Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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

/i This form has questions to find out what you
/7 think about doing research with people who

. 4
/” are not able to say if they want to take part or

=t
not.

@ Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga 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/ysiSn3Tpq
OuAhQjUUAS890Q

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.




Case studies and questions

Case studies are stories that help us to

understand something.

Here are 5 case studies that show when
5 research cannot be done without informed

consent at the moment in New Zealand.

(3 These may help you decide if the law should
_ v \ change.
9 ALl

?

Iverﬂalt’s } ; Each case study has questions that we would
o O
think *

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

D Yes
M No
D Not sure

like you to answer.




Gh Your answers to the questions will help the
H)C Health and Disability Commissioner know
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

what is important to you.




Case study 1: Observational research on

people with a bad infection

. Some people with a bad infection will:
— =X e get very sick
27N
e not be able to tell other people what they
, l think or feel
] e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.




The doctor will not change the medicine the

people are getting.

The doctor:

e wants to know how much medicine these

people need to take to get better

e 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
people who:

e cannot give informed consent to take

part




o will not get better health from being part

? of the research

e 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

ONo

J | 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?

\ don4 wWant ‘o arswer becouse d iS

Q ?Usovxa( g Mes hon.




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

.
od (A 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:

v
/E O v

ONo

é | do not have an answer




' If you said yes to question 1:
‘ 2. Why would you want to take part in this

research?
S




If you said no to question 1:

X

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 know beawuse it i o hard b

angwcr.[l don't dhink Yhat ‘\\r\ijt Should as ke

or concent atter 1 v been chone becowuse 14

\’\C\g g_!v”gqgfj Deen done.




5. Do you think delayed consent is OK?

Tick the answer that is right for you:

O Yes

J

O | 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?

% answer  Yof  Queskon 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:

e remember

e 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
p about what you would want to happen if
Q )} 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:

O Yes

ONo

d | 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?

W< to hard o undersrand




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.




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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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

ONo

d | 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?

| Eee,( this s oo ?&m@ﬂal {or e o answen




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?

J Tick the answer that is right for you:
d Yes

ONo

O | do not have an answer




If you said yes to question 5:

6. Why do you think this?

W' ok So lerg
_J

at A persn s toldf

wWoken u \uo

N ey hove
N,




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.




Consent

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
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:

e can give informed consent to take part

e 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.

d 5}_'1 i 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

O | 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?

|_think that  fam: 5 members  Can be  Yrugedd

o _make decicions ‘Wmh{ are_ in '?Coplefs

becy iNteredis.




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?




5. Do you think other people should decide if
people with Down Syndrome will be in this

research?

These other people could be:
e family / whanau

e support workers.

J Tick the answer that is right for you:
(%Yes

ONo

O | do not have an answer




See. Quection .

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?




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




Questions about informed consent

Tellus g *
o O
you ‘
think *

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

|:] Yes
MNO
D Not sure

&

L4

" l) i
(L
HOC

Health and Disability Commissioner
Te Toihau Hauora, Haudtanga

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.




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?

J Tick the answer that is right for you:

O Yes

ONo

@ | 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 pecole. who khow & (ole e

terSonn can Make a decicien N thear b@x’r

W ierecds.




3. Some people doing research are not health
or disability providers o 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

ONo

G/ | 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

ONo

Q/ | 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 | 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:

O | 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

ONo

(£ | do not have an answer




8. Why do you think this?

| don"\ now e cause '\lx (S o oo o

angwe”




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

ONo

é | do not have an answer




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?

J You can do as many ticks as you want.

d Someone who is Enduring Power

of Attorney or Welfare Guardian for

the person

G./Family / whanau of the person

d The person’s doctor (if they are not

part of the research)

O The person who wants to do the

research

O Someone else




o 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 117




What happens next?

The Health and Disability Commissioner

will:

o think about what everyone has said
about people who cannot give informed

consent being part of research

e decide what to tell the Government about

whether changes are needed to the law

on informed consent to be in research

o 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:

e reading this information

e thinking about the hard topics

¢ telling the Health and Disability

Commissioner what you think.

H)‘( This will help the Health and Disability
Commissioner to know what needs to be
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga done
Your name_

Organisation (if you represent an organisation)




Health and Disability Commissioner
Te Toihau Hauora, Haudatanga

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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Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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
- //7/ think about doing research with people who
-~ ///

,/;” are not able to say if they want to take part or

.-:O,' 0’“
< * not.

o Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga 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:/lonline.hdc.org.nz/surveysl/ysi9n3Tpq
OuAhQjUUASB90Q

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.




