



A person has to have a brain operation. 

No one knows which thing works best. 

Case study 2: Research on brain operations 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 

A person has to have a brain operation. 

No one knows which thing works best. 

Case study 2: Research on brain operations 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 

In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 

Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

v Tick the answer that is right for you: 

0 Yes 

0 No 

I do not have an answer 8 
Aer 

1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

Tick the answer that is right for you: 

0 Yes 

0 No 

+ 8 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 

If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



71 
If you said no to question 1: 

3. Why would you not want to take part in this 

research? 

If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 

question? 

don 't knave6._ccitA cc. i-D 0  

ancvotr don 't• Atnoi s hovt 101 00:  

home (\A  01-e_r liar  \.)teA c* because  .rk  

aloct
n  _rims 

4. Do you want to say any more about this 

question? 

don 't knave6._ccitA cc. i-D 0  

ancvotr don 't• Atnoi s hovt 101 00:  

home (\A  01-e_r liar  \.)teA c* because  .rk  

aloct
n  _rims 
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5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 

5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 



If you said yes to question 5: 

6. Why do you think delayed consent is OK? 

If you said yes to question 5: 

6. Why do you think delayed consent is OK? 



If you said no to question 5: 

7. Why do you think delayed consent is not 

OK? 

5c-e- atritplv \131( Gmewcir) 5 

If you said no to question 5: 

7. Why do you think delayed consent is not 

OK? 

5c-e- atritplv \131( Gmewcir) 5 



Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 

Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 

No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 

Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

Tick the answer that is right for you: 

Yes 

0 No 

# 
d I do not have an answer 

1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

Tick the answer that is right for you: 

Yes 

0 No 

# 
d I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 

If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 

If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 

question? 

V)Gti- o( \-\) cAnderslc-cvvil 

4. Do you want to say any more about this 

question? 

V)Gti- o( \-\) cAnderslc-cvvil 



Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

e A Most of the time when a person's heart stops 

I they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 

Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

e A Most of the time when a person's heart stops 

I they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 
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-A11111004 
If somebody's heart stops working they will not 

be awake. 

Consent 
This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

  

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 

431 
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-A11111004 
If somebody's heart stops working they will not 

be awake. 

Consent 
This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

  

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

I 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 

Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

I 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 

Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 

1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 

If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 

If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 

question? 

ceo --\ \,s is  1-Do  vtenaf\ai or  ri o coicwer. 

4. Do you want to say any more about this 

question? 

ceo --\ \,s is  1-Do  vtenaf\ai or  ri o coicwer. 



Niter 

5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

Tick the answer that is right for you: 

6 Yes 

0 No 

0 I do not have an answer 

Niter 

5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

Tick the answer that is right for you: 

6 Yes 

0 No 

0 I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? 

  

to td 

CA1Ce Nolcm  

If you said yes to question 5: 

6. Why do you think this? 

  

to td 

CA1Ce Nolcm  



x4 
If you said no to question 5: 

7. Why do you think this? 

X+ If you said no to question 5: 

7. Why do you think this? 



Case study 5: Research on people who have 

Down Syndrome 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 

Case study 5: Research on people who have 

Down Syndrome 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 
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Consent 

Nry 

Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 

Consent 

5 yew-name 

Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 



 

Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 

 

Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 

Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

Tick the answer that is right for you: 

Yes 

No 

0 I do not have an answer 

1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

Tick the answer that is right for you: 

Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 

men/lbw can be kr voed  

k'D Y\nc(e- decisicAs 4k6ii ore n  pcopw (s. 

heck  inkf.feCks. 

If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 

jkai- Fame members Car) be -Vruicted  

1-D r\nol(e, decicicns 4cf-t ore Pebp e is  

beCk  in kfJ ecks.  



If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 

If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 



4. Do you want to say any more about this 

question? 

4. Do you want to say any more about this 

question? 



Tick the answer that is right for you: 

Yes 

O No 

O I do not have an answer 

5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• support workers. 

-\? 

+ 

5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• support workers. 

Tick the answer that is right for you: 

Yes 

O No 

O I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? 

See- cue or 'z_. 

If you said yes to question 5: 

6. Why do you think this? 

See_ Cues o)(\ 2. 



If you said no to question 5: 

7. Why do you think this? 

If you said no to question 5: 

7. Why do you think this? 



to 8. Do you want to say any more about this? 8. Do you want to say any more about this? 



Questions about informed consent 

Tell us 
what 

 o
f3 

you 4 think 
1. Do you think the 
idea is a good one? 

 Yes 
[Yr No 
Li Not sure 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toihau Hauora, Hauatanga 

Questions about informed consent 

Tell us 
what 

 o
f3 

you 4 think 
1. Do you think the 
idea is a good one? 

