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Study Information and Informed Consent Form 
 

Clinical and Cost-effectiveness of a Comprehensive geriatric assessment and 
management for Canadian elders with Cancer: the 5C study  

 

 
Study ID: THE 5C STUDY 

 
Study Doctor: Dr. Shabbir Alibhai 

 
Sponsor: Dr. Shabbir Alibhai 

 

 
Emergency Contact Number (24 hours / 7 days a week):  
 
Non-Emergency contact numbers are at the end of this document under Contacts. 
 
 

Introduction 
 
You are being invited to participate in a clinical trial (a type of study that involves research). 
Clinical trials only include participants who choose to take part. You are invited to participate in 
this trial because you are 70 years of age or older and a patient who has been diagnosed with 
cancer who has been referred to an oncologist for a discussion about chemotherapy or recently 
started chemotherapy and able to understand English or French. This consent form provides 
you with information to help you make an informed choice. Please read this document carefully 
and take your time in making your decision. You may find it helpful to discuss it with your friends 
and family. 
 
Taking part in this study is voluntary. You may choose not to take part or if you choose to 
participate may leave the study at any time without giving a reason. Deciding not to take part or 
deciding to leave the study later will not result in any penalty or any loss of benefits to which you 
are entitled.  
 

Background 
Cancer is a disease that affects many older adults. Older adults also may have other diseases 
and health limitations that affect their everyday activities. Several international professional 
organizations have recommended that these patients undergo a detailed assessment (also 
known as a geriatric assessment) to help to develop a tailored care plan to be carried out in a 
“geriatric oncology clinic”. This assessment is recommended for each person aged 70 years and 
over and for whom chemotherapy is being considered. The geriatric assessment and care plan 
are in addition to the usual care provided by cancer specialists and their teams.  
Geriatric assessment followed by a tailored care plan is currently not the standard of care for 
older adults with cancer in Canada. However, this type of care is the standard of care in geriatric 
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medicine settings in Canada. The benefits for older adults who do not have cancer, such as 
better health and well-being, have been clearly shown in research studies.  
 
Yet, the benefits of this assessment has not been studied in older adults with cancer who 
represent a unique population. Thus a study of this geriatric assessment for older adults with 
cancer is needed.  
 
The research ethics board, which oversees the ethical conduct of research involving humans, 
has reviewed and accepted this study.  
 

Purpose 
 
The purpose of this study is to determine whether a geriatric assessment (known as the study 
intervention) benefits older adults with cancer in terms of their daily functioning and quality of 
life. To do this, half of the participants in this study will receive the geriatric assessment and half 
will receive the usual care by their oncology team. 
 
The study also will assess the responses of treating oncologists to the geriatric assessment for 
participants who are receiving this intervention, by asking your treating oncologist clinicians to 
complete questionnaires and an interview about their satisfaction with the study intervention. 
 

Alternative Treatments 
 
You do not have to take part in this study in order to receive treatment/care.  
 

Expected Number of Participants 
 
Up to 350 people will take part in this study and receive either the geriatric assessment or usual 
care. Up to 75 treating oncologists will take part. 
 
This study should take 4 years to complete and the results should be known in about 4-5 years. 
Your treating oncologist will be informed of the results of this study once they are known. 
 
 

Assignment to a Group 
 
If you decide to participate then you will be "randomized" into one of the groups described 
below. Randomization means that you are put into a group by chance like flipping a coin. There 
is no way to predict which group you will be assigned to. You will have an equal chance of being 
placed in either group. Neither you nor your treating oncologist can choose what group you will 
be in.  
 
You and your treating oncologist will be told which group you are randomized into: 
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Group 1 Geriatric Intervention:  
Geriatric assessment and proposed management in addition to your oncology care provided to 
you by your oncology team.  
 
