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Participant Information Sheet 

Study title: Effects of using a knee sleeve following surgery of the anterior cruciate 

ligament (of the knee) 

Locality: Dunedin Ethics committee ref.: 18/CEN/94 

Lead 

investigator: 

A/Prof Gisela Sole Contact phone number: 03-4797936 

 
We invite you to take part in a study on finding out whether wearing a knee sleeve influences 

recovery following surgery of the anterior cruciate ligament (ACL, of the knee). Whether or not you 

take part is your choice.  If you do not 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 would 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 7 pages long, including the Consent Form.  Please make sure you have read and 

understood all the pages. 

 

WHAT IS THE PURPOSE OF THE STUDY? 

We want to know whether wearing a knee sleeve influences recovery following surgery of the anterior 

cruciate ligament (ACL, of the knee). Persons who have undergone ACL surgery usually require 

rehabilitation, in most cases under a guidance of a physiotherapist. Elastic knee sleeves can be worn 

as a support around the knee while exercising, at work or at home. The sleeves do not replace 

rehabilitation. Studies have explored whether such sleeves can be helpful for patients with knee 

osteoarthritis, but not with individuals who have undergone ACL surgery at least 6 months previously. 

We will allocate participants into two groups: one group, the ‘Sleeve group’ will receive a knee sleeve 

to wear daily for 6 weeks, while the second group, the ‘Control group’, will not receive the knee 

sleeve. You will not be able to choose in what group you want to be. The research study requires us 

to place participants into the groups using random allocation (with an electronic number generator). 
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On completion of the study after 6 weeks, participants of the ‘Control group’ will receive with a knee 

sleeve. 

 
The study is supported by a grant from a commercial company, Bauerfeind AG, Germany. The 

research team is responsible for leading the study (listed on p 6). The commercial company will have 

no role in recruiting participants and analysis of the results. The contact details for further questions 

are listed below.  

 

This study has been approved by the Health & Disability Ethics Committee.  

 

WHAT WILL MY PARTICIPATION IN THE STUDY INVOLVE? 

We are looking for 32 people (aged 18 to 40 years) who have undergone ACL surgery at least 6 

months but less than 5 years previously. In particular, we are looking for those that still have mild 

symptoms in their operated knee and have not returned to their usual sports or physical activity. You 

may take part in the study whether or not you are currently receiving physiotherapy or other 

rehabilitation. Taking part in this study will not interfere with those programmes.  

 

Should you agree to take part in this project, we will ask you to complete a short electronic 

questionnaire via a link that the research assistant (David Jackson) will send to you. If you prefer, he 

will send the questionnaire to you in the post. On return of the results, the research assistant will 

inform you whether you are eligible to take part. If you agree, she will book a session in the laboratory 

at a time convenient for you. If you agree, we will ask you to attend two sessions in the Biomechanics 

laboratory, School of Physiotherapy. You may choose to bring a support person to the sessions. 

There will be at least one female member of the research team present at each session and a male 

lab technician. The sessions will be 6 week apart. 

 

Laboratory session 1 

This session will be approximately 2 hours. We will ask you to wear a singlet, pair of shorts and your 

own sports or walking shoes. After agreeing to participate in the study at the first session, the 

researcher will ask you to complete a brief questionnaire for your age, ethnicity and gender, dates of 

your ACL injury and surgery, other injuries of your leg, occupation and physical activity and/or sports. 

We will also ask you to complete a questionnaire relating to current knee symptoms, such as pain, 

stiffness and feeling of giving way. We will measure your height and weight and then ask you to 

undertake the following tests: 

 

1. Your thigh muscle strength will be measured: we will ask you to straighten and bend your knee as 

hard as you can five times against the measuring device’s lever. You will perform this one leg at a 

time.  