 Yes 
[Yr No 
Li Not sure 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toihau Hauora, Hauatanga 



1. Do you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

Tick the answer that is right for you: 

0 Yes 

0 No 

Aer
6 I do not have an answer 

(-• 1. Do you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

Tick the answer that is right for you: 

0 Yes 

0 No 

+ 6 I do not have an answer 



2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 

when ce,  oi\qo knew gt lot/Q._  Ake_  

n car\ mcik d(cisic In  lbeA \P CO 

into treOs  

2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 

when ce,  oi\qo knew gt lot/Q._  Ake_  

n car\ mcik d(cisic In  lbeA \P CO 

into treOs  



3. Some people doing research are not health 

or disability providers So they do not have to 

follow the Health and Disability Code of 

Rights. 

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

Yes 

0 No 

07  I do not have an answer 

3. Some people doing research are not health 

or disability providers go they do not have to 

follow the Health and Disability Code of 

Rights. 

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

0 Yes 

0 No 

ci I do not have an answer 

4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

0 Yes 

0 No 

ci I do not have an answer 



5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

sit Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 

5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

sit Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0  Yes 

0 I do not have an answer 

6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0  Yes 

0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 

7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

Yes 

0 No 

Aer I do not have an answer 



8. Why do you think this? 

rjon4 bt_cane_, (s k."60 hard 11)  

clincvJef 

8. Why do you think this? 

rjon4 bt_cane_, (s k."60 hard 11)  

clincvJef 



9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 

9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 



10. Why do you think this? 10. Why do you think this? 



11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

You can do as many ticks as you want. 

Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

CiFamily / whanau of the person 

Ci The person's doctor (if they are not 

part of the research) 

0 The person who wants to do the 

research 

0 Someone else 

11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

You can do as many ticks as you want. 

Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

CiFamily / whanau of the person 

The person's doctor (if they are not 

part of the research) 

0  The person who wants to do the 

research 

0 Someone else 



l k; 12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 

l k; 12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 



13. Do you want to say any more about 

question 11? 

13. Do you want to say any more about 

question 11? 



What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 

What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 
Health and Disability Commissioner 

Te Toihnu Hauora, Hmuitangn 

Your name  

Organisation (if you represent an organisation) 

Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

HA 
Health and Disability Commissioner 

Te Toihatt Hauora, Hatuitanga 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 

Your name   

Organisation (if you represent an organisation)  
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HA
Health and Disability Commissioner 

Te Toihnu Hauora, finuatanga 

Some research involves people who are not 

able to say if they want to take part or not 

This is the form to tell the Health and 

Disability Commissioner what you think 

Easy Read 



Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 
Health and Disability Commissioner 

Te Toillau linuora, Haufitanga 

  

You do not have to answer all of the 

 

questions. 

 



If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA89OQ 

111116
1. 

 
If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)-

consultation/easy-read-right-7(4)-

consultation  

too 

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 



30 
April 

1 2 3 4 5 6 7 
8 9 10 11 12 13 14 
15 16 17 18 19 20 21 
22 23 24 25 26 27 28 
29 30 

The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



Case studies and questions 

Case studies are stories that help us to 

understand something. 

5 
Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Tell us 
what ell) 
you 
think 

1. Do you think the 
idea is a good one? 

❑ Yes 4 

14 No 

❑ Not sure 

Each case study has questions that we would 

like you to answer. 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

A. 

 

• not be able to tell other people what they 

think or feel 

 

1 • have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

• have a bad infection 

• have been given medicine. 



The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 

Consent 

x 



• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

tti 

These questions are not about you. 

The questions are a made up example. 



1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 



2. Why would you want to take part in this 



3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



Case study 2: Research on brain operations 

A person has to have a brain operation. 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

 

4111111- 

No one knows which thing works best. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

I 

Tick the answer that is right for you: 

O Yes 

O No 

Aer
O I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 
question? 



5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 



6. Why do you think delayed consent is OK? 



If you said no to question 5: 

7. Why do you think delayed consent is not 

OK? 



Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

Tick the answer that is right for you: 

0  Yes 

4  No 

,4; 0  I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 

a4k1 avi a163)c ,e_otchoc) 

-typo, f,esk.ickreArl • 
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4. Do you want to say any more about this 

question? 

vvor-r( -14ruL aovern,,,,41— 
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Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

e A Most of the time when a person's heart stops 

1 they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 



bisigiork 
If somebody's heart stops working they will not 

be awake. 

This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

Consent 

x 

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

,)
your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 



2. Why would you want to take part in this 



3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

Tick the answer that is right for you: 

O Yes 

0 No 

0 I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? 



St+ If you said no to question 5: 

7. Why do you think this? 



Case study 5: Research on people who have 

Down Syndrome 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 



Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 



 

Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

    

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 



If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 

Fco p (.12_ do bad -4-hitrls  

when -Peel  bed. 

nqctin Fab ic Acid- 
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4t, 4. Do you want to say any more about this 

question? 

