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Appendix B: Letters of Information and Consent 

      

 
 

Faculty of Health Sciences and Department of Physical Medicine & 

Rehabilitation 

Letter of Information – Patient 

Determining test-retest reliability of a dual-task functional mobility 

assessment in adults with a lower limb amputation 

Principal Investigators: Courtney Frengopoulos, Dr. Michael Payne MD MSc,                           

Dr. Ricardo Viana MD and Dr. Susan Hunter PT PhD 

Introduction 
You are being invited to participate in a research study that will be looking at cognition and 

mobility in people with a lower extremity amputation who are currently using their prosthesis in 

the community. Cognition is a complex process that includes thinking, problem-solving, 

reasoning, gathering information and learning. These cognitive tasks play a part in all of the 

activities we do throughout the day, including walking. We are interested in studying how 

cognitive tasks, such as counting, affect how you walk with your prosthesis. We want to 

understand how doing walking and cognitive tasks at the same time affects your performance 

on a mobility test.  

The purpose of this letter is to provide you with the information that will help you to decide 

whether you wish to participate in this study. It is important that you know why this study is 

being conducted and what it will involve. Please take your time to make a decision, and discuss 

this proposal with your family doctor, family members, and friends, as you feel inclined. 

Participation in this study is voluntary.   

Description of study 
If you agree to participate in this study, information will be collected on two occasions. Each 

assessment will take approximately 30 minutes to complete and will take place at Parkwood 

Institute. The first assessment will occur during your regularly scheduled appointment in the 

Outpatient Amputee Clinic and the other will be scheduled one week later at your convenience. 

In addition to the regular assessments that are performed as part of your usual medical care, 

you will perform two walking tests, a test of your cognition and a questionnaire about your fear 

of falling while performing different activities.  

Participation and Withdrawal 
Participation in this study is voluntary. You may refuse to participate, refuse to answer any 

questions, or withdraw from the study at any time with no effect on your future care. If you 

choose to withdraw from the study, any information that was provided will not be used for any 

study purposes. 

We are seeking volunteers older than 18 years of age, have a lower extremity amputation, are 

currently using a prosthesis and have a functional use of the English language. If new 
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information that impacts your ongoing eligibility to participate in the study becomes available 

after you have been enrolled, you will be informed by a member of the research team and the 

implications will be discussed with you. If during the administration of the cognitive tests you 

receive a score of less than 26 on the Montreal Cognitive Assessment, this score will be 

reported to your treating physician at the Parkwood Outpatient Amputee Clinic, Dr. Payne or 

Dr. Viana.  

Risk and Benefits 
Risks 

The risks associated with taking part in this study are minor. The walking tests involve 

movements that are common in daily activities and thus do not pose any extra risk beyond 

these levels of activity. All tests will be conducted by a researcher with experience in the 

assessment of physical function in adults with a lower extremity amputation.  Safety belts 

will be used and the researcher will always remain within arms’ reach to ensure safety 

should you lose your balance.   

Benefits 

You may not benefit directly from your participation in this study. You will appreciate you 

have contributed information that will help to increase scientific understanding of mobility 

and cognition in people with a lower extremity amputation using a prosthesis.  

Reimbursement for Participation in the study 
You will not be paid to participate in this research project. However, you will be provided with a 
parking pass to cover the costs of parking to participate in the study. A $10 Tim Horton’s gift 
card will also be presented to participants upon completion of the second study assessment. 

 

Confidentiality 
All records and research materials that would identify you will be held confidential and, to the 
extent permitted by the applicable laws and regulations, will not be made publicly available. If 
you agree to participate in this study, you will be assigned a unique identification number that 
will be used on all documents related to this study. This unique number will be linked to your 
name and contact information on another “master list” of participants. This master list will be 
kept separately from other research information in a locked office. All information collected will 
be kept for a period of 15 years. If the results of this study were to be published in the medical 
literature, your identity will not be revealed.  
 
Representatives of the University of Western Ontario’s Health Sciences Research Ethics Board 
(HSREB) may contact you, or require access to your study related records in order to monitor 
the conduct of the research. For quality assurance (QA) purposes, representatives of Lawson 
QA Education Program may require access to study data.  

Contacts 
If you have any questions about this project, please contact the Principal Investigator, 
Dr. Susan Hunter. 