Group 2 Usual Care:  
You will receive the usual care provided by your oncology team.  
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Study Procedures 

Visit Group 1: Geriatric Intervention Group 2: Usual Care 

Visit 1 
(baseline) 
 

Completing the questionnaires about your 
quality of life and daily activities with the 
research assistant 
Estimated time: 40 minutes  
 
Completion of a diary of health care visits in 
previous 3 months (can be taken home) 
Estimated time: 10 minutes 

Completing the questionnaires about 
your quality of life and daily activities 
with the research assistant 
Estimated time: 40 minutes 
 
Completion of a diary of health care 
visits in previous 3 months (can be 
taken home) 
Estimated time: 10 minutes 

Monthly 
booklet about 
healthy aging  

Each month you will receive a booklet from 
the study team with tips on topics related to 
healthy aging such as preventing falls, safe 
medication use etc. for your information.  

Each month you will receive a booklet 
from the study team with tips on topics 
related to healthy aging such as 
preventing falls, safe medication use 
etc. for your information. 

Visit 1 to the 
geriatric 
oncology clinic  
 

To conduct the geriatric assessment and 
develop a tailored care plan. 
We will ask you about your current health, 
mood, weight loss, vision and hearing, 
memory, fatigue, pain and a review of your 
medications. It will also include a few tests 
such as a walking test, grip strength and 
balance test. You can decide what day this 
appointment will take place. 
Estimated time: 60-90 minutes  

Not applicable  

Phone calls by 
study nurse  
Month 0-6 

The study team will give you a monthly 
phone call to see how the care plan is 
working for you or if any changes are 
necessary. If needed a clinic appointment 
with the geriatric team or additional phone 
calls will be scheduled. 
Estimated time: 10 minutes 

Not applicable 

Follow-up 
telephone call  
After month 
1,2,3,4,5,6,9 
and 12 

Answering questions about your quality of 
life and daily activities asked by the 
research assistant on the phone  
Estimated time: 20 minutes 

Answering questions about your 
quality of life and daily activities asked 
by the research assistant on the phone  
Estimated time: 20 minutes 

Diary of health 
care visits and 
costs related to 
illness 

Completion of diary of health care visits in 
previous 3 months (can be taken home) 
Estimated time: 10 minutes 

Completion of diary of health care 
visits in previous 3 months (can be 
taken home) 
Estimated time: 10 minutes 

If you prefer to fill out paper questionnaires instead of answering questions by the telephone 

and mail them with a pre-stamped envelope (e.g. in case you have hearing problems) this is 

possible as well. The research assistant can also meet in person to help you complete the diary 

of your health care visits.  
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Questionnaires 
 
You will be provided with a questionnaire at the beginning of this study, and then every month 
for up to 1 year. The purpose of the questionnaire is to understand how your treatment and 
illness affects your quality of life. The first questionnaire will take about 40 minutes to complete 
and each subsequent questionnaire will take about 20 minutes to complete.  
 
The information you provide is for research purposes only and will remain strictly confidential. 
Some of the questions are personal; you may choose not to answer these if you wish. 
 

Even though you may have provided information on a questionnaire, these responses will not 
be reviewed by your health care team or study team. If you wish them to know this information 
please bring it to their attention.  
 
However, if the study staff conducting the interview notice that you are upset or not feeling well 
he/she will ask your permission to let your oncology team know so they can follow-up with you.  
 

Participant Diaries 
 
You will be asked to keep a diary of your visits to all health care providers and of any expenses 
related to your health and treatment. You will be asked to return the diary to the clinic/hospital or 
you can return the diary using a prestamped envelope that will be provided to you.  
 

Identification of Surveys 
 
To protect your identity, the information that will be on your surveys will be limited to your 
participant study code. 
 

Responsibilities 
 
If you choose to participate in this study, you will be expected to: 

 Tell your study doctor if you are thinking about participating on another research study; 

 Participate in the telephone interviews; 

 Return any diaries and questionnaires that were completed. 
 

Length of Participation 
 
Your participation will last for about 12 months.  
 

Early End to Participation 
 
Your participation in the trial may be stopped early, for reasons such as: 

 You are unable to complete all required study procedures. 