    

Researdi noi-es should be (ockaok 

(Afs 9{-uckt . 



5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• support workers. 

 

Tick the answer that is right for you: 

Yes 

O No 

O I do not have an answer 

Aer 



yes, -A-  Ls ovitxj oka,(3 t-  someone,  

4inks  about-  lAArtCa -fie- ?_12x3-on 



If you said no to question 5: 

7. Why do you think this? 



8. Do you want to say any more about this? 



1. Do you think the 
Idea Is a good one? 

CI Yes 
13:r N. 
El Not sure 

Questions about informed consent 

Tell us 
what /1/1  
you  .Adk 
think 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toihau Hauora, Haufitanga 



1. Do you think it is OK for adults who cannot 

give informed consent to take 0/art in 

research when no one knows if it will help 

them or hurt them? 

Tick the answer that is right for you: 

O Yes 

0 No 

I do not have an answer 



2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 

I 0(0(1 ow-e (10 qngwer-. 
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3. Some people doing research are not health 

or disability providers so they do not have to 

follow the Health and Disability Code of 

Rights. 

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

4  Yes 

0 No 

0 I do not have an answer 



5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0 Yes 

4 No 

+ 0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

0 I do not have an answer 

Tick the answer that is right for you: 





9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

g Yes 

0 No 

0 I do not have an answer 





11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

Vd You can do as many ticks as you want. 

4  Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

Family I whanau of the person 

The person's doctor (if they are not 

part of the research) 

d The person who wants to do the 

research 

95 Someone else 

pctir+YUAr r spa 



12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 

should 01(t, koffeo -1E 

dout 
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13. Do you want to say any more about 

question 11? 



What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

alk 
HA 

Health and Disability Commissioner 
Te Toihnu Hatton, Hatifitanga 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 

Your name 

Organisation (if you represent an organisation) 
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HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Health and Disability Commissioner 

PO Box 11934, Wellington 6142 

Free phone: 0800 11 22 33 

Fax: 04 494 7901 

Email: hdc@hdc.org.nz  

Website: www.hdc.org.nz  

C. ‘PeopleFirst 
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New Zealand 

This information has been translated into Easy Read 

by People First New Zealand Inc. Nga Tangata Tuatahi 



Health and Disability Commissioner 
Te Toilzau Hauorn, Hauntanga 

Some research involves people who are not 

able to say if they want to take part or not 

This is the form to tell the Health and 

Disability Commissioner what you think 

Easy Read 



Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 
Health and Disability Commissioner 

Te Toiliau Hnuora, Hauatanga 

 

You do not have to answer all of the 

questions. 



If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA89OQ 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)- 

consultation/easy-read-right-7(4)-

consultation 

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 



1 2 3 4 5 6 7 
8 9 10 11 12 13 14 
15 16 17 18 19 20 21 
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April 

The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



Case studies and questions 

Case studies are stories that help us to 

understand something. 

5 
Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Tell us 
what A 
you 44, 
think 

I. Do you think the 
idea is a good one? 

❑ Yes kt- 

g  No 

El Not sure  

Each case study has questions that we would 

like you to answer. 



HA 
Health and Disability Commissioner 

Te Toihau flauora, Hauatanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

• not be able to tell other people what they 

think or feel 

• have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

• have a bad infection 

• have been given medicine. 



1111.11111.1%  
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The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

   

The doctor wants to do this research on 
Consent 

x people who: 

• cannot give informed consent to take 

part 

   

    



e will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

Tick the answer that is right for you: 

Yes 

0 No 

I do not have an answer 



2. Why would you want to take part in this 
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If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 

question? 



Case study 2: Research on brain operations 

A person has to have a brain operation. 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

No one knows which thing works best. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

Tick the answer that is right for you: 

O Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 
question? 



5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 



If you said yes to question 5: 

6. Why do you think delayed consent is OK? 



If you said no to question 5: 

7. Why do you think delayed consent is not 

OK? 
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Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

• 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 

f 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

I

Tick the answer that is right for you: 

6 Yes 

0 No 

+ 0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 
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3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

Most of the time when a person's heart stops 

they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 



Afitalibmok 
If somebody's heart stops working they will not 

be awake. 

Consent 

 

This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

■ wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

I

Tick the answer that is right for you: 

€5 Yes 

0 No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 
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3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

I 

Tick the answer that is right for you: 

0  Yes 

ef No 

Aer
0  I do not have an answer 



1k 

If you said yes to question 5: 

6. Why do you think this? 



SI+ If you said no to question 5: 

7. Why do you think this? 
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Case study 5: Research on people who have 

Down Syndrome 

"ML 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 



Consent 

5 Youreme 

Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. st 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 



 

Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

    

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



0 

1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 



If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 
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4. Do you want to say any more about this 

question? 