Case studies and questions

Case studies are stories that help us to

understand something.

Here are 5 case studies that show when
5 research cannot be done without informed

consent at the moment in New Zealand.

O These may help you decide if the law should

93 ); change.
AL

9

ots ﬁ : Each case study has questions that we would

you .
think d like you to answer.

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

D Yes
W1 no
D Not sure




& Your answers to the questions will help the
H)( Health and Disability Commissioner know
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

what is important to you.




Case study 1: Observational research on

people with a bad infection

Some people with a bad infection will:

e get very sick

e not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.




The doctor will not change the medicine the

people are getting.

AT The doctor:

e wants to know how much medicine these

people need to take to get better

o 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
people who:

e cannot give informed consent to take

part




e will not get better health from being part

of the research

e 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?

J Tick the answer that is right for you:

O Yes

O | 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?




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

\ ;v \ |
ﬂ Sy 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 v

ONo

O | 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:

X

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

research?




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




5. Do you think delayed consent is OK?

Tick the answer that is right for you:

O Yes

ONo

O | 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?




Case study 3: Research on people who have

a brain disease

Sometimes people get a brain disease that

makes it hard for them to:

e remember

e 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
G\ about what you would want to happen if
gvl\ 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:

O | 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?

| coud 6{& on al@g‘:c rea i ON
’ﬁom the reseaceh.

dond kow whad 5 In i
dont wanrt o harm W\@ bodx:\).
dont wart— bad side effects

ond reachons.




4. Do you want to say any more about this

question?

| worr A that  +he Sbvemmg_vd’
wouldn 4— Do ‘%r Ha

Meci'\c‘me CU% the  researdn.

[+ 15 mpodont dhot peopla_

Can Céie:f’ Quess o —Mng s ~thad
Cav Vuzlp henn.




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.
' A 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

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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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
Y _ your heart stopped working.
é 1) il

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

ONo

O | 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. People who are wearing the bracelets will

nhot 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?

J Tick the answer that is right for you:

O Yes

ONo

O | 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?




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.




1
Consent

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

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:

e can give informed consent to take part

e 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.

él} ih 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?

J Tick the answer that is right for you:

O Yes

®No

O | 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?

?eo_pba do bad —H'unf{)S "ﬁo Jhomselves

when ‘pneMl 'PZ—Q\ bad -

Main wa[smn [ —th{— the

vedicine dan malke thean ﬁeel bad

gCIOl side @,PFQGH o Querq?c regcton

INhen p@op(a T‘Ced bad , —uﬂeei\)

ould \/\MY‘\" Gther ,pe,op(_cz/
Pecple. _shauld ke pwtected

anch +the noles  Shoul 31 be locked
Wp 4o poted Hreir privacy




4. Do you want to say any more about this

gquestion?

Researcdh  notes  should be  lockedk

) -
Uu? '\(m \?{ch{k)\).




5. Do you think other people should decide if
people with Down Syndrome will be in this

research?

These other people could be:
e family / whanau

e support workers.

Tick the answer that is right for you:

v
/E S e

ONo

O | do not have an answer




If you said yes to question 5:

6. Why do you think this?

Yes, T s only okauj VP Someone

thinks aboud whod Hrne Pegon
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’ﬂ\eg Speale for hem.
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If you said no to question 5:

7. Why do you think this?




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




Questions about informed consent

>

Tell us
e o
you ;
think

I1. DOI you think the’? .
Ged 6 a'good o0e! Here are some more questions.

|:] Yes
MNO
D Not sure

These questions will ask you what you think
about informed consent to take part in

| \ research.
9.1/ )

o Your answers will help the Health and
H)C Disability Commissioner know what is
Health and Disability C issi -
"t T Howors, Etarnga - iMPOTtant to you.




1. Do you think it is OK for adults who cannot
give informed consent to take p’érf in
research when no one knows if it will help

them or hurt them?

Tick the answer that is right for you:

O Yes

ONo

@l | do not have an answer




v

2. When do you think it is OK for adults who
cannot give informed consent to take part

in research?

| dont howe an  answe.

Pecpla should  be. p{o%eo@e_d n%m haon

Peglphz shodld be safe -
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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?

