
 

Participant Information Sheet 

Study title: Sensitisation in Shoulder Pain 
Study 

 

Locality:  
 

University of Otago, School of Physiotherapy 

Ethics committee ref.: 
 

19/CEN/119 

Lead investigator: Dr Ramakrishnan Mani 
Senior Lecturer, University of Otago School of 
Physiotherapy  

Contact phone number: 
 

03 479-3485 / 0800 687489 

 

Introduction: 

You are invited to take part in a study that aims to understand the role of neurological 

mechanisms involved in experiencing shoulder pain.  Whether or not you take part is 

your choice.  If you don’t want to take part, you don’t have to give a reason, and it 

won’t affect the care you receive.  If you do want to take part now, but change your 

mind later, you can pull out of the study at any time.   

 

This Participant Information Sheet will help you decide if you’d like to take part.  It sets 

out why we are doing the study, what your participation would involve, what the 

benefits and risks to you might be, and what would happen after the study ends.  We 

will go through this information with you and answer any questions you may have.    

You do not have to decide today whether or not you will participate in this study. Before 

you decide you may want to talk about the study with other people, such as family, 

whānau, friends, or healthcare providers.  Feel free to do this. 

 

If you agree to take part in this study, you will be asked to sign the Consent Form on 

the last page of this document.  You will be given a copy of both the Participant 



Information Sheet and the Consent Form to keep. This document is 9 pages long, 

including the Consent Form.  Please make sure you have read and understood all the 

pages. 

What is the purpose of the study? 

 

Shoulder pain is a common musculoskeletal condition that can result in loss of physical 

function.   

This research aims to understand how sensitive your nervous system is as part of your 

shoulder pain experience and if this sensitivity is related to the amount of your pain 

and disability.  

Recognizing the presence of nervous system sensitivity and its links with shoulder 

pain experience can help researchers to test treatments that address sensitivity as a 

part of managing shoulder pain.    

This study will form part of Rani Othman’s PhD research supported by the University 

of Otago, School of Physiotherapy. 

What will my participation in the study involve? 

Adults (18-75 years of age) with shoulder pain and without shoulder pain can 

participate in this study if they meet one of the following criteria.  

Acute shoulder pain Chronic shoulder pain  

 

Healthy (control) 

people 

Duration of pain: less 

than 3 months since the 

pain started. 

 

Moderate to severe pain  

Duration of pain: for 

more than 3 months since 

the pain started. 

 

Moderate to severe pain  

No history of shoulder pain 

or any other body pain in 

the past 6 months. 

 

 

Healthy people (without shoulder pain) will be invited to participate in the study for 

comparing their sensitivity against people with shoulder pain.  

Exclusion criteria: you will not be able to take part in this study if you have any of 

the following health conditions/situations:  

(1) Previous fracture or dislocation around the shoulder 

(2) Inflammatory joint disease (e.g. rheumatoid arthritis) 

(3) Joint infections 



(4) Nerve problems (nerve injuries/compression/diseases; having 

tingling/numbness sensations in hands and/or feet). 

(5) Brain disorders (e.g. stroke, multiple sclerosis) 

(6) Spinal cord injuries/diseases  

(7) Diabetic neuropathy (i.e. nerve disease due to diabetes) 

(8) Neck Pain.   

(9) Underwent surgery for the shoulder/neck/elbow/or hand in the past 12 months 

     (10) Underwent shoulder joint injections in the past 3 months 

     (11) Fibromyalgia and Chronic Fatigue syndrome 

     (12) Pregnancy or 3 months post-labour 

     (13) Cognitive problems (e.g., Dementia, Alzheimer’s disease) 

     (14) Unable to read and understand English 

 
To participate: You will be asked to contact a member of the research team (via 

telephone or e-mail) for screening. If you meet the eligibility criteria, then you will be 

provided with an appointment (~90 minutes session) at the Centre for Health, Activity 

and Rehabilitation Research, School of Physiotherapy, University of Otago. You will 

be asked not to take any pain medications for 24 hours before the appointment. You 

will be invited to ask any questions you have about the study before you sign a consent 

form. 

What will be done in the study? 

In this session, you will complete questionnaires and undergo sensory and functional 

assessments, as described below. Your height, weight, waist and hip circumference, 

will be recorded. 

1. Questionnaires about yourself (age, sex, ethnicity, education, marital status, 

and employment status), shoulder pain and function status; perceptions about 

pain, and the level of support you receive from your family/friends, your sleep, 

and physical activity levels and about other health conditions. It would take 

about 30-40 minutes to complete questionnaires.  

2. Responding to different sensory tests: A series of simple sensory test 

procedures recording your responses to a range of sensations will be 

administered over the shoulder and at distant non-painful body part for 

comparison purposes. It would take approximately 30 minutes for 

administering the tests.  You are asked to bring a singlet that can be easily 

rolled up so that the shoulder region can be tested.   

The following test procedures will be administered.  

a. Repeated light touches with a thin and blunted nylon 

filament/toothpick/brush- You will be simply asked to tell us whether you 

are feeling a sensation of touch or pain.  



b. Your sensitivity to cold will be tested by massaging the shoulder area with 

an ice cube, for 10 seconds.  

c. Your ability to detect vibration will be tested using a tuning fork placed on 

the top of your shoulder.  

d. Pressure to pain sensation testing: Pressure will be gradually applied by 

using a rubber-tipped pressure device. You will be asked to indicate 

immediately when the pressure sensation changes to discomfort or when 

you FIRST feel pain. This procedure will be carried out over the shoulder 

when you are resting, as well as immediately following 2 minutes 

(maximum time) of immersing your foot in a cold-water bath kept at 

approximately 5oc.  