If you have any questions about your rights as a research participant or the conduct of this 
study, you may contact The Office of Research Ethics. 

You do not waive your legal rights by signing the attached consent forms. Participation in this 
study is completely voluntary. 
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Faculty of Health Sciences and Department of Physical Medicine & 

Rehabilitation 

Consent Form – Patient 

Determining test-retest reliability of a dual-task functional mobility 

assessment in adults with a lower limb amputation 

 

Principal Investigators: Courtney Frengopoulos, Dr. Michael Payne MD MSc,              

Dr. Ricardo Viana MD and Dr. Susan Hunter PT PhD 

 
 
I have read the Letter of Information, have had the nature of the study 
explained to me, and I agree to participate. All questions have been 
answered to my satisfaction. 
  

_________________________________                
Participant’s Name (Printed) 
 
_________________________________ ___________ 
Participant’s Signature Date 
(dd/mm/yy) 
 
 
I confirm that I have explained the nature, purpose, and foreseeable effects 
of the trial to the participant whose name is printed above. The participant 
consented to participate by his/her personally signed signature. 
 
 
_________________________________ ___________ 
Name of Person Obtaining Consent Role in 
Study 
 
_________________________________ ___________ 
Signature of Person Obtaining Consent Date 
(dd/mm/yy) 
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School of Physical Therapy and Department of Physical 

Medicine & Rehabilitation 

Letter of Information – Patient 

Falls during community reintegration after prosthetic rehabilitation in older 

adults with a lower extremity amputation 

Principal Investigators: Dr. Susan Hunter PT PhD and Dr. Michael Payne MD 

MSc 

Introduction 

You are being invited to participate in a research study that will be looking at 

balance, walking and falls in people who have a lower extremity amputation and 

completed rehabilitation for a prosthesis. We are interested in studying how your 

walking and balance change once you go home after your discharge from 

inpatient rehabilitation. We are also interested in whether you sustain any falls 

during this time.   

The purpose of this letter is to provide you with the information that will help you to 

decide whether you wish to participate in this study. It is important that you know 

why this study is being conducted and what it will involve. Please take your time to 

make a decision, and discuss this proposal with your family doctor, family 

members, and friends, as you feel inclined.  Participation in this study is voluntary.   

Description of study 

If you agree to participate in this study, information will be collected on two 

occasions. Each assessment will take approximately 60 minutes to complete on 

top of the usual evaluations performed as part of your medical care and each 

assessment will take place at Parkwood Institute. One assessment will be prior to 

your discharge from rehabilitation and the other assessment will be when you 

return to clinic for your regularly scheduled follow-up visit. In addition to the regular 

assessments that are performed as part of your usual medical care, you will 

perform: 1) at discharge - two walking tests, one balance tests, a questionnaire 

about falls prevention and five questionnaires related to your prosthesis and your 

cognitive health, and 2) at the follow-up clinic appointment - two walking tests, one 
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balance test, a questionnaire on falls prevention and the five questionnaires about 

your prosthesis and your cognitive health. At the discharge evaluation you will be 

given a calendar to record information on any falls that you may experience after 

you go home. A research assistant will contact you each month by phone to collect 

the information on falls starting one month after your discharge until your follow-up 

clinic visit. Results of the regular assessments of your amputation and mobility that 

are done as part of your usual care will be collected from your medical chart at the 

discharge assessment and the follow-up clinic visit for use in the study. 

Participation and Withdrawal 

Participation in this study is voluntary. You may refuse to participate, refuse to 

answer any of the questions, or withdraw from the study at any time with no effect 

on your future care.  

We are seeking volunteers older than 50 years of age who have a lower extremity 

amputation and are using a prosthesis, have a functional use of the English 

language, and are able to walk 10m without the assistance of another person. 

However, there are certain conditions that would exclude you from participating in 

the study. These conditions are as follows: (1) any physical problem, beyond the 

lower extremity amputation, that significantly limits your movement (ex. arthritis in 

your hips, knees, or feet), and (2) if you are suffering from severe depression. If 

you are unsure whether any of these situations applies in your case, please feel 

free to ask the research staff. 

