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- Information and Consent Document - 
 

 
Study Title: Effect of early compression therapy on incidence of lymphedema in patients treated 
for gynecological cancer   
  
McGill University Study Code: A11-M104-14B   
  
Principal Investigator: Shirin Shallwani, Dr. Anna Towers and Dr. Shannon Salvador    
     
Co-Investigators: Pamela Hodgson, Angela Yung, Dr. Walter Gotlieb, Dr. Lucy Gilbert, and Lisa 

Kham     
 
Collaborators : Dr. Jadranka Spahija, Dr. Judith Soicher and Rachel Pritzker  
 
Department/Division: McGill University Health Centre (MUHC) Lymphedema Program    
 
Study Sponsor:  Rossy Cancer Network Research Fund  
  
  

A. Information about the Study 
 

Introduction: 
 
You are being invited to take part in a clinical research study.  
 
Before you decide to take part in this study, please review the information in this consent form, 
including the risks and benefits of study participation, to help you make an informed decision. You 
are encouraged to ask the research coordinator questions about anything you do not 
understand.This Information and Informed Consent Form explains the details and purpose of this 
study. Please read this entire form and take your time to make a decision.  
 
If you agree to take part, you will be asked to sign and date this consent form and will be given a 
signed and dated copy to keep. No one can force you to take part in this study.  Even if you agree 
to take part now, you can change your mind and stop at any time without penalty or loss of benefits 
to which you would otherwise be entitled. 
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Nature and objectives of the study: 
 
Lower limb lymphedema (swelling of the legs) is a common, irreversible and potentially debilitating 
side effect of gynecological cancer treatment. Currently, there is no proven way to reduce the risk 
of developing lymphedema.  Although compression garments can be used to treat lymphedema 
after it develops, it is not known if they can prevent lymphedema before it occurs. Researchers are 
conducting this study to find out if early compression therapy with education can decrease the 
likelihood of developing lymphedema after surgery for gynecological cancer. The researchers will 
also study the impact of early compression therapy on quality of life, lower limb volume, and the 
rate of skin infections following surgery for gynecological cancer.  
 
You will be one of 50 subjects recruited from 3 study sites., including the McGill University Health 
Centre (MUHC) Royal Victoria Hospital, the Jewish General Hospital Segal Cancer Centre and the 
MUHC Lymphedema Clinic.  
 
 

Study procedures: 
 
Intervention:  
This study involves the use of lower limb compression garments for 12-16 hours per day for six 
months following your surgery. These compression garments are specially fitted tight stockings that 
apply pressure to your legs in order to decrease swelling and lymphedema. Importantly, only half 
of the study participants will be given the intervention. This half will be randomly chosen. If you are 
assigned to this group, you will be fitted for compression garments and asked to wear the garments 
on both legs 12-16 hours a day for at least six months following your surgery. If you are in the other 
half of participants not randomly assigned to receive compression garments, you will only be 
prescribed a compression garment if you develop lymphedema. This lymphedema treatment would 
be offered even if you did not participate in the study.  
 
Measurements:  
You will be asked to visit the MUHC Lympedema Clinic for five evaluations during the study. These 
evaluations will be done by a physician and physiotherapists specialized in lymphedema. The 
evaluations will take place before your surgery and then 4 weeks, 3 months, 6 months and 1 year 
after your surgery. The information that will be collected from you is described below.  
 
Descriptive information:  
Before your surgery and four weeks after your surgery, researchers will collect information on your 
demographics (e.g. age, gender), medical history, cancer diagnosis and treatment history. Six 
months after your surgery researchers will also record how frequently you use your compression 
garment.   
 
Limb volume:  
At each visit your legs will be assessed using a perometer and bioimpedance spectroscopy. A 
perometer is a safe non-invasive machine that uses infrared light to accurately measure the volume 
of your leg. Bioimpedance is also safe and non-invasive using an electric current to measure fluid 
levels in your legs. 
 
Quality of life:  
At each visit you will be asked to complete a questionnaire about your quality of life called the 
EORTC QLQ-C30. This questionnaire is specifically designed for patients with cancer.  
 
Physical exam:  
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At each visit you will be examined by a physician who will look for lymphedema and skin changes 
related to lymphedema, such as infection.  
 
 

Participant responsibilities: 
 
If you decide to be in this study, there are certain rules you must follow before, during, and after the 
study period.  Some are listed below, but there could be others that the researchers will discuss 
with you: 
 

 It is very important that you tell the physician all of the information you know about your 
health and medications you may be taking throughout the study period.  If you do not tell 
her everything you know, you may be putting your health at risk.  

 You must follow all instructions given to you while you are participating in this study.  If you 
are unsure about what you are supposed to do, ask the researchers.  

        

Risks of harm: 
 
Although rare, it is possible for the compression garments to physically damage your skin, 
especially if you already have a skin infection, diabetes, nerve damage, severe swelling, or low 
blood flow to your legs. A clinical assessment by specialized professionals will be conducted to 
ensure safe compression stockings are prescribed. 
 
There are also inconveniences associated with the study. The compression garments are tight, and 
you may find them uncomfortable, bothersome or hot. You may also have inconvienences 
associated with the five study visits, such as lost time and travel costs. Parking costs will be 
reimbursed.  
 

Possible benefits: 
 
There is no guarantee that you will receive personal benefit from participating in this study. 
However, it is possible that participants assigned to receive early compression therapy will have a 
lower chance of developing lymphedema. Participants in both groups may also benefit from the 
educational material provided and the specialized assessments and follow-up at the lymphedema 
clinic.   
 