2. We will ask you to jump forwards as far as you can, three times on each leg. 

3. Step-down hop: The researcher will place a set of small reflective markers on the skin and clothes 

of your legs, pelvis, trunk and arms using double-sided tape. You will not be able to participate if you 

are allergic to the tape or plasters and/or have any skin conditions. The reflective markers will be 

recorded with a set of 12 cameras while you are performing a step-down hop. We will ask you to 

stand on a box that is 30 cm high and is placed next to force plates (that records the ground reaction 

forces when you step onto it) embedded in the laboratory floor. You will then be asked to step off that 

box onto the force plate, and hop forward by 60-70% of your maximum distance, guided by marks the 

research will have made on the floor. The researcher will demonstrate the movement to you, and you 
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will be asked to practise the jump until you are confident with it. You will then be asked to perform 5 

trials for each leg. You may take a few minutes break between each trial. 

 

The step-down hop will also be videoed with a digital recorder. The video files will only be used if the 

researchers need to check the movements while they process the data. We will not use the videos for 

any other purpose. 

  

We will ask you to perform the forward hops and step-down hops in two sets: one set will be without 

wearing a sleeve, the other set with the sleeve.  

 

Six-week intervention period 

After completing those tests, we will inform you whether you will receive a knee sleeve to wear 

immediately. If you are in that ‘Sleeve group’ you will be asked to wear it at least 1 hour per day. The 

main researcher, Dr Gisela Sole, a physiotherapist, will provide you with instructions and guidelines 

once the testing is finished on the first day. She will provide you with a leaflet with the instructions.  

 

If you are in the ‘Control group’ you will not receive a sleeve to take home. All participants will be 

asked to complete a diary on a daily basis of who much exercise, sports, or physical activity they 

have done. The participants in the ‘Sleeve group’ will also be asked to record how long they wore the 

sleeve on a daily basis. The diary will be either online or in hard copy, depending on what you prefer.  

 

Laboratory Sessions 2 

All participants will be asked to return to the laboratory 6 weeks after the first session. This session 

will be approximately 1 ½  hours. The muscle strength, hop distance and step-down hop will be tested 

again, without wearing the sleeve. They will also be asked to complete the questionnaire again 

relating to symptoms of your knee.  

 

You should continue with your usual physiotherapy during the 6 week period. If you are not seeing a 

physiotherapist, but would like to, we can recommend a clinic in your preferred area.  

 

We will offer you a $50 petrol voucher on completion of each session to contribute towards travel 

costs. Participants in the ‘Control group’ will be offered a knee sleeve at the end of the second 

laboratory. Dr Sole or a colleague will provide them with instructions and guidelines for using it.  

 

WHAT ARE THE POSSIBLE BENEFITS AND RISKS OF THIS STUDY? 

If you were allocated to the ‘Sleeve group’, you will receive with a knee sleeve to wear for 6 weeks, at 

least 1 hour per day. If you were allocated to the ‘Control group’ you will be provided with the sleeve 

at the end of the 6 weeks, after the second laboratory session.  You may find the sleeve helpful when 

you are exercising, at work or undertaken other physical or leisure activities.  

 

We will explain the results of the thigh strength test at the end of the session and hand you a print-

out. The thigh muscle strength test will give you an indication how strong your thigh muscle of the 

injured side is compared to the uninjured side, and whether there has been any change at the second 

session, 6 weeks later. You may want to share the results of the muscle strength assessment with 

your physiotherapist or GP, or may ask us to do that.   

 

There will be minimal risk of developing normal muscle soreness following the muscle strength test 

and the hopping tasks. There is also minimal risk of incurring an injury when performing those tasks. 
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We will ask you to report any discomfort, other than usual discomfort that you feel while hopping on 

one leg, or when stepping off the box. You may contact the researchers following the laboratory 

sessions if you have any concerns about potential muscle soreness that may be associated with 

hopping, or ongoing symptoms following the session. You will also be able to contact the researchers 

during the following 6 weeks if there are any questions about the study, the diary, and about wearing 

the sleeve. If you are undertaking physiotherapy rehabilitation, your physiotherapist will also be able 

to contact the researchers if there are any questions. 

 
 

WHO PAYS FOR THE STUDY? 

The research study is supported by external funding by a commercial company, Bauerfeind AG, 

Germany. However, the research team developed and is leading the study. The company has no 

involvement in the recruitment of participants, the tasks undertaken as part of the study, and analysis 

of the results.  

 

WHAT IF SOMETHING GOES WRONG? 