Risk and Benefits 

Risks 

The risks associated with taking part in this study are minor. The walking and 

balance tests involve movements that are common in daily activities and thus do 

not pose any extra risk beyond these levels of activity. All tests will be conducted 

by a research assistant with experience in the assessment of physical function in 

adults with a lower extremity amputation.  Safety belts will be used and the 

research assistant will always remain within arms’ reach to ensure safety should 

you lose your balance.   

Benefits 

You may not benefit directly from your participation in this study. You will have 

contributed information that will help to increase scientific understanding of 

physical function and balance in people with a lower extremity amputation using 

a prosthesis.  
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Reimbursement for Participation in the study 
You will not be paid to participate in this research project. However, you will be 
provided with a parking pass to cover the costs of parking to participate in the study. 
A $10 Tim Horton’s gift card will also be presented to participants upon completion 
of the second study assessment. 
 
Confidentiality 
All records and research materials that would identify you will be held confidential 
and, to the extent permitted by the applicable laws and regulations, will not be 
made publicly available. In order to contact you by phone between discharge and 
the follow-up clinic appointment we will collect your phone number, this information 
in your study records will be destroyed upon completion of your participation in the 
study. We will also be collecting your hospital identification number to allow us to 
collect the information from your regular evaluations at discharge and the follow-
up visit. If you agree to participate in this study, you will be assigned a unique 
identification number that will be used on all the documents related to this study. 
This unique number will be linked to your name and contact information on another 
“master list” of participants. This master list will be kept separately from the other 
research information in a locked office. All information collected will be kept for a 
period of 15 years. If the results of this study were to be published in the medical 
literature, your identity will not be revealed.  
 
Representatives of the University of Western Ontario’s Health Sciences Research 
Ethics Board (HSREB) may contact you, or require access to your study related 
records in order to monitor the conduct of the research. 
 
Contacts 
If you have any questions about this project regarding: 
 
Your rights as a research participant, please contact: 
Dr. David Hill, Scientific Director, Lawson Health Research Institute. 
 
Injury or adverse events related to the study, please contact: 
 
Dr. Susan Hunter, the Principal Investigator.  

You do not waive any legal rights by signing the attached consent forms. You will receive 
signed copies of this Letter of Information and Consent Form for your records. 
 
If you have any questions about your rights as a research participant or the 
conduct of this study, you may contact The Office of Research Ethics. 
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School of Physical Therapy and Department of Physical 

Medicine & Rehabilitation 

 

Consent Form- Patient   
 

Study Title: Falls during community reintegration after prosthetic 

rehabilitation in older adults with a lower extremity amputation 

 

Principal Investigators: Dr. Susan Hunter PT PhD and Dr. Michael Payne MD 

MSc 

 
 
I have read the Letter of Information, have had the nature of the study explained to me, 
and I agree to participate. All questions have been answered to my satisfaction. 

  

 
_________________________________                
Participant’s Name (Printed) 
 
_______________________________  _______________ 
Participant’s Signature  Date 
(dd/mm/yy) 
 
 
I confirm that I have explained the nature, purpose, and foreseeable effects of the trial to 
the participant whose name is printed above. The participant consented to participate by 
his/her personally signed signature. 
 
 
_________________________________     ______________ 
Name of Person Obtaining Consent  Role in Study 
 
___________________________________     ______________ 
Signature of Person Obtaining Consent                                                    Date (dd/mm/yy) 
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Appendix C: Summary Table of Hypotheses for Study 2 

Hypotheses Confirmed 
Not 

Supported 

Cognitively normal individuals would walk faster and 
with less variability than cognitively impaired 
individuals across all time points  

X  

Gait would be faster with less variability for both groups 
at follow-up 

 X 

Increased gait variability and slower gait speeds would 
be observed in both groups when comparing dual-task 
to single-task performance 

 X 

Cognitive and gait dual-task costs would decrease 
between discharge and four months for both groups 

 X 

Cognitive and gait dual-task costs would be higher in 
the cognitively impaired group at all assessment time 
points 

 X 
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[Role: concept and design of study, interpretation of data and statistical analysis, 
writing of final manuscript] 
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Minute Walk Test Course Configuration for People with Lower Limb Amputations. 
Physiotherapy Canada. Epub ahead of print on January 24, 2017. [Role: 
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Peer Reviewed Abstracts 
Frengopoulos C, Payne M, Viana R, Hunter S. Determining Test-retest Reliability of a 

Dual-task Functional Mobility Assessment in Lower Extremity Amputees. World 
Confederation for Physical Therapy Congress 2017. Cape Town, South Africa. July 2-
4, 2017.  