Physical performance: You will be asked to perform a simple physical task 

involving your painful shoulder. In this task, you will be asked to lift 3 different 

weighted canisters (maximum weight of 3.9 kg) and hold for approximately 3 

seconds, and we will ask you to rate the amount of discomfort on a 0-10 

verbal pain scale as you lift each canister. This procedure will be repeated 18 

times with rest between tests.  

You will also be asked to elevate/rotate your shoulder (3 times) as much as 

you can. The researcher will measure the amount of movement available and 

record any pain reproduced following the movement.   

 

Follow-up assessment for shoulder pain group only: At the end of session-1, 

you will be given an appointment (~10 minutes) in the week 7 from your first testing 

session. In this session, you will complete few questionnaires about your shoulder 

pain and the type of treatments you have received during the period (6 weeks from 

your first appointment). A member of the research team will send you reminders by 

text message or email and/or a phone call (your preferred mode of contact) 

reminding you about the follow-up session to complete the questionnaires. 

 

What are the possible benefits and risks of this study? 

There are no direct benefits of participating in this study. The risks of participating in 

the study include feeling pain during sensory testing, which should normally disappear 

immediately following the testing.  

Who pays for the study? 

There is no cost to you for any of the assessments carried out as part of the study. 

Participants with shoulder pain will be provided with a $50 voucher at the follow-up 

session as a reimbursement for expenses incurred in taking part in the study (90 

minutes at baseline and completing the questionnaires at six weeks follow-up). 



Healthy participants will be provided with a $30 voucher as a reimbursement for 

expenses incurred in taking part in the study (attending the 90 minutes session at the 

school of physiotherapy).  

What if something goes wrong? 

If you were injured in this study, you would be eligible to apply for compensation from 

ACC just as you would be if you were injured in an accident at work or home. This 

does not mean that your claim will automatically be accepted. You will have to lodge 

a claim with ACC, which may take some time to assess. If your claim is accepted, you 

will receive funding to assist in your recovery. If you have private health or life 

insurance, you may wish to check with your insurer that taking part in this study won’t 

affect your cover. 

What are my rights? 

You are free to decline to participate or to withdraw from the research at any time, 

without experiencing any disadvantage to yourself of any kind. You will have full rights 

to access information about you collected as part of the study, but we will continue to 

analyse data collected from you up until the time you withdraw. 

What information or data will be collected, and how will it be used?  

The following information will be recorded: 

1- Your name and age; sex; ethnicity; weight; height; medication; employment and 

income; relationship status; email address; residential address; and phone number.  

2- Your pain level; pain duration; pain location; pain interference in daily activities; 

physical disability level; and nature of pain. 

3- Your psychological status and well-being; perceptions about your shoulder pain; 

the extent of social support; sleep quality; and physical activity levels. 

4- Your sensitivity and responses to different types of sensation testing, including the 

repeated canister lifting task. 

The researcher will take great care to ensure that your health information is kept 

confidential at all times. Every attempt will be made to preserve your confidentiality 

and anonymity. If we are concerned about any of your responses to the 

questionnaires, we will ask your permission to contact your GP. On arrival to the 

School of Physiotherapy, University of Otago, you will be given a unique identification 



code, and your data will be linked to that code only. All data will be securely stored 

and accessed by only the research team. All study data will be coded and stored in a 

secure computer. Any hard copy data will be stored in locked cabinets for ten years, 

then destroyed. Any personal information such as names and contact details collected 

on participants during the study period will be destroyed once the study is completed.  

The results of the project will be published in scientific journals and presented at 

conferences. The findings of the project will also be available in the University of Otago 

Library (Dunedin, New Zealand). Your personal information that might identify you will 

not be used in reports about this project. If you wish, we will inform you of the study 

results. This project is expected to be completed by 1 December 2020.  

Who do I contact for more information or if I have concerns? 

If you have any questions, concerns or complaints about the study at any stage, you 

can contact:  

Research Assistant 
 
University of Otago 
 
Dunedin 

Freephone number: 
0800 687489 
 
Email:  
clinicalresearch.physio@otago.ac.nz  
 

Name: Rani Othman 
Position: Doctoral Candidate  
Department: School of 
Physiotherapy, University of 
Otago, Dunedin 
 
 

Phone number: 
03 479 5694 
 
Email: 
rani.othman@postgrad.otago.ac.nz 
 

Name: Dr Ramakrishnan Mani 
Position: Senior Lecturer  
Department: School of 
Physiotherapy, University of 
Otago, Dunedin 

Phone number: 
03 479 3485 
 
Email: 
ramakrishnan.mani@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 

Email:  advocacy@advocacy.org.nz 

 

mailto:clinicalresearch.physio@otago.ac.nz
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If there is a specific Māori issue or concern, please contact: 

Name: Katrina Pōtiki Bryant 

Position: Professional Practice Fellow and Kaiārahi Māori – Māori Liaison 

Officer, University of Otago School of Physiotherapy 

Telephone number: 03 479 7473 or email: katrina.bryant@otago.ac.nz 

 

You can also contact the health and disability ethics committee (HDEC) that 

approved this study on: 

Phone: 0800 4 38442 (0800 4 ETHICS) 

 Email:  hdecs@moh.govt.nz 
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