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Participant Information Sheet 

 
Study title: Human response to neck treatment following concussion 

Official study title: Autonomic nervous system and endocrine system response to upper or 
lower cervical spine mobilization in males with persistent post-
concussion symptoms: a proof-of-concept trial  

Lead investigator: Name: Gerard Farrell 

Department: School of Physiotherapy 

Position: PhD candidate 

Contact phone number: 
027 728 3013 

 
Introduction: 
 
Thank you for showing an interest in this project.  Please read this information sheet carefully. Take 
time to consider and, if you wish, talk with relatives or friends, before deciding whether or not to 
participate.  

If you decide to participate, we thank you.  If you decide not to take part, there will be no 
disadvantage to you. We thank you for considering our request.   
 

1. Why are we doing this study? 
 
Moving the joints in your neck is a common treatment used by many physiotherapists when treating 
patients with concussion. Despite it being a common treatment, we do not know why it works. Some 
think that moving the joints in your neck can have an effect on a person’s ‘stress response’. The 
stress response can either be increased or decreased. A good example of an increased stress 
response would be thinking of what happens to your body when you need to speak to a big 
audience. You may get sweaty, go red in the face, and your heart may start racing. Whereas an 
example of a decreased stress response would be thinking of what happens to your body when you 
are sitting on the couch, listening to relaxing music, with an open fire cracking in the background. 
You will probably feel very relaxed and sleepy, with not much energy to move, and a decreased 
heart rate. Studies are beginning to show that people with concussion have a dysfunctional stress 
response, and their ability to cope with physical or mental challenges is disrupted.    

Some studies have shown that when you push on the top of the neck compared to the bottom of the 
neck, you can either increase or decrease the stress response. Tools have been created to measure 
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parts of the stress response. In this study, we are going to use two tools to measure two parts of the 
stress response. The two tools are (1) saliva samples and a (2) smart phone application. The saliva 
samples will measure a hormone called cortisol, whereas the smart phone application will measure 
the difference between each of your heart beats, called heart rate variability. These two tools will be 
used to see if there is a difference in your stress response after pushing on the top or bottom of your 
neck. 

The findings from this study will provide new knowledge to physiotherapists who use this type of 
treatment for their patients with concussion. This will help them to choose a part of the neck to 
push on to help normalise a patients stress response and help them recover quicker. The findings 
will support the creation of larger studies looking at the role neck manual therapy has in concussion, 
or other populations with a dysfunctional stress response.  
 

2. Who is paying for this study? 
 
Gerard Farrell is doing this study as part of his Doctor of Philosophy (PhD) degree. The project is 
being paid for by the Stanley Paris PhD OMT Scholarship research costs, the Mark Steptoe Memorial 
Trust fund, and the School of Physiotherapy PhD fund.  
 

3. Who can take part in this study? 
 

• Males. 
• Diagnosed with concussion by a doctor at least 14 days ago and currently have symptoms, 

such as headache, dizziness, fatigue etc.  
• Aged between 21 to 35. 
• Own an iPhone. 

 
4. Who cannot take part in this study? 

 
Unfortunately, if you have any of the points below, which the lead investigator can explain to you, 
we cannot let you take part in our study. If you are not happy with this or have any questions, you 
may still ask the lead investigator at any time.  

• History of a serious medical or psychiatric disorder. 
• Currently on NSAIDs, systemic glucocorticoids, serotonin-norepinephrine reuptake 

inhibitors, or cardioactive medication. 
• Currently have an endocrine, central nervous system, cardiovascular, or a mental health 

disorder.  
 