 
Frengopoulos C, Janes I, Modarresi S, Thompson S, Hunter S. Influence of Path 

Configuration on Gait Performance During Dual-Task Testing in Young and Older 
Adults. World Confederation for Physical Therapy Congress 2017. Cape Town, South 
Africa. July 2-4, 2017.  

 
Frengopoulos C, Payne MWC, Viana R, Hunter SW. MoCA Item Score Analysis and 

Relationship to Rehabilitation Outcomes in Lower Extremity Amputees. 2017 
International Society of Posture & Gait Research World Congress. Fort Lauderdale, 
USA. June 25-29, 2017.   

 
Frengopoulos C, Payne MWC, Viana R, Hunter, SW. Differences in gait speed between 

cognitively impaired and cognitively normal lower extremity amputees: Pilot study 



93 
 

 

preliminary data. 2017 International Society of Posture & Gait Research World 
Congress. Fort Lauderdale, USA. June 25-29, 2017.  

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Effect of Dual-Task Testing on 

Mobility Performance in Above and Below Knee Amputees. Canadian Association of 
Physical Medicine & Rehabilitation 65th Annual Scientific Meeting. Niagara Falls, ON. 
May 24th-27th, 2017.  

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Investigating Knowledge of Falls 

and Fall Prevention Among Lower Extremity Amputees: A Cross-Sectional Study. 
Canadian Association of Physical Medicine & Rehabilitation 65th Annual Scientific 
Meeting. Niagara Falls, ON. May 24th-27th, 2017.  

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-Retest 

Reliability of a Dual-task Functional Mobility Protocol for Lower Extremity 
Amputees. Ontario Association of Amputee Care 2017 Conference. Toronto, ON. 
May 5th-6th, 2017.  

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Effect of Dual-Task Testing on 

Mobility Performance in Above and Below Knee Amputees. Ontario Association of 
Amputee Care 2017 Conference. Toronto, ON. May 5th-6th, 2017.  

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-Retest 

Reliability of a Dual-task Functional Mobility Protocol for Lower Extremity 
Amputees. London Health Research Day. London, ON. March 28th, 2017. 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-retest 

Reliability of a Dual-task Functional Mobility Assessment in Lower Extremity 
Amputees. Health and Rehabilitation Sciences Graduate Research Conference 2017. 
London, ON. February 1, 2017.  

 
Frengopoulos C, Payne MWC, Hunter SW. Association between Balance Confidence and 

Time to Complete Functional Mobility Assessments in Lower Extremity Amputees: A 
Cross-Sectional Study. 7th Biennial Australia and New Zealand Falls Prevention 
Conference. Melbourne, AUS. November 27-29, 2016.  

 
Cox P, Frengopoulos C, Hunter SW, Sealy M, Death B, Payne MWC. The Impact of Six 

Minute Walk Test Course Configuration for People with Lower Limb Amputations. 
Canadian Association of Physical Medicine & Rehabilitation 64th Annual Scientific 
Meeting. London, ON. May 25-29, 2016.  

  
Frengopoulos C, Payne M, Viana R, Hunter SW. Determining test-retest reliability of a 

dual-task functional mobility assessment in adults with a lower limb amputation. 



94 
 

 

Health & Rehabilitation Sciences Graduate Research Conference. University of 
Western Ontario. London, ON. February 3, 2016.  

  
Frengopoulos C, Payne M, Viana R, Hunter SW. Quantifying Cognitive Demands of 

Ambulating with a Prosthesis in Lower Extremity Amputees. Health & Rehabilitation 
Sciences Graduate Research Conference. University of Western Ontario. London, 
ON. February 3, 2016.  

 
Frengopoulos C, Burley J, Viana R, Payne M, Hunter SW. Association between MoCA 

scores and functional outcomes after inpatient rehabilitation for major lower 
extremity amputation. Ontario Association Amputee Care 2015 Conference. 
London, ON. May 1-2, 2015.  

