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Informed Consent Form for Participation in a Research Study 
 
 

Study Title:  A Randomized Controlled Trial of Urine CXCL10 Chemokine Monitoring Post-
Renal Transplant (TMCT-04) 
 

Sponsor’s Study ID: TMCT 04 
 
Study Doctor: insert name, department and telephone or pager number  

  
 
Sponsor/Funder(s): University of Manitoba / Canadian Institutes of Health Research 
 
Emergency Contact Number (24 hours / 7 days a week): _____________________________                         
Non-Emergency contact numbers are noted at the end of this document under the section 
heading “Contacts”.  
 
INTRODUCTION 
 

You are being invited to participate in a clinical trial (a type of study that involves research). You 
are invited to participate in this trial because you are about to have a kidney transplant or have 
received a kidney transplant within the past 2 weeks.  
 
This consent form provides you with information to help you make an informed choice. Please 
read this document carefully and ask any questions you may have.   All your questions should 
be answered to your satisfaction before you decide whether to participate in this research study. 
 
Please take your time in making your decision.  You may find it helpful to discuss it with your 
friends and family.  The timeline to make your decision to participate is pre-transplant to 2 
weeks post-transplant. 
 
Taking part in this study is voluntary.  Deciding not to take part or deciding to leave the study 
later will not result in any penalty or affect current or future health care. 
 
IS THERE A CONFLICT OF INTEREST?  
Describe any conflict of interest that exists or may appear to exist as it relates to any of the investigators, study staff 
or member of their immediate family.  A conflict of interest exists if there is a potential benefit to the investigator(s), 
study staff or member of their immediate family beyond the professional benefit from academic achievement or 
presentation of the results.  Examples include, but are not limited to, speaker’s fees, travel assistance, consultant 
fees, honoraria, gifts, and intellectual property rights such as patents.  A declaration of conflict of interest should 
include the identity of the person with the conflict of interest, the type of incentive or inducement, and its source. If no 
conflict of interest exists, use the following statement:   

 
There are no conflicts of interest related to this study.  
 
Otherwise, complete this section as it applies: 
 
The identify individual, e.g., study doctor, insert name, is receiving personal financial payment from Identify source of 
funds e.g., the study Sponsor for include reason for payment e.g., providing advice on the design of the study. You 
may request details about this payment. 
 
or 
There are no conflicts of interest to declare related to this study.  
 
or 



Each center to add their appropriate institutional logo on this and signature page   

 

Version date of this form:    25 June 2018  

 Page 2 of 13  

The insert recipient of funding e.g., hospital is receiving financial payment from the Sponsor/Funder to cover the cost 
of conducting this study. 

 
WHAT IS THE BACKGROUND INFORMATION FOR THIS STUDY? 
 
Every patient has their kidney transplant health monitored on a regular basis using markers of 
kidney function (serum creatinine, urine protein).  However; rejection or inflammation in your 
transplant can be ongoing for a while before it causes enough damage to lose kidney function 
that is detectable with routine monitoring tests.  This type of rejection is called “subclinical 
rejection”, and is not detected by routine monitoring tests. To maintain good kidney transplant 
health, it is important to treat rejection early, before loss of kidney function is irreversible.  
 
There is a new urine protein test (urine CXCL10) that can detect rejection and kidney injury 
before loss of kidney function.  In observational studies, urine CXCL10 has been found to be 
better than routine monitoring tests, for detecting both subclinical rejection and early clinical 
rejection.  
 
WHY IS THIS STUDY BEING DONE? 
 
This study will use the urine CXCL10 screening test on a regular basis to monitor your kidney 
transplant during your routine transplant clinic visits.  The purpose of this study is to determine if 
treating rejection early, as detected by urine CXCL10, will improve kidney outcomes for 
transplant patients. 
 
WHAT OTHER CHOICES ARE THERE?  
 

You do not have to take part in this study in order to receive treatment or care.  Other options  
may include, but are not limited to: 
 

 Usual post-kidney transplant care, using routine monitoring tests 

 Other research studies may be available if you do not take part in this study 
 
Please talk to your usual doctor or the study doctor about these options before you decide to 
take part in this study.  
 
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY? 
 
It is anticipated that about 420 people will take part in this study, from research sites located in 
Canada and Australia. All of these 420 patients will be screened for urine CXCL10, to find 250 
participants who are at high risk of rejection based on a high urine CXCL10 level. 
 
