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10 February 2016 
 
Dr Brian Robinson  
Graduate School of Nursing, Midwifery & Health 
PO Box 7625 
Newtown 6242 
 
Dear Dr Robinson  
 

Re: Ethics ref: 16/CEN/5 

 Study title: Developing Interactive Devices and Games for Physical Therapies 
in Stroke Recovery 

 
This application was reviewed by the Central Health and Disability Ethics Committee and 
provisionally approved pending receipt of further information.  This decision was made 
through the HDEC-Full Review pathway. 
 
Summary of Study 
 
This study is a joint collaboration between the Victoria University of Wellington School of 
Design and the Victoria University Graduate School of Nursing, Midwifery and Health and 
senior physiotherapists at AUT University in Auckland. It is a ‘usability’ study which will 
aim to test two things: software and computer controllers in stroke patients as potentially 
useful rehabilitation aids. 
 
The research team is seeking ethical approval for 4-5 design projects every 3 year for 3 
years so for 12-15 projects and around 100 participants.  There is not one particular 
piece of software but students will build on previous students’ work so the software and 
physical controllers may vary over the three years. 
 
The researchers intend to test in the participant’s home.  A design student will explain the 
device and watch the participant use the device and record the participant using the 
device with a sensor and photograph/videos and secondly interview the participant and 
record data. 
 
Summary of ethical issues (resolved) 
 
The main ethical issues considered by the Committee and were addressed by the 
Researcher are as follows. 

 

 The committee asked what 3-4 projects are lined up for this year.  Dr Robinson 
explained that one project involved students developing games guiding an 
astronaut around a screen that would inform other projects.  The overall aim is to 
create a blanket application to cover these students.  Dr Robinson explained that 
the same game will always be used but a different style of mouse will be tested.  
The games will be made progressively more difficult to help enhance movement.  
This game “level 1” will be tested to see whether stroke patients can use the 
device.   The idea is to use upper limb movement to stimulate neural plasticity 
and students will create a portfolio of games with these devices.  
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 Supporting design students with stroke patients who are community dwelling.  
The committee queried whether the design students might need support. Dr 
Robinson advised that the students will be in their 20s. The students do not have 
a health background and a physiotherapist will support them in dealing with 
health issues ethically. Structure set up where both students and people in the 
community have protocols in place. Focussing purely on upper limb.   

 The committee asked whether the participants in this study will have a degree of 
cognitive impairment and if so how will the research team assess this.  Dr 
Robinson advised that they are anticipating that patients who are unimpaired are 
the ones who will make contact with the researchers. There is currently no formal 
screening process and the researchers were not intending to recruit through 
clinicians.  

 The committee asked to see the wording that will be used for the recruitment 
flyers.  

 The committee noted the answer stated at question p.4.3 on page 22 of the 
application form that consultation with Mãori is not required. The committee 
reminded the researchers that formal consultation is required MC formal 
consultation with Mãori is required for all research in New Zealand that involves 
Mãori. Dr Robinson thought that the answer may have been stated in error and 
noted for the committee that they had consulted with Professor Rawina Tumaki, 
Head of the School of Mãori studies regarding the cultural issues of this research 
programme who had offered useful feedback for the research team. Please 
provide the name and contact details of a Mãori support person who participants 
can contact.  The committee noted that ‘Whakama’ is a cultural issue for some 
Mãori and that protocols for behaving in people’s homes need to be observed.  

 The committee noted that it is difficult for them to give a blanket approval for the 
ongoing updates to the software and controllers when they don’t know what they 
will be.  With this in mind the committee agreed to approve the current study 
protocol but requested that the research team submit each update as a 
substantial amendment via Online Forms for this committee to consider.  Please 
include updated participant information sheets with each amendment and include 
updated version numbers and dates on the updated documents.  

 
The committee requested the following changes to the participant information sheet and 
consent forms: 
 

 Page 2, ‘What will my participation in the study involve?’: The committee noted 
the statement that the session should take no more than 30 minutes and was 
concerned that this might set the expectation that participants would have to 
make this time.  In participants who have experienced a severe stroke 30 minutes 
may be too long to concentrate. 

 Page 2, ‘What are the possible benefits and risks of this study?’: the committee 
noted that the information provided here appeared to be a contradictory and 
could  be confusing for participants.  On the one hand it stated that people should 
do rehabilitation for several hours a day and on the other hand the researchers 
intend to take the devices away after the session.  Dr Robinson confirmed that 
they are not wanting to use the device as a therapeutic device at this stage but to 
find out whether it might be useable as a therapeutic device.  Please make this 
clear to participants.  

 The committee noted that the research team intend to take and use images but 
this is not clearly spelt out in the participant information sheet and consent forms.  
The committee advised that if the researchers are going to use images then they 
need to tell people clearly and they need to seek consent for that as well. 

 The committee asked how the researchers intend to make sure that any photos 
taken are unidentifiable.  Dr Robinson explained that they will use a standard 
technique of blurring facial images and images of participant’s houses will not be 
used. Please make this clear to participants.   
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 The committee asked what kind of device the researchers intend to use to record 
the images and noted that there are issues of confidentiality associated with 
recording. Dr Robinson advised that Victoria University of Wellington School of 
Design cameras will be used and the images taken will be deleted from the 
cameras. The committee asked that this information be included in the participant 
information sheet.  

 Please submit the wording that will be used for the recruitment flyers.  

 Please provide the name and contact details of a Mãori support person who 
participants can contact.  

 Please make clear to participants what will happen in this study – for example, 
that that students will come to their home and please make clear arrangements 
for the safety of students.  For example that they don’t travel to the house alone 
and that they take cell phones with them.  