  
F. PRESENTATIONS 
Presentations at Professional Meetings (presenter underlined) 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Effect of Dual-Task Testing on 

Mobility Performance in Above and Below Knee Amputees. Canadian Association of 
Physical Medicine & Rehabilitation 65th Annual Scientific Meeting. Niagara Falls, ON. 
May 24th-27th, 2017. (Podium and Poster Presentations) – Awarded 1st Place 
Abstract 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Investigating Knowledge of Falls 

and Fall Prevention Among Lower Extremity Amputees: A Cross-Sectional Study. 
Canadian Association of Physical Medicine & Rehabilitation 65th Annual Scientific 
Meeting. Niagara Falls, ON. May 24th-27th, 2017. (Poster Presentation) 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-Retest 

Reliability of a Dual-task Functional Mobility Protocol for Lower Extremity 
Amputees. Ontario Association of Amputee Care 2017 Conference. Toronto, ON. 
May 5th-6th, 2017. (Poster Presentation) 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Effect of Dual-Task Testing on 

Mobility Performance in Above and Below Knee Amputees. Ontario Association of 
Amputee Care 2017 Conference. Toronto, ON. May 5th-6th, 2017. (Poster 
Presentation) 

 
Frengopoulos C, Payne MWC, Hunter SW. Association between Balance Confidence and 

Time to Complete Functional Mobility Assessments in Lower Extremity Amputees: A 
Cross-Sectional Study. 7th Biennial Australia and New Zealand Falls Prevention 
Conference. Melbourne, AUS. November 27-29, 2016. (Podium Presentation) 

 
 
 



95 
 

 

Cox P, Frengopoulos C, Hunter SW, Sealy M, Death B, Payne MWC. The Impact of Six 
Minute Walk Test Course Configuration for People with Lower Limb Amputations. 
Canadian Association of Physical Medicine & Rehabilitation 64th Annual Scientific 
Meeting. London, ON. May 25-29, 2016. (Poster presentation) – Awarded 4th Place 
Poster  

  
Frengopoulos C, Burley J, Viana R, Payne M, Hunter SW. Association between fear of 

falling and functional outcomes after inpatient rehabilitation for major lower 
extremity amputation: a retrospective chart audit. Canadian Association of Physical 
Medicine & Rehabilitation 63rd Annual Scientific Meeting. Vancouver, BC. May 20-
23, 2015. (Poster presentation) 

  
Frengopoulos C, Burley J, Viana R, Payne M, Hunter SW. Association between MoCA 

scores and functional outcomes after inpatient rehabilitation for major lower 

extremity amputation. Ontario Association Amputee Care 2015 Conference. 

London, ON. May 1-2, 2015. (Podium presentation) – Awarded Best Student 

Research Presentation 

 

Presentations at Academic Conferences (presenter underlined) 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-Retest 

Reliability of a Dual-task Functional Mobility Protocol for Lower Extremity 
Amputees. London Health Research Day. London, ON. March 28th, 2017. (Poster 
Presentation) 

 
Other Institutional Presentations (presenter underlined) 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. A Dual-task Functional Mobility 

Protocol for Lower Extremity Amputees. Parkwood Institute Research Half Day 
Event. London, ON. April 21, 2017. (Podium Presentation) 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-Retest 

Reliability of a Dual-task Functional Mobility Protocol for Lower Extremity 
Amputees. Parkwood Institute Research Half Day Event. London, ON. April 21, 2017. 
(Poster Presentation) 

 
Frengopoulos C, Payne M, Holmes J, Viana R, Hunter S. Determining Test-retest 

Reliability of a Dual-task Functional Mobility Assessment in Lower Extremity 
Amputees. Health and Rehabilitation Sciences Graduate Research Conference 2017. 
London, ON. February 1, 2017. (Podium Presentation) 

 
 
 
 



96 
 

 

Frengopoulos C, Payne M, Viana R, Hunter SW. Determining test-retest reliability of a 
dual-task functional mobility assessment in adults with a lower limb amputation. 
Health & Rehabilitation Sciences Graduate Research Conference. University of 
Western Ontario. London, ON. February 3, 2016. (Oral presentation) – Awarded 
Best Masters Student Presentation  

 
Frengopoulos C, Payne M, Viana R, Hunter SW. Quantifying Cognitive Demands of 

Ambulating with a Prosthesis in Lower Extremity Amputees. Health & Rehabilitation 
Sciences Graduate Research Conference. University of Western Ontario. London, 
ON. February 3, 2016. (Poster presentation) 

 

 