If you were injured in this study, which is unlikely, you would be eligible for compensation from ACC 

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

Taking part in this study is voluntary (your choice). You can withdraw at any time without this affecting 

your medical care or rehabilitation programme. If you decide to withdraw from the study, the 

information collected about you up to the point when you withdraw may continue to be processed. 

You have the right to access information collected as part of the study. We will inform you should 

there be any new information about the knee sleeve that may become available during the study.  

 

Only the researchers mentioned on this sheet will have access to the data. As the study is supported 

by funding from a commercial company, the company will also request access to the data. The 

researchers will first de-identify the data before sending it to the company. The data may include your 

age, gender, ethnicity, work and sports, time since the knee injury and the surgery, muscle strength, 

biomechanical data collected during the hopping tasks.  The funding company will not have access to 

your personal data (name and contact details, video files) or any information that may identify you. 

We may submit the results for publication in a scientific journal. This will entail the summarised 

results. We will make every attempt to preserve your anonymity.  

 

WHAT HAPPENS AFTER THE STUDY OR IF I CHANGE MY MIND? 

You may withdraw from the study at any time without any disadvantage to yourself. We will 

encourage you to continue seeking your usual physiotherapy rehabilitation during the course of the 

study and on completion of the study. If you are not attending physiotherapy, but would like to, we will 
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provide recommendations for clinics in your preferred area. You would be responsible for any costs 

relating to that usual physiotherapy rehabilitation.  

 

All data collected and recordings will be securely stored in such a way that only those mentioned on 

this sheet will access to it. We will retain data for at least 10 years in secure storage (on the primary 

investigator’s password-protected University laptop and the secure data storage of the School of 

Physiotherapy). Any personal information (such as contact details, video files) may be destroyed at 

the completion of the research even though the data derived from the research will, in most cases, be 

kept for much longer or possibly indefinitely.  

 

We will send you a summary of the results, should you be interested in these, via email or by post. 

The results should be available one year after data collection is completed. The results for the study 

may inform future, larger scale research studies.   

 

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:  

 

David Jackson 

Research Assistant 

School of Physiotherapy 

Contact phone number:  479 8822 

Email: acl@otago.ac.nz 

Dr Gisela Sole 

Associate Professor 

School of Physiotherapy 

Contact phone number: 4797936 

Email: gisela.sole@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 

 
You can also contact the health and disability ethics committee (HDEC) that approved this study on: 
 
 Phone:  0800 4 ETHICS 
 Email:  hdecs@moh.govt.nz 



Lay study title:  Page 6 of 7 

PIS/CF version no.:  Dated: 13th Sept 2019 

  

 
 

 
 

Participant Consent Form 
 
Please tick to indicate you consent to the following  
 

I have read, or have had read to me in my first language, and I understand the Participant 
Information Sheet.   

I have been given sufficient time to consider whether or not to participate in this study. 

I have had the opportunity to use a legal representative, whanau/ family support or a friend to 
help me ask questions and understand the study. 

I am satisfied with the answers I have been given regarding the study and I have a copy of 
this consent form and information sheet. 

I understand that taking part in this study is voluntary (my choice) and that I may withdraw 
from the study at any time without this affecting my medical care. 

I consent to the research staff collecting and processing my information, including information 
about my health. 

If I decide to withdraw from the study, I agree that the information collected about me up to 
the point when I withdraw may continue to be processed. 

I consent to my GP or current provider being informed about my 
participation in the study and of any results obtained during the 
study. 

Yes  No  

I agree to my de-identified data from this study be sent overseas  Yes  No  

I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic 
Committees, or any relevant regulatory authority or their approved representative reviewing 
my relevant medical records for the sole purpose of checking the accuracy of the information 
recorded for the study. 

I understand that my participation in this study is confidential and that no material, which 
could identify me personally, will be used in any reports on this study. 

I understand the compensation provisions in case of injury during the study. 

I know who to contact if I have any questions about the study in general. 

I understand my responsibilities as a study participant. 

I wish to receive a summary of the results from the study. Yes  No  
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Declaration by participant: 
I hereby consent to take part in this study. 
 

Participant’s name: 

Signature: Date: 
 
 
 
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: 

Signature: Date: 
 

 