 Consent form: please only include yes/no boxes for statements that are truly 
optional (i.e that a person could still participate if they answer ‘no’).  

 Please provide a 24 hour contact number for the lead investigator and for the 
supervisor for this study.  While you are not studying participants with acute 
problems, students will be going to participants’ homes in the evening and the 
requirements are that there is a 24 hour contact number.   

 
Further information requested 
 
The further information requested in order for the Central Health and Disability Ethics 
Committee to make a final decision is as follows. 
 

 Please amend the information sheet and consent forms, taking into account the 
suggestions made by the Committee (Ethical Guidelines for Intervention Studies 
para 6.22). 
 

Timeline for providing further information, and for giving a final opinion 
 
You have 90 days to provide this further information.  Your application will be considered 
to have been withdrawn if this information is not received on or before 10 May 2016.  A 
new application would be required in this case. 
 
The 35-day clock within which a final decision must be made on this study is suspended 
as of the date of this letter.  This clock, on which 16 days remain, will restart on the date 
on which all of the further information requested above is received by the Central Health 
and Disability Ethics Committee. 
 
Please remember to track changes made to new versions of documentation. 
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How to respond to a Provisional Approval 
 
You will need to submit your new or amended documents through Online Forms.  
 
New versions of existing documents: 

Steps Screenshots 

1. Go to the Documents Tab 
to upload the revised 
documentation requested 
by the secretariat 

 

2. To update versions of 
documents, go to the List 
tab. Select View/Manage 
to upload a newer version 
of the document.  

 For example you can 
upload new versions of the 
PIS/CF 

 Remember to track 
changes. 

 

 

3. When you click 
View/Manage for a 
particular document it will 
take you to the upload tab 
for that document. 
 

 Update the version 
number and document 
date. 

 Browse to find the new 
version of the file.  

 Click ‘Upload New 
Version’ 

 Once the upload is 
complete the history will 
populate with the new 
version. 
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New documents: 

Steps Screenshots 

4. For New documents, go to 
the upload tab. 
 

 For example you can 
upload a word document 
responding to questions 
raised by the Committee. 
 

  

5. Select the document type. 
Add a version number, 
document date and add a 
description if required. 
 

Browse your computer to 

find the new file and select 

Upload File. 

 

 

6. The new document will now be 
uploaded and visible on the 
List Tab. 

Before submitting check to 
see all your documents are 
on the List tab and are 
displaying the correct 
version and document date. 
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To submit: 
 

7. Once you have uploaded all 
new documents or updated 
all existing documents click 
the E-Submissions tab.  

 

 

8. Scroll down until you see 
‘Provisional Approval 
Response’. 

This button will only be able to 
be used when you have 
received a ‘Provisional Approval’ 
letter. 

Please note: only click submit 
once. 

 

 
Please don’t hesitate to contact the HDEC secretariat if you have any queries.  We look 
forward to receiving your response. 
 
Yours sincerely, 
 
 

 
 
 
Mrs Helen Walker 
Chairperson 
Central Health and Disability Ethics Committee 
 
 
Encl: appendix A: documents submitted 

appendix B: statement of compliance and list of members 
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Appendix A 
Documents submitted 
 
  

Document    Version    Date    

Covering Letter: Covering Letter  1  11 December 2015  

CV for CI: CI CV  1  11 December 2015  

Evidence of scientific review: Peer Review  1  11 December 2015  

Protocol: Protocol for Research  1  11 December 2015  

Survey/questionnaire: Demographic questions and examples of 
questions for semi-structured interviews  

1  11 December 2015  

PIS/CF: Participant Information and Consent Form  1  11 December 2015  

Application       
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Appendix B 
Statement of compliance and list of members 
 
Statement of compliance 
 
The Central Health and Disability Ethics Committee:  
 

 is constituted in accordance with its Terms of Reference 

 operates in accordance with the Standard Operating Procedures for Health and 
Disability Ethics Committees, and with the principles of international good clinical 
practice (GCP) 

 is approved by the Health Research Council of New Zealand’s Ethics Committee 
for the purposes of section 25(1)(c) of the Health Research Council Act 1990 

 is registered (number 00008712) with the US Department of Health and Human 
Services’ Office for Human Research Protection (OHRP). 

 
 
List of members 
 

Name   Category   Appointed   
Term 
Expires   

Present on 
28/01/2016?   

Declaration 
of interest?   

Mrs  Helen 
Walker  

Lay 
(consumer/community 
perspectives)  

01/07/2012  01/07/2015  Yes  No  

Dr Angela 
Ballantyne  

Lay (ethical/moral 
reasoning)  

01/07/2015  01/07/2018  No  No  

Dr Melissa 
Cragg  

Non-lay (observational 
studies)  

01/07/2015  01/07/2018  No  No  

Dr Peter 
Gallagher  

Non-lay 
(health/disability 
service provision)  

01/07/2015  01/07/2018  Yes  No  

Mrs Sandy 
Gill  

Lay 
(consumer/community 
perspectives)  

30/07/2015  30/07/2018  Yes  No  

Dr Patries 
Herst  

Non-lay (intervention 
studies)  

27/10/2015  27/10/2019  No  No  

Dr Dean 
Quinn  

Non-lay (intervention 
studies)  

27/10/2015  27/10/2021  Yes  No  

Dr 
Cordelia 
Thomas  

Lay (ethical/moral 
reasoning)  

19/05/2014  19/05/2017  Yes  No  

  
 
Unless members resign, vacate or are removed from their office, every member of HDEC 
shall continue in office until their successor comes into office (HDEC Terms of 
Reference) 
 

 
http://www.ethics.health.govt.nz 
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