 New information shows that the study is no longer in your best interest. 

 Your study doctor no longer feels this is suitable for you. 

 The sponsor decides to stop the study. 
 
If your participation in the study is stopped, your study doctor will provide information about how 
to stop. 
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Risks of Participation 
 
Participating in this study should not entail any risks for you although, if you are randomized to 
the geriatric assessment arm you may be tired or anxious from the assessments and you might 
become aware of health issues not known before (such as depression or an increased risk of 
falling). 
 
The risks of your usual treatment, including chemotherapy, will be explained to you as part of 
your standard of care. 
 
 

Benefits 
 
If you agree to take part in this study, the study may or may not be of direct benefit to you. The 
researchers hope the information learned from this study will help other patients in the future.  
 
 

Confidentiality 
 
Records identifying you at this centre will be kept confidential and, to the extent permitted by the 
applicable laws, will not be disclosed or made publicly available, except as described in this 
consent document. 
 
Studies involving humans now routinely collect information on race and ethnicity as well as 
other characteristics of individuals because these characteristics may influence how people 
respond to different medications. Providing information on your race or ethnic origin is voluntary. 
 
Authorized representatives of the following organizations may look at your original (identifiable) 
medical/clinical study records at the site where these records are held, for quality assurance (to 
check that the information collected for the study is correct and follows proper laws and 
guidelines): 

 The sponsor of this study Dr. Shabbir Alibhai;  

 The research group coordinating this study; 

 The Ontario Cancer Research Ethics Board, which oversees the ethical conduct of this 
study in your clinic/hospital; 

 
 
Authorized representatives of the above organizations and the organization listed below may 
receive information related to the study from your medical/clinical study records for quality 
assurance and data analysis. Your name or other information that may identify you will not be 
used. The records received by these organizations may contain your participant code. 

 The Applied Health Research Centre (AHRC) of St. Michael’s hospital where our study 
database is stored.  

 
All of the organizations listed in the above confidentiality sections are required to have strict 
policies and procedures to keep the information they see or receive about you confidential, 
except where disclosure may be required by law. The study doctor will ensure that any personal 
health information collected for this study is kept in a secure and confidential location as 
required by law. There are federal and provincial laws that these organizations must comply 



 

Version date of this form: July 31, 2017  Page 7 of 10 

Study ID: THE 5C STUDY 

with to protect your privacy. 
 
If the results of this study are published, your identity will remain confidential. It is expected that 
the information collected during this study will be used in analyses and will be published/ 
presented to the scientific community at meetings and in journals.  
 
Even though the likelihood that someone may identify you from the study data is very small, it 
can never be completely eliminated.  
 
A copy of this signed and dated consent form may be included in your health record/hospital 
chart. 
 
Your family doctor/health care provider will be informed that you are taking part in a study so 
that you can be provided with appropriate medical care. If you do not want your family 
doctor/health care provider to be informed, please discuss with your study doctor. 
 
 
Your de-identified data from this study may be used for other research studies. If your study 
data is shared with other researchers, information that links your study data directly to you will 
not be shared.  
 

REGISTRATION OF CLINICAL TRIALS 
 
A description of this clinical trial will be available on http://www.clinicaltrials.gov. This website 
will not include information that can identify you. You can search this website at any time. 
 

Costs 
 
The study intervention (e.g. geriatric assessment) will be given to you free of charge unless the 
following occurs: 

 You stop participating in this study 
 

Your study doctor will discuss options with you. 
 
Even after the study is completed, if the study doctor feels that you are benefiting from the 
treatment(s) recommended by the geriatric team you will continue to be provided with the 
treatment(s) . 
 
The costs of your medical treatment will be paid for by your provincial medical plan to the extent 
that such coverage is available.  
 
Taking part in this study may result in added costs to you (i.e. transportation, parking, meals, or 
unpaid leave from work). You may have to visit the hospital more often than if you were not 
participating in this study. 
 