5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• support workers. 

Tick the answer that is right for you: 

0 Yes 

6 No 

+ 0 I do not have an answer 







8. Do you want to say any more about this? 



Questions about informed consent 

Tell us 
what 
you 
think 

1. Do you think the 
idea is a good one? 

❑ Yes 

yf  No 

El Not sure 

 

Here are some more questions. 

 

   

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toiltau Hauera, linuatanga 



1. Be you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

+ 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



2. When do you think it is OK for adults who 

cannot give informed consent to take part 



3. Some people doing research are not health 

or disability providers so they do not have to 

follow the Health and Disability Code of 

Rights. 

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

Yes 

0 No 

0(  I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

Yes 

0 No 

ler  Y 0 I do not have an answer 



di& 
5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0 Yes 

b No 

0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 



. 



9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 





I V 

11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

You can do as many ticks as you want. 

O Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

O Family / whanau of the person 

O The person's doctor (if they are not 

part of the research) 

O The person who wants to do the 

research 

O Someone else 



12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 
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13. Do you want to say any more about 

question 11? 



What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 
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If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 
Health and Disability Commissioner 

Te Toil= Fiction?, Hauatanga 

Your name 

Organisation (if you represent an organisation)  
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Health and Disability Commissioner 
Te Toihau Hauora, Hauatanga 

Health and Disability Commissioner 

PO Box 11934, Wellington 6142 

Free phone: 0800 11 22 33 

Fax: 04 494 7901 

Email: hdc@hdc.org.nz  

Website: www.hdc.org.nz  
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This information has been translated into Easy Read 

by People First New Zealand Inc. Nga Tangata Tuatahi 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hatultanga 

Some research involves people who are not 

able to say if they want to take part or not 

This is the form to tell the Health and 

Disability Commissioner what you think 

Easy Read 



Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

HA 
Health and Disability Commissioner 

Te Toihnu Hatiora, Hattatattga 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 

You do not have to answer all of the 

questions. 



If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhOjUUA890Q 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)-

consultation/easy-read-right-7(4)-

consultation  

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 



410, .411 

30 
April 

1 2 3 4 5 6 7 
8 9 10 11 12 13 14 
15 16 17 18 19 20 21 
22 23 24 25 26 27 28 
29 30 

The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



Case studies and questions 

Case studies are stories that help us to 

understand something. 

5 
Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

:1)
change. 

Tell us 
what a, 
you 
think 

1. Do you think the 
idea is a good one? 

❑ Yes  

14 No 

▪ Not sure 

 

Each case study has questions that we would 

like you to answer. 

 

ti 

 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Haudtanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

A. 

 

• not be able to tell other people what they 

think or feel 

 

I • have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

• have a bad infection 

• have been given medicine. 
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The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 

 

Consent 

 

   



• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



2. Why would you want to take part in this 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 

question? 



Case study 2: Research on brain operations 

A person has to have a brain operation. 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

4)0 5(AL-.\ .k.)v‘r• 

No one knows which thing works best. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 



2. Why would you want to take part in this 



x If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 
question? 



5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 
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If you said yes to question 5: 

. Why do you think delayed consent OK? 
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7. Why do you think delayed consent is not 

OK? 



Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

• 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 
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3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 
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Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

Most of the time when a person's heart stops 

they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 



If somebody's heart stops working they will not 

be awake. 

 

Consent 
This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

 

   

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

To do this people need to: 

■ ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



2. Why would you want to take part in this 



3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 
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5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

Tick the answer that is right for you: 

0  Yes 

No 

(/) 0  I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? + 



If you said no to question 5: 

7. Why do you think this? 

l\tiN ,t 4,-QJA CA 



Case study 5: Research on people who have 

Down Syndrome 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 



Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Consent 

 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 

 

     

     



Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

tit 
Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 



2 5  

• 
If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 
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4. Do you want to say any more about this 

question? 



5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family I whanau 

■ support workers. 

Tick the answer that is right for you: 

O Yes 

O No 

+ O I do not have an answer 







8. Do you want to say any more about this? 



Tell us ? 
what 
you al 
think 

1, Do you think the 
idea is a good one? 

❑ Yes 

11  No 

0  Not sure 

Questions about informed consent 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. 