5. If you decide to take part in the study, what will you be asked to do? 
 
If you decide to take part in this study, you will need to attend two sessions at the School of 
Physiotherapy in Dunedin, take some measurements of your stress response, and fill out some 
questionnaires. Before each session, you will be requested to report to the ground floor of the 
School of Physiotherapy (ground floor, School of Physiotherapy, 325 Great King Street, North 
Dunedin, 9016) where the lead investigator will meet you.  
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1. Introduction session. This session will be run by the lead investigator and will take no more 
than 30 minutes. This session will give you the chance to learn more about the study (you 
will have already been sent the Participant Information Sheet) and choose whether you 
want to take part or not. Your choice to take part or not is completely voluntary. If you are 
happy to take part in the study, you will be asked to sign the informed consent form. The 
lead investigator will then ask some questions and perform some neck movements to make 
sure you are safe to participate in the study and fit the studies acceptance criteria. You will 
then be provided with the necessary tools to measure your stress response. We will help 
you download the smart phone application onto your iPhone and will teach you how to use 
the tools you need to measure your stress response. You will also be given detailed 
instruction sheets to help you remember how to measure your stress response at home. You 
will be allowed to contact the lead investigator at any time if you have any questions.  

2. Neck treatment: This session will run by an experienced physiotherapist who is an 
experienced manual therapy techniques. This session will take no longer than 60 minutes. 
You will be requested to bring in your two saliva samples which you have taken at home 
(described below) and your smart phone with the application on it. Before we can start 
treatment, we will measure your blood pressure to make sure it is safe to treat you with 
these particular techniques. During this session you will be randomly put into the group that 
receives treatment to the top of the neck, or the bottom of the neck. During treatment, you 
will be lying face up while the therapist gently oscillates either the top or bottom of your 
neck for six rounds of two minutes, with a rest period in-between each round. In this session 
we use those two tools (saliva and smart phone application) to measure your stress 
response at three time points; (1) five minutes before neck treatment, (2) five minutes after 
neck treatment, and (3) 30 minutes after neck treatment. On this same day, you will be 
asked to collect a saliva sample at night time. 

 
To get your baseline, we would like you to take some home measurements of your stress response 
before and after neck treatment. 

1. Saliva samples: We will request you to take three saliva samples in total at home. On the 
two days before neck treatment, we will require you to take two saliva samples at night 
between 10 pm – 12 am. Collection of your saliva will take just over 2 minutes. We will 
request you store these samples in your freezer. Please bring these samples to your neck 
treatment. On the night after neck treatment, we will request you take a night saliva sample 
(10 pm – 12 am).  

2. Smart phone application: In total, we will require you to take measurements on your smart 
phone application for 8 days every morning between the hours of 6 am and 8 am. This 
measurement will take just over two minutes. We will provide you with a start and end date. 
We will get you to email your results to the lead investigator following each measurement.  

 
6. What are the possible benefits and risks to you of participating? 

 
Potential benefits: 
 

• Reduction in your concussion symptom(s). 
• Learn about your ‘stress response’. 
• Help physiotherapists know which part of the neck to push on to modulate the ‘stress 

response’ in a particular direction.  
• You will be given a $20 Petrol voucher as a thank you for taking part in this study.  
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Potential risks: 
 

• The most common adverse event that can happen is a mild increase in muscle soreness 
during or afterwards, and potentially an increase in your symptoms. This response is rare 
and does not last for long. If you do start feeling uncomfortable, please let the treating 
physiotherapist know straight away. We will stop immediately and talk about options, 
including if you want to continue taking part in the study.  

• There is an extremely small risk of having a serious adverse event after your neck is being 
pushed on. To make sure you are safe to have your upper or lower neck pushed on, we have 
taken into account many factors and will not let you take part in the study if we feel you are 
at risk. At the introduction session you will be asked lots of questions which we will use to 
determine if it is safe for you to take part. We will also take your blood pressure before neck 
treatment as a further precaution. The techniques used in this study are slow and gentle, 
and will be performed in the best position to reduce the risk of any adverse event.  

• Adverse events will be monitored by the physiotherapist doing the intervention and the 
research team. If an adverse event occurs, which is unlikely as this is a low risk intervention, 
an adverse event form will be filled out in the School of Physiotherapy clinic. If needed, you 
will be referred to your Doctor or other health professional.  

• One of the questionnaires we request you to fill out asks some questions about your stress 
levels. This may upset some people, and may potentially bring up some unknown mental 
health issues. We will check these questionnaires at your treatment session. If you report 
any issues, we will provide support and refer you to an appropriate provider.  