 

Compensation  
 
You will not be paid for taking part in this study.  
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You will be reimbursed for study-related expenses for coming to the hospital for study visits 
such as specify, e.g., parking, etc. to a maximum of $40 per visit. 
 
You will be given a gift card to thank you for your participation in our study. You will receive a $5 
gift card for the first survey and subsequently for each monthly interview completed. You will 
receive a $10 gift card for returning each diary describing your medical visits and expenses.  
 
In the case of research-related side effects or injury, medical care will be provided by your 
doctor or you will be referred for appropriate medical care.  
 

Rights 
 
You will be told, in a timely manner, about new information that may be relevant to your 
willingness to stay in this study. 
 
If you decide to stop participating in the study or if your participation has been stopped, your 
doctor will discuss other options with you and continue to treat you with the best means 
available.  
 
You may withdraw your permission to use your personal health information for this study at any 
time by letting the study doctor know. However, this would also mean that you withdraw from 
the study. Your study data that was recorded before you withdrew will be used but no 
information will be collected or sent to the sponsor after you withdraw your permission.  
 
Your rights to privacy are legally protected by federal and provincial laws that require 
safeguards to ensure that your privacy is respected. 
 
By signing this form you do not give up any of your legal rights against the investigators, 
sponsor or involved institutions for compensation, nor does this form relieve the investigators, 
sponsor or involved institutions of their legal and professional responsibilities. 
 
You will be given a copy of this signed and dated consent form prior to participating in this 
study. 
 
 

Conflict of Interest 
 
This centre is receiving funds from the Canadian Cancer Society Research Institute to help 
offset the costs of conducting this research. The Canadian Cancer Society Research Institute is 
a non-profit organization. The researchers at this centre will not receive any direct benefit for 
conducting this study. 
 
The doctor treating you also may be the doctor in charge of the study. 
 
If you would like additional information about the funding for this study, or about the role of the 
doctor in charge of this study, please speak to the study staff or to the Office of the Chair of the 
Ontario Cancer Research Ethics Board. (contact information below) 
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Contacts 
 
If you have questions about taking part in this study, or if you suffer a research-related injury, 
you should talk to your study doctor. Or, you can meet with the doctor who is in charge of the 
study at this institution. That person is: 
 
Dr. Shabbir Alibhai   Telephone #  

 
 
If you have questions about your rights as a participant or about ethical issues related to this 
study, you can talk to someone who is not involved in the study at all. Please contact the Office 
of the Chair of the Ontario Cancer Research Ethics Board at:  
 
Telephone: 416-673-6648  Toll Free: 1-866-678-6427 ext. 6648 
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Signatures 
 

 All of my questions have been answered, 

 I understand the information within this informed consent form, 

 I allow access to my medical records as explained in this consent form, 

 I do not give up any of my legal rights by signing this consent form, 

 I agree to take part in this study. 
 
 
 
 

Signature of Participant  Printed Name  Date 
 
 
 

Signature of Person 
Conducting the Consent 
Discussion 

 Printed Name  Date 

 

I agree that the research team can contact me by email:   □ Yes       □ No  

 
 

Participant Assistance 
 
Complete the following declaration only if the participant is unable to read: 

 The informed consent form was accurately explained to, and apparently understood by, the 
participant, and 

 Informed consent was freely given by the participant 
 
 
 

Signature of Impartial Witness  Printed Name  Date 
 
Complete the following declaration only if the participant has limited proficiency in the language 
in which the consent form is written and interpretation was provided as follows: 

 The informed consent discussion was interpreted by an interpreter, and   

 A sight translation of this document was provided by the interpreter as directed by the 
research staff conducting the consent. 

  
Interpreter Declaration and Signature:   
By signing the consent form I attest that I provided a faithful interpretation for any discussion 
that took place in my presence, and provided a sight translation of this document as directed by 
the research staff conducting the consent. 
  
 
 

Signature of Interpreter  Printed Name  Date 
 

 