This study should take 5 years to complete; however, your active participation will last only for 
12 months after your kidney transplant, and the results should be known in about 6 years.  
 
WHAT WILL HAPPEN DURING THIS STUDY? 
 
If you decide to participate, you will provide a study urine sample at your routine transplant clinic 
visits. These urine samples will be tested for urine CXCL10 to check for your risk of rejection. 
High levels of urine CXCL10 are associated with rejection or other injury of your kidney 
transplant.  
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The group you are assigned to depend on the level of CXCL10 in your urine – high or low.  
The 250 study participants who are at high risk of rejection (have a high urine CXCL10 level) will 
be “randomized” to into one of two groups: 
 

1. Intervention group, or 
2. Control Group.  

 
Participants at low risk of rejection with low urine CXCL10 levels will not be randomized. 
 
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 either in the Intervention or Control Group.  Neither you, the study staff, nor the study 
doctors can choose what group you will be in.  
 
Study participants in the Intervention Group will undergo a kidney biopsy to see if rejection is 
occurring, and if so, will be treated with anti-rejection medications. They will also undergo a 
kidney biopsy at month 12 to check their kidney transplant health and determine the study 
outcome.   
 
Study participants in the Control Group will continue to have routine standard-of-care monitoring 
of their kidney function. They also will undergo a kidney biopsy at month 12 to check their 
kidney transplant health and determine the study outcome.   
 
Study participants at low risk of rejection (low urine CXCL10 levels) will not be randomized but 
will be followed for their kidney transplant outcomes until 12-months after transplant.  These 
patients will not have any study biopsies. 
 
In order to make the study results more reliable, you and your doctor will not be told if you are in 
the Control Group (high urine CXCL10), or the Low Risk Group (low urine CXCL10 level) 
corresponding to high or low risk of rejection respectively, until 12-months after transplant 
(“study blinding”).  Your group assignment can be identified if medically necessary. Requests to 
reveal your assignment for your information or participation in other research studies will not be 
considered until 12-months after transplant.   
 
You and your doctor will be informed during the study (“unblinded”), if you are in the Intervention 
Group and require a study biopsy to check for rejection.   
 
WHAT IS THE STUDY INTERVENTION? 
 

All participants will undergo regular urine CXCL10 screening after kidney transplant. 
 
If you are part of the Intervention Group (high risk of rejection), you will get a kidney transplant 
biopsy to check for rejection, followed by usual care and follow-up with your doctor, including 
treatment of rejection as needed. After the biopsy, you will go back to routine and urine CXCL10 
monitoring.  If your urine CXCL10 level goes up again, suggesting ongoing or recurrent 
rejection, you may require additional kidney transplant biopsies.   
 
WHAT ELSE DO I NEED TO KNOW ABOUT THE STUDY INTERVENTION? 
 
The kidney biopsy will be done under ultrasound guidance.  It is performed under local 
anesthetic (freezing of the area to be biopsied). You will be monitored for several hours after 
your kidney biopsy, to ensure there is no bleeding.  This is typically a day procedure, and you 
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will be discharged home on the same day. 
 
WHAT ARE THE STUDY PROCEDURES? 
 
Non-Experimental Procedures 
 
The following tests will be done as part of this study.  The majority of these tests are done as 
part of your standard care, and the results will be used in the study.  Some of these tests may 
be done more frequently than if you were not taking part in this study and some may be done 
only for the purpose of the study. If the results show that you are not able to continue 
participating, the study doctor(s) will let you know.   
 
Screening: A study coordinator or study nurse will meet to discuss the study with you and help 
you decide whether or not you would be a candidate for participation. If you are a good 
candidate for the study, you will be required to sign the consent form before any study 
procedures can be done.  After that, the study personnel will then collect information to formally 
determine your eligibility for participation. Your OHIP number, Canadian Organ Replacement 
Registry (CORR) number and postal code will also be recorded, so that your long-term 
outcomes can be determined. 
 
Baseline visit (2-weeks after transplant): The study personnel will re-confirm that you are eligible 
to participate.  You will be asked about your medical history including the medications you take 
and your laboratory (blood and urine) results will be recorded, along with your weight, blood 
pressure and heart rate.   A blood sample (10mL or 2 teaspoon) and urine sample (15mL or 1 
tablespoon) will be collected for study testing. The “match” between your kidney transplant 
donor and yourself will be determined by HLA typing.  This is routinely determined for all 
patients as standard-of-care.  (The following paragraph should be revised on a site by site basis, depending on whether 

or not they do HLA typing as standard of care.) In transplant centers where high resolution HLA typing is not 
standard-of-care, a small sample of your donor and your DNA will be evaluated to determine 
how closely you (HLA) match your kidney transplant donor. No other DNA testing will be done, 
and these samples will be destroyed after analysis.  
 