1. Do you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 



3. Some people doing research are not health 

or disability providers so they do not have to 

follow the Health and Disability Code of 

Rights. * Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

O Yes 

O No 

CY I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

I ( 

- 

Tick the answer that is right for you: 

Yes 

No 

0 I do not have an answer 
U 



5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

4fr Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0 Yes 

cd No 

0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 





9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

O Yes 

O No 

0 I do not have an answer 





11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

✓r 

oiA 

You can do as many ticks as you want. 

O Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

O Family / whanau of the person 

O The person's doctor (if they are not 

part of the research) 

O The person who wants to do the 

research 

O Someone else 

\C/irOtA I  '7  



12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 



13. Do you want to say any more about 

question 11? 



What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

elk • telling the Health and Disability 

Commissioner what you think. 

Health and Disability Commissioner 
Te Toihnu Hnuorn, Hatuitanga 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 

Your name 

Organisation (if you represent an organisation) 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Health and Disability Commissioner 

PO Box 11934, Wellington 6142 

Free phone: 0800 11 22 33 

Fax: 04 494 7901 

Email: hdc@hdc.org.nz  

Website: www.hdc.org.nz  

This information has been translated into Easy Read 

by People First New Zealand Inc. Nga Tangata Tuatahi 
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HA 
Health and Disability Commissioner 

Te Toihnu Haltom, Hnuatangn 

Some research involves people who are not 

able to say if they want to take part or not 

This is the form to tell the Health and 

Disability Commissioner what you think 

Easy Read 



Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

HA 
Health and Disability Commissioner 

Te Toilinu Finuora, Hatintanga 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 

  

You do not have to answer all of the 

 

questions. 

 



db 
If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA890Q 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)-

consultation/easy-read-right-7(4)-

consultation  

If you print out this form you should send it to: 

 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 

  

L 

  

 

NW 

 



30 
April 

1 2 3 4 5 6 7 
8 9 10 11 12 13 14 
15 16 17 18 19 20 21 
22 23 24 25 26 27 28 
29 30 

The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



Case studies and questions 

Case studies are stories that help us to 

understand something. 

5 
Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Tell us a, 
what 11 
you 
think 

1. Do you think the 
idea is a good one? 

4.11111114
%_ 

 Et Not sure  

Each case study has questions that we would 

like you to answer. 

❑ Y

N

es 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Haufitanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

A 

 

• not be able to tell other people what they 

think or feel 

 

I • have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

• have a bad infection 

• have been given medicine. 
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• The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 

Consent 

x 



• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



Case study 2: Research on brain operations 

A person has to have a brain operation. 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

No one knows which thing works best. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

Tick the answer that is right for you: 

Yes 

0 No 

Aer
0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



x 71 
If you said no to question 1: 

3. Why would you not want to take part in this 

research? 



4. Do you want to say any more about this 
question? 



5. Do you think delayed consent is OK? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



6. Why do you think delayed consent is OK? 



7. Why do you think delayed consent is not 

OK? 



Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Atc
.A.c 
dp 

 

Some people will get 1 kind of care and others 

will get different care. 

 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



2. Why would you want to take part in this 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 

question? 



Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

Most of the time when a person's heart stops 

they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 

t 
4 



Consent 

If somebody's heart stops working they will not 

be awake. 

This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

O Yes 

O No 

+ O I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

Tick the answer that is right for you: 

Yes 

0 No 

0 I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? 



St4 If you said no to question 5: 

7. Why do you think this? 



Case study 5: Research on people who have 

Down Syndrome 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 



Some people with Down Syndrome who take 

part in the research will get the medicine. 

A 

 

x 
Some people with Down Syndrome who take 

part in the research will not get the medicine. 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 



  

Consent 
Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

  

      

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

+ 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 



If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 

th ey  
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4. Do you want to say any more about this 

question? 



5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• support workers. 

Tick the answer that is right for you: 

O Yes 

O No 

I(V I do not have an answer 







8. Do you want to say any more about this? 
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Tell us ? 
what 

 o
f5 

you 
think 

1. Do you think the 
idea is a good one? 

111 Yes 

yi  No 

❑ Not sure 

Questions about informed consent 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toihau Hnuorn, Hauditanga 



1. Do you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



lor 
2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 

Nth-  oLui • 
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3. Some people doing research are not health 

or disability providers so they do not have to 

follow the Health and Disability Code of 

Rights. 

     

 

University 

  

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

0 Yes 

0 No 

I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

v Tick the answer that is right for you: 

0 Yes 

cap No 

+ 0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

0 Yes 

No 

0 I do not have an answer 





9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

Yes 

0 No 

0/  I do not have an answer 



10. Why do you think this? 



I 

11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

You can do as many ticks as you want. 

O Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

O Family / whanau of the person 

O The person's doctor (if they are not 

part of the research) 

O The person who wants to do the 

research 

O Someone else 



12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 

__11)  

ok- e 0,1 I 1/9 --- h  
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13. Do you want to say any more about 

question 11? 