J Tick the answer that is right for you:

d Yes

ONo

O | 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

O | 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.

v

Tick the answer that is right for you:

O | 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:

O | 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 | do not have an answer




8. Why do you think this?

The,ﬁ chouwld ool ot whad 8{0\4
waurd  Fhat should

7
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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

ONo

O | do not have an answer




10. Why do you think this?

because  resedrches need o

reHink. whot ‘Hu,\ej{ 5@6( ancl
V\Ja‘/\‘\” —’o do.

Peg()(g ((\eéeardruerr) showld| {follow

e rules amof
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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

@ Family / whanau of the person

O The person’s doctor (if they are not

part of the research)

@ The person who wants to do the

research

@ Someone else
qu—Y\_Q/Or SPoUS-




P

o 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?

I should only happen “F

they  aine c/{ou e Ottt
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13. Do you want to say any more about

question 117?




What happens next?

The Health and Disability Commissioner

will:

C\ e think about what everyone has said

g ‘) i about people who cannot give informed
o consent being part of research

e decide what to tell the Government about

whether changes are needed to the law

on informed consent to be in research

e 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:

e reading this information

e thinking about the hard topics
=y Y

&

e telling the Health and Disability

Commissioner what you think.

H)’( This will help the Health and Disability
Commissioner to know what needs to be
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga done
Your name

Organisation (if you represent an organisation)




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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Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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

E D/ think about doing research with people who
< 4
< /;%o” are not able to say if they want to take part or

_ :O/ér
. not.

® Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga tO be done

You do not have to answer all of the

gquestions.




If you want to fill in the form online you can

find it here:

http://lonline.hdc.org.nz/surveys/ysi9n3Tpq
OuAhQjUUASB90Q

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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Tell us
what

ou
%hink

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

D Yes

No

D Not su

Case studies and questions

d

2

%

4

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
H)C Health and Disability Commissioner know
Health and Disability Commissioner what is important to you.

Te Toihau Hauora, Hauatanga




Case study 1: Observational research on

people with a bad infection

Some people with a bad infection will:

e get very sick

e not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.




The doctor will not change the medicine the

people are getting.

VAS
M ARAL The doctor:
1819 "-“.I‘;,f},f‘m
‘ 25287

\

e wants to know how much medicine these

people need to take to get better

e 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
people who:

e cannot give informed consent to take

part




e will not get better health from being part

of the research

o 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.

g.i}"dz

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 | 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?




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

28
g o4 [l 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

GNO

O | do not have an answer




J If you said yes to question 1:

2. Why would you want to take part in this

research?
=




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
guestion?




5. Do you think delayed consent is OK?

Tick the answer that is right for you:

O Yes

J

O | 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:

e remember

e 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

<tps —_— 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
g"\ 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

ONo

O | do not have an answer




If you said yes to question 1:

2. Why would you want to take part in this

research?

| voula (O:J \\eg \sut- bf\\\\ \? LomMmeone
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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?




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.




o TR

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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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
é’, v your heart stopped working.
i

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

O | 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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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

guestion?




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?

J Tick the answer that is right for you:

O Yes

&

O | do not have an answer




v

?

©)

If you said yes to question 5:

6. Why do you think this?




4

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

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
v able to give informed consent to take part in
Yoo 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:

e can give informed consent to take part

e 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.

dl} i 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?

J Tick the answer that is right for you:

O Yes

o

O | 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:
e family / whanau

e support workers.

J Tick the answer that is right for you:

O | do not have an answer




If you said yes to question 5:

6. Why do you think this?
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If you said no to question 5:

7. Why do you think this?




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




Questions about informed consent

Tell us
o O
you

think

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

e ‘
. D Not sure

O
- f-_

il

Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

=

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.




1. Pe 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 | 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?

| wdest Yhe cuveal vulea Yo G 9’
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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:

O Yes

ONo

@/ | 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

ONo

O | 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 | 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:

O | 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 | do not have an answer




8. Why do you think this?




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:

E) Yes

ONo

| do not have an answer




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.

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

e decide what to tell the Government about

whether changes are needed to the law

on informed consent to be in research

e 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:

e reading this information

¢ thinking about the hard topics

¢ telling the Health and Disability

Commissioner what you think.

H>.< This will help the Health and Disability
Commissioner to know what needs to be
Health and Disability Commissioner
Te Toihau Hauora, Hauatanga done
Your name_

Organisation (if you represent an organisation)




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: hde@hdc.org.nz

Website: www.hdc.org.nz
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Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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
i //@ are not able to say if they want to take part or

B ¥
. not.

/ Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Haudtanga 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
O0uAhQjUUAS890Q

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:

; _.. -|
_f'.':_'
N Health and Disability Commissioner
PO Box 11934

Wellington 6142
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and Disability Commissioner on informed
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2017.
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1. Do you think the
idea is a good one?

D Yes

No

|:| Not su

Case studies and questions
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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
H)( Health and Disability Commissioner know
Health and Disability Commissioner what is important to you.

Te Toihau Hauora, Houdtanga




Case study 1: Observational research on

people with a bad infection

Some people with a bad infection will:

e get very sick

e not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.




The doctor will not change the medicine the

people are getting.

T

bl The doctor:
a8

5.1513 b

e wants to know how much medicine these

people need to take to get better

o 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
people who:

e cannot give informed consent to take

part




e will not get better health from being part

of the research

e 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
g were sick with a bad infection.
4

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?

J Tick the answer that is right for you:

O | do not have an answer




If you said yes to question 1:

2. Why would you want to take part in this

research?




A

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.
Yoo SR

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

-
47 V.
g.l:’ i 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
O

O | do not have an answer




' If you said yes to question 1:

2. Why would you want to take part in this

research?
3




If you said no to question 1:

X

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?




v
e
R

5. Do you think delayed consent is OK?

Tick the answer that is right for you:

O Yes

@No

O | do not have an answer




If you said yes to question 5:

7 | ng!
ﬂ. Why do you think delayed consent |§ OK?
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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:

e remember

e 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.

< (} -
P WO

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
@ ) ou had a brain disease.
§ Sy )

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:

O Yes

O No

O | 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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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

guestion?
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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.




s N

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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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

ONo

O | 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

guestion?




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?

J Tick the answer that is right for you:

O Yes

S

O | do not have an answer




v

@

O

If you said yes to question 5:

6. Why do you think this?




é) If you said no to question 5:

7. Why do you think this?

'\-.\ ACAL ( <\ /{VEQQ (’? :L.( | A‘QJA {;Q




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.




Consent } '
|

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

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:

e can give informed consent to take part

e 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.

e

ﬂl) d 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?

J Tick the answer that is right for you:

O | 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

guestion?




5. Do you think other people should decide if
people with Down Syndrome will be in this

research?
These other people could be:
e family / whanau

e support workers.

Tick the answer that is right for you:

O Yes

@ No

O | 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?
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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?

D Yes
MNO
D Not sure

Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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.




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 orﬂg[t_ them?

Tick the answer that is right for you:

O Yes
@/ No

O | do not have an answer
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2. When do you think it is OK for adults who

cannot give informed consent to take part

in research?

7

6V\l-’\.\ O&Q k 309@ ‘L‘;S‘\qu

{ il o 7 MYV L




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:

O Yes

ONo

O/ | 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

®No

O | do not have an answer
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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.

J Tick the answer that is right for you:

O | 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:

O | 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

®No

O | do not have an answer




8. Why do you think this?
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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

ONo

O | do not have an answer




10. Why do you think this?

C%Qb ) W ; 0




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




@

o 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

e 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:

e reading this information

e 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

Health and Disability Commissioner
Te Toihau Hauora, Haudtanga done

Your name

Organisation (if you represent an organisation)




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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Health and Disability Commissioner

Te Toihau Hauora, Hauatanga

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
/’7 think about doing research with people who
g /4/@ are not able to say if they want to take part or
L&

ﬂ; not.

o Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te ToihaulHnulora)f Haudatanga 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/surveysl/ysi9n3Tpq
OuAhQjUUAS890Q

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.




Case studies and questions

Case studies are stories that help us to

understand something.

Here are 5 case studies that show when

5 research cannot be done without informed

n

Tell us
what

ou
%hink

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

D Yes

No

D Not su

consent at the moment in New Zealand.

These may help you decide if the law should

change.
i
f : Each case study has questions that we would
| like you to answer.

4




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:

e get very sick

¢ not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.




The doctor will not change the medicine the

people are getting.

The doctor:

e wants to know how much medicine these

people need to take to get better

e 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
people who:

e cannot give informed consent to take

part




e will not get better health from being part

.'_/.fr
g) of the research

o 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
C-\ about what you would choose to do if you
v\ were sick with a bad infection.
ﬂ N

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

®/No

O | 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?




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.




J If you said yes to question 1:
2. Why would you want to take part in this

research?
@




X

If you said no to question 1:

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

research?




Questions about research on brain

operations

In these questions we will ask you to think

(-3 about what you would choose to do if you
% were sick and have to have a brain
’ 1) i 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

S o

O | do not have an answer




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

S o

O | 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:

e remember

e 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
p about what you would want to happen if
@ ) ou had a brain disease.
A y

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:

6 Yes

ONo

O | 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?