Other treatment alternatives: 
 
There is no accepted treatment to decrease the risk of lymphedema after gynecological surgery 
before the lymphedema develops. All study participants will receive information on how to minimize 
the risk of lymphedema themselves.    
 
If you develop lymphedema during the study, you will be offered standard therapies appropriate to 
the severity of your lymphedema. These therapies are available whether or not you participate in 
the study.  
 
 

Voluntary participation and the right to withdraw: 
 
Your participation in this research study is voluntary and you can refuse to participate or stop at any 
time without stating a reason. If you decide not to participate or if you discontinue your participation, 
appropriate alternative therapies will be made available, and you will suffer no prejudice regarding 
your medical care or your participation in other research studies. If you discontinue from the study, 
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you will be asked to return to the clinic for a final study visit. You will be informed of any new findings 
that may affect your willingness to continue your participation. Once you have withdrawn your 
consent, no new information will be collected however, the data gathered to that point would 
continue to be used for study purposes.  
 
Your research physician may withdraw you from the study if it is considered important for your 
medical safety. If it is learned that you did not give an accurate medical history or did not follow the 
instructions for the study given by the researchers, you may be taken off the study at any time. If 
you are taken off the study, you will no longer receive the study intervention. 
 
 

Confidentiality: 
 
During this study, the researchers will record personal information about you, your health and your 
participation (name, address, phone number, date of birth, medical history). All information collected 
from you will be kept strictly confidential by identifying you by a code to which only authorized 
personnel will have access.  
 
All recorded paper data will be stored in a locked cabinet at the MUHC Lymphedema Clinic. Your 
name and identifying information will be kept separate from all data collected during the study and 
both sets of information will be entered into separate electronic databases that will be password 
protected. Both the paper and electronic data will be securely destroyed five years after the study’s 
completion.  
 
To verify the research data, other professionals participating in this research study at the institutions 
and monitors from the following organizations may review your original medical chart (contains 
information that can directly identify you) for quality assurance and data analysis: 
 

 The Sponsor or its representatives (e.g. clinical monitors and auditors) may inspect research 
and medical records in the presence of the investigator or study staff; however, they will not be 
able to record any information and no such records will be allowed to leave the investigator’s 
office; 

 The Quality Assurance Officer from the McGill University Research Ethics Board; 
 
The results from this study may be published, however your identity will not be revealed in the 
combined results. Your confidentiality will be protected to the extent permitted by applicable laws 
and regulations. 
   
 

 
Study funding: 
 
This research study is being funded by the Rossy Cancer Network Research Fund and its affiliates 
and will be run by Shirin Shallwani, Dr. Anna Towers and Dr. Shannon Salvador.  
 
 

Compensation in the case of injury or loss and the rights of the participant: 
 
During this study, you will always have access to care from Quebec Medicare or your own private 
insurance program.  
 
Study personnel will make every effort to protect you from study related illness or injury. If you 
suffer an injury as a result of the study, you will receive the necessary care under your Quebec 
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Medicare or private insurance plan. You will not receive financial compensation related to illness 
or injury experienced during the study.  
 
By accepting to participate in this study you are not waiving any of your legal rights nor discharging 
the researchers, the sponsor or the institution of their civil and professional responsibility. 
 

Compensation or reimbursement for participation: 
 
You will not be paid for participating in this study. The study will pay for your compression garment 
if Quebec Medicare does not cover it, as well as parking expenses for travel to the study 
evaluations. 
 
 

Contact information for questions: 
 
If you have any questions regarding this research study, please contact the research coordinator: 
Anne Newman at (438) 496-3922 or (514) 934-1934 extension 78716. 

If you wish to obtain further information about your rights as a research participant, you may contact 
The Montreal General Hospital Ombudsman at (514) 934-1934 extension 44285, The Royal Victoria 
Hospital Ombudsman at (514) 934-1934 extension 35655 or The Jewish General Hospital 
Ombudsman at (514) 340-8222 extension 5833. 
 

Oversight of the ethical aspects of the study: 
 
The Research Ethics Board of McGill University approved this research project and ensures the 
follow-up. In addition, it will first approve any review and amendment made to the 
information/consent form and to the study protocol. 
 
 
 

Authorization to transmit study results: 
 
I authorize the investigator to inform my regular doctor(s) that I am taking part in this study: 
Yes  No    
 
I authorize the investigator to send my doctor(s) health information if it will be useful for my care: 
Yes  No   
 
 

Authorization to file consent document in the medical record: 
 
A copy of the Consent Document will be placed in your medical file. Therefore, you understand 
that they are available to any person or organization that has access to your medical file. 
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B. Declaration of Consent 
 
 
Participant’s consent:  
 
I have read and reviewed all 6 pages of this consent document, and I voluntarily agree to participate 
in this research study, understanding that I may withdraw my participation at any time. I have had 
the opportunity to ask questions and all of my questions have been answered to my satisfaction. I 
have been given sufficient time to consider the above information and to seek advice. I grant direct 
access to my study and medical records and that my primary physician will only be informed of my 
participation in this study if I consent I will be given a copy of this signed and dated Informed 
Consent Form. By signing and dating this consent form, I am not giving up any of my legal rights. 
 
 

Research Participant Name (printed) Research Participant Signature Date of consent 
dd mmm yyyy 

 
 

  

 
 
 
 
 

 
C. Documentation of Consent  
 
Person(s) who conducted the study and consent discussion: 
 
 
I have explained to the participant the conditions of taking part in the study as stated in this Consent 
Document and I answered all her/his questions. 
 
 

Name of the person who obtains the consent 
(printed) 

Study Role of the person who obtains consent 

 
 

 

Signature Date of consent 
dd mmm yyyy 

 
 

 

 
 
 
 
 
 
 
 