What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 
Health and Disability Commissioner 

Te Toihnu Hauorn, Hatratanga 

Your name 

Organisation (if you represent an organisation)  
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HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Health and Disability Commissioner 

PO Box 11934, Wellington 6142 

Free phone: 0800 11 22 33 

Fax: 04 494 7901 

Email: hdc@hdc.org.nz  

Website: www.hdc.org.nz  

This information has been translated into Easy Read 

by People First New Zealand Inc. Nga Tangata Tuatahi 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauritanga 

Some research involves people who are not 

able to say if they want to take part or not 

This is the form to tell the Health and 

Disability Commissioner what you think 

Easy Read 



Questions and Answers 

This form has questions to find out what you 

think about doing research with people who 

are not able to say if they want to take part or 

not. 

Your answers will help the Health and 

Disability Commissioner know what needs 

to be done. 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

(P.11rr '\ 0' 
• 

 

You do not have to answer all of the 
• 0 

p;rf

- questions. 



If you want to fill in the form online you can 

find it here: 

http://online.hdc.org.nz/surveys/ysi9n3Tpq  

OuAhQjUUA89OQ 

If you want to print out the form you can find it 

here: 

http://hdc.org.nz/the-act--code/right-7(4)- 

consultation/easy-read-right-7(4)-

consultation 

If you print out this form you should send it to: 

Health and Disability Commissioner 

PO Box 11934 

Wellington 6142 



30 1 
April 

1 2 3 4 5 6 7 
8 9 10 11 12 13 14 
15 16 17 18 19 20 21 
22 23 24 25 26 27 28 
29 30 

The last day to give feedback to the Health 

and Disability Commissioner on informed 

consent to be in research is Sunday 30 April 

2017. 



1. Do you think the 
idea is a good one? 

Eie  Yes 
M No 

Ei Not sure 

Case studies and questions 

Case studies are stories that help us to 

understand something. 

5 
Here are 5 case studies that show when 

research cannot be done without informed 

consent at the moment in New Zealand. 

These may help you decide if the law should 

change. 

Tell us 

ou 
what y /3 

think 

Each case study has questions that we would 

like you to answer. 



HA 
Health and Disability Commissioner 

Te Toihau Flauora, Hauatanga 

Your answers to the questions will help the 

Health and Disability Commissioner know 

what is important to you. 



Case study 1: Observational research on 

people with a bad infection 

Some people with a bad infection will: 

• get very sick 

• not be able to tell other people what they 

think or feel 

• have to take medicine to get healthy. 

In this case study a doctor wants to do some 

research on people who: 

• have a bad infection 

• have been given medicine. 



The doctor will not change the medicine the 

people are getting. 

The doctor: 

• wants to know how much medicine these 

people need to take to get better 

• will take samples from their bodies to find 

out how much medicine they need to 

take to get better. 

The doctor wants to do this research on 

people who: 

• cannot give informed consent to take 

part 

Consent 

x 



• will not get better health from being part 

of the research 

• will get the same medicine whether they 

take part in the research or not. 

This research may help other people who get 

bad infections to get the medicine that will 

help them. 



Questions about observational research on 

people with a bad infection 

In these questions we will ask you to think 

about what you would choose to do if you 

were sick with a bad infection. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a bad infection and could not 

give informed consent would you want to 

take part in research about how much 

medicine is needed to get better? 

v Tick the answer that is right for you: 

O Yes 

O No 

+ O I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 

No 
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3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 



Case study 2: Research on brain operations 

A person has to have a brain operation. 

There are 2 things doctors use to make sure a 

person who has a brain operation is OK after 

their operation has finished. 

No one knows which thing works best. 

In this case study a doctor wants to do some 

research to find out which of the 2 things will 

work best for other people in the future to help 

them get better. 



In the research the doctor will give some 

people 1 thing and other people a different 

thing. 

The doctor will see which thing works best. 

The people cannot say if they want to be part 

of the research or not. 

The doctor wants to get delayed consent for 

the research from some of the people after 

their brain operation is done. 

Delayed consent means asking for consent 

to do research on you after it has already 

been done. 



Questions about research on brain 

operations 

In these questions we will ask you to think 

f
, about what you would choose to do if you 

were sick and have to have a brain 

operation. 

These questions are not about you. 

The questions are a made up example. 



1. If you were not able to say yes or no to 

taking part in this research before your 

brain operation would you be OK with the 

doctor doing the research anyway? 