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.




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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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
él your heart stopped working.
4

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

No

O | 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. 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

O | do not have an answer




v
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If you said yes to question 5:

6. Why do you think this?




If you said no to question 5:

P
@)

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.




Consent |

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

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:

e can give informed consent to take part

e 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.

‘J),- i 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:

O Yes

/ No

O | 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?




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:
e family / whanau

e support workers.

J Tick the answer that is right for you:

O Yes

ONo

®' | 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?




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

Tellus o *

what

you &
think

1. Do you think the

idea is a good one?

D Yes
M No
D Not sure

ﬂ.va};m

Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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.




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 | 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?




University

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

ONo

@ | 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?

J Tick the answer that is right for you:

@ Yes

ONo

O | 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

ONO

O | 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?

J Tick the answer that is right for you:

O Yes
O No

O | 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

ONo

@ | do not have an answer




8. Why do you think this?




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

ONo

O | do not have an answer
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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

@ 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

@ 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?




13. Do you want to say any more about

guestion 11?




What happens next?

The Health and Disability Commissioner

will:
(“ o think about what everyone has said
ﬂ l‘): JA about people who cannot give informed

consent being part of research

e decide what to tell the Government about

whether changes are needed to the law

on informed consent to be in research

e 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:

e reading this information

e thinking about the hard topics

e telling the Health and Disability

Commissioner what you think.

This will help the Health and Disability

Commissioner to know what needs to be

Health and Disability Commissioner
Te Toihau Hauora, Hauatanga done

Your name__

Organisation (if you represent an organisation)




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: hdec@hdc.org.nz

Website: www.hdc.org.nz
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Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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
A \\
e think about doing research with people who
Y -
///,9” are not able to say if they want to take part or

O &
- not.

® Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Haudtanga tO be done

You do not have to answer all of the

guestions.




If you want to fill in the form online you can

find it here:

http://online.hdc.org.nz/surveys/ysi9n3Tpq
O0uAhQjUUAS890Q

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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Tell us
what

ou
%hink

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

D Yes

No

D Not sul

Case studies and questions

A

>

H

: |

4

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
H)C Health and Disability Commissioner know
Health and Disability Commissioner what is important to you.

Te Toihau Hauora, Hauatanga




Case study 1: Observational research on

people with a bad infection

Some people with a bad infection will:

e get very sick

e not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

¢ have been given medicine.




The doctor will not change the medicine the

people are getting.

The doctor:

e wants to know how much medicine these

people need to take to get better

o 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
people who:

e cannot give informed consent to take

part




e will not get better health from being part

of the research

e 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?

J Tick the answer that is right for you:

O Yes

O No

O | 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?




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

iy 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?

J Tick the answer that is right for you:

O Yes

O No

O | 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:

X

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

ONo

O | 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?




Case study 3: Research on people who have

a brain disease

Sometimes people get a brain disease that

makes it hard for them to:

e remember

e 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

T W 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
grl\‘. 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:

O Yes

o o

O | 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?




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.




o JR—.

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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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

ONo

O | 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. 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

O | 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?




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.




Consent

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

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:

e can give informed consent to take part

e 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.

‘J)_ﬁ i The questions are a made up example.




. 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:

O Yes

Q" o

O | 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?

They mite fell
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4. Do you want to say any more about this

guestion?




5. Do you think other people should decide if
people with Down Syndrome will be in this

research?

These other people could be:
o family / whanau

e support workers.

J Tick the answer that is right for you:

O Yes

ONo

@ | 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?




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

Tellus o
e oo
you

think

1. Do you think the

id:elat:sg°°d°”‘-"-’ Here are some more questions.

No

[] Not sure

These questions will ask you what you think

(\ about informed consent to take part in
v \ research.
o4/
@ Your answers will help the Health and
H>< Disability Commissioner know what is

Health and Disability Commissioner lm p o rt a nt t o y ou.

Te Toihau Hauora, Hauatangn




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 | 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?

Not okau
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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:

O Yes

ONo

M | 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

ONo

O | 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:

v
/2@ O v

o o

O | 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:

O Yes

@ o

O | 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 v
% 0

O | do not have an answer




8. Why do you think this?
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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

ONo

®/ | do not have an answer




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.