 
7. What information will we be collecting? How will we store it? How will we use it? And 

how will we dispose of it? 
 
Collection: Saliva samples and smart phone application measurements have been explained in 
question five. We will also collect your name and phone number in case we need to contact you 
quickly, and so we can send out reminder texts.   
 
Storage: Saliva will need to be stored in your home freezer. We will get you to bring your samples to 
your neck treatment. We will take them to the secure University freezers. Your smart phone data 
will be stored on your iPhone. Following each measurement we will get you to email your results to 
the lead investigator, who will store the results on a password secure laptop. Any information with 
your personal details on it will be stored in a locked filing cabinet. The lead investigator will be the 
only person with a key. Following instructions from the ‘Human Tissues Act’ 2008, all measurements 
will be coded to make sure your identity is not known and cannot be linked back to you. All analysed 
data will be stored in a password protected laptop and will be accessed only by the lead 
investigator.  
 
Use: The study will be published in international journals, presented at conferences, and reported in 
a Doctoral Dissertation which will be available to view at the University of Otago Library (Dunedin, 
New Zealand). With your consent, we will use your stored saliva samples or the data related to them 
for other uses in the future related to this type of research, but again this won’t be linked to you. 
Other studies may also be given your measurements in the future if they ask for it. This is so they 
can combine study results to make a stronger study. None of the mentioned uses of your 
measurements will contain any personal information, so there is no risk to your privacy.  
 
Disposal: Seven years after the studies are complete, your saliva samples will be disposed of using 
professionals. You will be given the option for disposal to happen with a Karakia. If requested, you 
can be given back your saliva samples at any point during or after the study. After 10 years, your 
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data will be deleted and your personal information locked in the filing cabinet will be destroyed 
using professional services.  
 
We are aware, for some Māori, that human tissue contains genetic material that is considered to be 
collectively owned by whānau, hapu, and iwi (Māori data sovereignty). If, at the end of the study, a 
Māori participant requests return of their saliva samples, it will occur with the appropriate 
procedures. If you have any questions or issues, please do not hesitate to contact the lead 
investigator.  
 

8. If you agree to take part, can you pull out later? 
 
Yes. You can pull out from this study at any time without any disadvantage. You may also request 
your saliva samples to be withdrawn and/or returned at any time.  
 

9. What would happen if you were injured in the study?  
 
In the unlikely event of a physical injury as a result of your participation in this study, you may be 
covered by ACC under the Accident Compensation Act 2001. ACC cover is not automatic, and your 
case will need to be assessed by ACC according to the provisions of the Accident Compensation Act 
2001. If your claim is accepted by ACC, you still might not get any compensation. This depends on a 
number of factors, such as whether you are an earner or non-earner. ACC usually provides only 
partial reimbursement of costs and expenses, and there may be no lump sum compensation 
payable. There is no cover for mental injury unless it is a result of physical injury. If you have ACC 
cover, generally this will affect your right to sue the investigators. If you have any questions about 
ACC, contact your nearest ACC office or the investigator. You are also advised to check whether 
participation in this study would affect any indemnity cover you have or are considering, such as 
medical insurance, life insurance, and superannuation. In the unlikely event that ACC does not cover 
your claim, you may be covered by the lead investigators professional indemnity insurance.  
 

10. What will happen after the study ends? 
 
This study will go on for eight days. At the end of the eight days, and once we have collected all your 
measurements, you will be provided with a $20.00 Petrol voucher as a thank-you token for 
participating in this study. You may keep the smart phone application that you have used 
throughout the study.  

Following neck treatment, you may find it has helped your concussion symptoms. The neck 
treatment is a one-off session, therefore you will not have continual access to the physiotherapist 
who provided the intervention. If requested, we can provide you with a detailed description of the 
intervention for you to give to a trained manual therapist (physiotherapist, osteopath, chiropractor) 
for further treatment.  

If you would like to receive a summary of the study’s results once it has finished, please select the 
relevant box in the consent form for participants.  
 