I 

Tick the answer that is right for you: 

0  Yes 

g No 

Aer
0  I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 
question? 
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5. Do you think delayed consent is OK? 

ti& 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



If you said yes to question 5: 

6. Why do you think delayed consent is OK? 



If you said no to question 5: 

7. Why do you think delayed consent is not 

OK? 
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Case study 3: Research on people who have 

a brain disease 

Sometimes people get a brain disease that 

makes it hard for them to: 

• remember 

• say what they think and feel. 

In this case study a doctor wants to do some 

research on the care given to these people. 

Some people will get 1 kind of care and others 

will get different care. 

The doctor will see if any of the people get 

better. 



No one knows if taking part in the research will 

mean the people will get better or worse. 

The doctor does not know if the research will 

mean better care for people in the future or 

not. 

The research is trying to find this out. 

Some of the people the doctor wants to do 

research on cannot give informed consent to 

take part in the research. 



Questions about research on people who 

have a brain disease 

In these questions we will ask you to think 

about what you would want to happen if 

you had a brain disease. 

These questions are not about you. 

The questions are a made up example. 



1. If you had a brain disease and could not 

give informed consent would you want to 

take part in this research? ciAN;stil  

Tick the answer that is right for you: 

Ci Yes 

O No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why would you want to take part in this 

research? 
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3. Why would you not want to take part in this 



4. Do you want to say any more about this 

question? 
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Case study 4: Research on people who are 

having a cardiac arrest 

Cardiac arrest is when you have a big 

problem with your heart and it stops working. 

41. Most of the time when a person's heart stops 

they are given a medicine. 

No one knows if the medicine helps or hurts 

people. 

In this case study a doctor wants to research 

whether the medicine helps people whose 

heart has stopped. 



Consent 

AL! 

If somebody's heart stops working they will not 

be awake. 

This means the doctor will not be able to ask 

for informed consent to take part in the 

research. 

The doctor wants to give some people the 

medicine and others no medicine to see which 

group gets better. 

Irk 
People can choose to opt out of this 

research. 



Opt out means you say you do not want to 

take part in the research if your heart stops in 

the future. 

People that want to opt out of this research 

can wear a bracelet that says no study on it. 

To do this people need to: 

• ask for a bracelet in case their heart 

stops 1 day in the future 

• wear the bracelet. 



Questions about research on people that are 

having a cardiac arrest 

In these questions we will ask you to think 

about what you would want to happen if 

your heart stopped working. 

These questions are not about you. 

The questions are a made up example. 



1. If your heart stopped would you want to 

take part in research to find out if taking the 

medicine is better than no medicine? 

Tick the answer that is right for you: 

0 Yes 

4 No 

+ 0 I do not have an answer 



2. Why would you want to take part in this 



If you said no to question 1: 

3. Why would you not want to take part in this 

research? 
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4. Do you want to say any more about this 

question? 
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5. People who are wearing the bracelets will 

not be in the research if their heart stops. 

Do you think it is OK for the doctors to do 

the research on anyone who is not wearing 

a bracelet when their heart stops? 

I 

Tick the answer that is right for you: 

O Yes 

O No 

Aer
O I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? + 





Case study 5: Research on people who have 

Down Syndrome 

v 

Down Syndrome is a learning disability. 

In this case study a doctor wants to do some 

research to find out if a medicine can help 

people with Down Syndrome with their 

learning. 

The medicine may make some people with 

Down Syndrome think sad things and want to 

hurt themselves. 



Some people with Down Syndrome who take 

part in the research will get the medicine. 

Some people with Down Syndrome who take 

part in the research will not get the medicine. st 

This is so that the doctor can see if the 

medicine is helping the people with Down 

Syndrome who get it. 

Consent 

I 

Some people with Down Syndrome will be 

able to give informed consent to take part in 

the research. 



 

Consent 

x Some people with Down Syndrome will not be 

able to give informed consent to take part in 

the research. 

    

The doctor wants to have people with Down 

Syndrome in their research who: 

• can give informed consent to take part 

• cannot give informed consent to take 

part. 

The doctor wants to be able to get informed 

consent from the family members or support 

workers of the people with Down Syndrome 

who cannot give informed consent. 



Questions about research on people with 

Down Syndrome 

These questions are not about you. 

The questions are a made up example. 



1. Do you think people with Down Syndrome 

who cannot give informed consent should 

be in this research? 

Tick the answer that is right for you: 

Yes 

No 

0 I do not have an answer 



If you said yes to question 1: 

2. Why do you think people with Down 

Syndrome who cannot give informed 

consent should be in this research? 



If you said no to question 1: 

3. Why do you think people with Down 

Syndrome who cannot give informed 

consent should not be in this research? 
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4. Do you want to say any more about this 

question? 



5. Do you think other people should decide if 

people with Down Syndrome will be in this 

research? 

These other people could be: 

• family / whanau 

• suppOrt workers. 