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)

d’he 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:
("'__.--.' e think about what everyone has said
g l>: J* about people who cannot give informed
. consent being part of research
: e decide what to tell the Government about
LU whether changes are needed to the law

on informed consent to be in research

e 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:

e reading this information

e thinking about the hard topics

e telling the Health and Disability

Commissioner what you think.

This will help the Health and Disability

Commissioner to know what needs to be

Health and Disability Commissioner
Te Toihau Hauora, Hauatanga done

Your name

Organisation (if you represent an organisation)




Health and Disability Commissioner
Te Toihau Hauora, Haudatanga

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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Health and Disability Commissioner
Te Toihau Hauora, Hauatanga

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.
Y/ Your answers will help the Health and
Disability Commissioner know what needs
Health and Disability Commissioner
Te Toihau Hauora, Haudtanga tO be done

You do not have to answer all of the

gquestions.




If you want to fill in the form online you can
find it here:

http://online.hdc.org.nz/surveys/ysi9n3Tpq
O0uAhQjUUAB90Q

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:

L‘“‘: -
N Health and Disability Commissioner
PO Box 11934

Wellington 6142




30
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123 45 6 7
8 9 10 11 12 13 14
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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.

Here are 5 case studies that show when
5 research cannot be done without informed

consent at the moment in New Zealand.

(\_. These may help you decide if the law should

Zv \ hange.
Q l)@ i j

- ) .
s & Each case study has questions that we would
you : :
think d like you to answer.

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

E] Yes
MNO
[] Not sure




® Your answers to the questions will help the
H)C Health and Disability Commissioner know
Health and Disability Commissioner what is important to you.

Te Toihau Hauora, Hauatanga




Case study 1: Observational research on

people with a bad infection

Some people with a bad infection will:

o get very sick

¢ not be able to tell other people what they

think or feel

e have to take medicine to get healthy.

In this case study a doctor wants to do some

research on people who:

e have a bad infection

e have been given medicine.
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Consent

The doctor will not change the medicine the

people are getting.

The doctor:

e wants to know how much medicine these

people need to take to get better

e 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:

e cannot give informed consent to take

part




e will not get better health from being part

of the research

o 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

@No

O | 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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If you said no to question 1:

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

research?

< See othov (age
-




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

91\’ 0

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:

v
/é 0 e

@No

O | do not have an answer




' If you said yes to question 1:

2. Why would you want to take part in this

research?
™




research?

x If you said no to question 1:
3. Why would you not want to take part in this
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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?

Tick the answer that is right for you:

O Yes

@No

O | 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:

e remember

e 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
9"\- - 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

ONo

O | 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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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

guestion?
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Case study 4: Research on people who are

having a cardiac arrest

Cardiac arrest is when you have a big

‘ W problem with your heart and it stops working.
' A 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.




o ;.

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:

e ask for a bracelet in case their heart

stops 1 day in the future

e 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

gl}da

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

@No

O | 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. 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:

v
@ O v

O No

O | do not have an answer




J ) If you said yes to question 5:

O

6. Why do you think this?




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

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:

e can give informed consent to take part

e 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.

0

Q_]):m 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?

J Tick the answer that is right for you:

O Yes

@No

O | 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:
e family / whanau

e support workers.

J Tick the answer that is right for you:

@ Yes

ONo

O | do not have an answer




If you said yes to question 5:

6. Why do you think this?
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If you said no to question 5:

7. Why do you think this?




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




Questions about informed consent

L

Tell us $
e o
you :
think

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

D Yes
M No
D Not sure

gl} i

Health and Disability Commissioner
Te Toihau Hauora, Haudtanga

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.




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

@No

O | 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
b ———— 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:

@ Yes

ONo

O | 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

O No

O | 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:

v
@ 0

ONo

O | 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:

O Yes

5 @No

O | 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 | do not have an answer




8. Why do you think this?
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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

ONo

O | do not have an answer
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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?

J You can do as many ticks as you want.

@ Someone who is Enduring Power

of Attorney or Welfare Guardian for

the person

@ Family / whanau of the person

@ The person’s doctor (if they are not
part of the research)

6/5 The person who wants to do the

research

6 Someone else




P

o 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

e decide what to tell the Government about

whether changes are needed to the law

on informed consent to be in research

e 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:

e reading this information

e thinking about the hard topics

¢ telling the Health and Disability

Commissioner what you think.

H)’( This will help the Health and Disability
Commissioner to know what needs to be
Health and Disability Commissioner
Te Toittau Havora, Hauatanga done
Your name_

Organisation (if you represent an organisation)




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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