11. Where can you go for more information about the study, or to raise concerns or 
complaints? 

 
If you have any questions, concerns or complaints at any stage, please feel free to contact either: 
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Name: Gerard Farrell 

Position: Lead investigator (PhD candidate) 

Department: School of Physiotherapy 

Contact phone number: 

027 728 3013 

Name: Steve Tumilty 

Position: Associate Professor (primary supervisor) 

Department: School of Physiotherapy 

Contact phone number: 

021 991 575 

 
For Maori health support please contact : 
 

Rosey Acker (Ngai Tahu, Te Waipounamu, BPhty(Hons)) 
Professional Practice Fellow, University of Otago, School of Physiotherapy 
Work phone: (03) 479 5757 
Cell phone: 027 349 8104 
Email: rosey.acker@otago.ac.nz 

 
If you want to talk to someone who isn’t involved with the study, you can contact an independent 
health and disability advocate on: 

 
Phone:   0800 555 050 
Fax:   0800 2 SUPPORT (0800 2787 7678) 
Email:   advocacy@hdc.org.nz 

 
This study has been approved by the Health and Disability Ethics Committee (Health) Reference: 
2022 EXP 12201. If you have any concerns about the ethical conduct of the research you may contact 
the HDEC secretariat (hdecs@health.govt.nz). Any issues you raise will be treated in confidence and 
investigated and you will be informed of the outcome. 
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Human response to neck treatment following concussion 

Lead Investigator: Gerard Farrell (email: gerard.farrell@otago.ac.nz, cell phone number 027 728 3013) 

CONSENT FORM FOR PARTICIPANTS 
Following signature and return to the research team, this form will be stored in a secure place for ten years. 

Name of participant: ………………………………………….. 

1. I have read the Information Sheet concerning this study and understand the aims of this research project. 
2. I have had sufficient time to talk with other people of my choice about participating in the study.   
3. I confirm that I meet the criteria for participation which are explained in the Participant Information Sheet. 
4. All my questions about the project have been answered to my satisfaction, and I understand that I am free to 

request further information at any stage.  
5. I know that my participation in the project is entirely voluntary, and that I am free to withdraw from the project 

before its completion at any time without disadvantage.  
6. I understand the nature and size of the risks of discomfort or harm which are explained in the Information 

Sheet. 
7. I know that when the project is completed all personal identifying information will be removed from the paper 

records and electronic files which represent the data from the project, and that these will be placed in secure 
storage and kept for at least ten years.  

8. I understand that de-identified data generated in this study, but not necessarily reported, will be, on request, 
made available for future research.  

9. I understand that the results of the project may be published and be available in the University of Otago Library, 
but my personal identifying information will remain confidential between myself and the researchers during the 
study, and will not appear in any spoken or written report of the study. 

10. I know that there is no remuneration offered for this study, and that no commercial use will be made of the 
data.  

11. I consent to the researchers’ storing specimens of my saliva for its use as part of this study, or other later 
research approved by the appropriate Ethics Committee, for seven years. 

12. I consent to any remaining samples being disposed of using standard disposal methods at the end of the study, 
unless specified otherwise by the participant.  

13. I would like any remaining samples to be disposed of at the end of the study (please tick one): 
o Using standard disposal methods 
o Disposed with appropriate Karakia 

14. I would like my health care professionals responsible for my health care to be informed of my participation in 
this study (please tick one):  

o No 
o Yes, please provide details Physician name:    

Name of medical center: 
15. I would like a summary of the study results, and/or individual results (please tick one):  

o No 
o Yes, please provide details Email:  
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Declaration by participant: 
 

Participants name:  Date: 

   

 
Participants signature:  

 

 
 
Declaration by member of research team: 
 
I have given a verbal explanation of the research project to the participant and have answered the 
participant’s questions about it. 

I believe that the participant understands the study and has given informed consent to participate. 

Researcher’s name:  Date: 

   

 

Researcher’s signature:  

 

 

 
 

 
 

 

 