Tick the answer that is right for you: 

Yes 

O No 

4hr
O I do not have an answer 



If you said yes to question 5: 

6. Why do you think this? 

yes bud-  6)(4 (jou ham 

9e(3ay) bo-rar-kcl(\c-) 

nivtk-c_ 

a.) 

+ke -4( mss-} 40  

CU CI Icon 5 4\icylel 

pc-t- oiko 47ucej pvvecticet( 

INecor  and (-6,11+0(A0c4(. 

di&Q oirt it)  -4)/u_ pqr3on 

41/Lv),) ScitiNe . 

• 





8. Do you want to say any more about this? 



Tell us 

AA 
what 
you 
think -mlk-‘ 

1. Do you think the 
idea is a good one? 

❑ Yes 

iyr  No 

❑ Not sure 

Questions about informed consent 

Here are some more questions. 

These questions will ask you what you think 

about informed consent to take part in 

research. 

Your answers will help the Health and 

Disability Commissioner know what is 

important to you. Health and Disability Commissioner 
Te Toihau Hauorn, Hnuatanga 



1. Do you think it is OK for adults who cannot 

give informed consent to take part in 

research when no one knows if it will help 

them or hurt them? 

( 

Tick the answer that is right for you: 

O Yes 

O No 

Atv
O I do not have an answer 



2. When do you think it is OK for adults who 

cannot give informed consent to take part 

in research? 



3. Some people doing research are not health 

or disability providers so they do not have to 

follow the Health and Disability Code of 

Rights. 

Do you think everyone doing health and 

disability research should have to follow the 

Code? 

Tick the answer that is right for you: 

121  Yes 

0 No 

0 I do not have an answer 



4. Do you think the law should say that if any 

person taking part in research looks like 

they are scared or in pain they should not 

be part of the research anymore? 

Tick the answer that is right for you: 

O Yes 

O No 

Afk
O I do not have an answer 



5. Do you think the law should change to say it 

is OK for people to give delayed consent 

to research after they wake up? 

Delayed consent means asking for 

consent to do research on you after it has 

already been done. 

Tick the answer that is right for you: 

O Yes 

O No 

O I do not have an answer 



6. If the research can be done with people 

who can give informed consent is it OK to 

do the research with people who cannot 

give informed consent? 

Tick the answer that is right for you: 

0  Yes 

No 

0 I do not have an answer 



7. Do you think research should be done on a 

person who cannot give informed consent 

if the research may or may not help them 

but might help other people in the future? 

Tick the answer that is right for you: 

0 Yes 

G(  No 

0 I do not have an answer 





9. Do you think all people who want to do 

research with adults that cannot give 

informed consent should have to get the 

OK from an ethics committee to do it? 

Tick the answer that is right for you: 

® Yes 

O No 

+ O I do not have an answer 





11. Who do you think should have a say in 

whether or not a person who cannot give 

informed consent will be part of research? 

4ir You can do as many ticks as you want. 

Someone who is Enduring Power 

of Attorney or Welfare Guardian for 

the person 

e5 Family / whanau of the person 

The person's doctor (if they are not 

part of the research) 

The person who wants to do the 

research 

0 Someone else 



'Ira) Scciol 

12. Do you think anyone else should have a 

say in whether or not a person who cannot 

give informed consent will be part of 

research? 

,xaor) --1--6vi5e(ve) 

J 
ricAA(ct  

s eloiAlck  be #-)  

0\Q-dim/I  d•ecoll  aytol 

° Ckri o (Ale( ClAeck- 

Cup d as- - 470 -1-1(tae1 +rw+



13. Do you want to say any more about 

question 11? 



Wilojpir  

What happens next? 

The Health and Disability Commissioner 

will: 

• think about what everyone has said 

about people who cannot give informed 

consent being part of research 

• decide what to tell the Government about 

whether changes are needed to the law 

on informed consent to be in research 

• decide whether the Code needs to be 

changed about informed consent to be 

in research. 

If the Health and Disability Commissioner 

thinks the Code needs to be changed he will 

ask everyone about the changes. 



Thank you 

Thank you for: 

• reading this information 

• thinking about the hard topics 

• telling the Health and Disability 

Commissioner what you think. 

Health and Disability Commissioner 
Te Toiltau Hauora, Hattatanga 

Your name 

This will help the Health and Disability 

Commissioner to know what needs to be 

done. 

Organisation (if you represent an organisation) 



HA 
Health and Disability Commissioner 

Te Toihau Hauora, Hauatanga 

Health and Disability Commissioner 

PO Box 11934, Wellington 6142 

Free phone: 0800 11 22 33 

Fax: 04 494 7901 

Email: hdc@hdc.org.nz  

Website: www.hdc.org.nz  
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