Study Visits (4-weeks to 12-months after transplant): You will be asked to visit the transplant 
clinic every 2 weeks for the first 2 months, and every month from 2 to 6 months after your 
kidney transplant, as well as 9 and 12 months after transplant.  All these visits will coincide with 
your regular transplant clinic visits – these are not extra study visits.  At each visit, you will be 
asked to provide a urine sample (15mL or 1 tablespoon). You will also be asked to provide a 
blood sample (10mL or 1 teaspoon) at baseline, 6 and 12 months after transplant.  Your 
medications will be reviewed and any new changes will be noted at each visit. At the 12-month 
visit, the health of your kidney transplant will be noted, including whether or not you had any 
rejection during the first year after transplant. 
 
Questionnaires 
 
You will be provided with a brief questionnaire at 2 weeks, 6 months and 12 months after the 
transplant. The purpose of the questionnaire is to understand your quality of life after transplant, 
and it asks you questions about your overall health, how well you are able to get around, 
perform your own self-care, your usual activities, and whether you have any pain or anxiety. 
Each questionnaire will take about 10-15 minutes to complete. The information you provide is 
for research purposes only.   
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Experimental Procedures 
 
The following tests are considered experimental and will only be done for participants on this 
study: 
 
Urine CXCL10 testing: Urine CXCL10 testing will be done at each study visit.   
 
At any time during the first 9-months after transplant, if your urine tests show you have high 
levels of urine CXCL10, you will be asked to provide an additional urine sample (15mL or 1 
tablespoon) to confirm it is elevated and to make sure you do not have a urinary tract infection 
or are menstruating.  This may coincide with one of your routine clinic visits, or this may be an 
extra brief study visit to provide a urine sample.   
 
If your repeat urine CXCL10 level is low or you have a urinary tract infection, you will go back to 
the routine urine CXCL10 testing with each study visit. Treatment of urinary tract infection is up 
to your doctor.   

 
If your repeat urine CXCL10 level is still high without a urinary tract infection or menstruation, 
this suggests that you may be at risk for rejection.  You will then be randomly assigned to one of 
two groups - either the Intervention Group or the Control Group (page#3): 

 
- Intervention Group will receive a kidney transplant biopsy to check for rejection.  This will be 

followed by treatment of rejection if required, usual care, and ongoing CXCL10 monitoring.  
You will also undergo another kidney biopsy at 12 months after transplant to evaluate the 
health of your kidney transplant.  You will be asked to provide a urine (50mL or a ¼ cup) 
and blood (10mL or 1 teaspoon) sample with each biopsy. 
 

- Control Group is routine monitoring using standard-of-care tests and collection of urine 
sample (15mL or 1 tablespoon) for study testing with each study/clinic visit. You will get a 
kidney biopsy at 12 months to check your kidney transplant health. You will be asked to 
provide a urine (50mL or a ¼ cup) and blood (10mL or 1 teaspoon) sample with each 
biopsy. 

 
Central Kidney Transplant Pathology Review 
 
The kidney transplant biopsy is the gold standard for diagnosing rejection, but there can be 
some variation in interpretation between different pathologists.  To make the results of the study 
reliable, all biopsies will be reviewed centrally by a single pathologist.  Your kidney transplant 
biopsy slides will be sent to the University of Manitoba for review.  To protect your identify, all 
the information that will be on your kidney transplant biopsy slides will be fully de-identified. 
 
Long-term Data Collection 
 
No matter which study group you are in (Low Risk, Control or Intervention Groups), and even if 
you choose to leave the study early, we would like to keep track of your health and kidney 
transplant health to determine the long-term effects of early treatment of rejection on kidney 
transplants.  We would like to follow these long-term outcomes for up to 40 years after your 
kidney transplant, as some transplants can last a very long time.  These outcomes will be 
evaluated from your kidney transplant records at your hospital/clinic and through administrative 
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databases housed at ICES by using your OHIP number, Canadian Organ Replacement Registry 
(CORR) number and postal code. No additional study visits will be required of you. 
 
MANDATORY SAMPLE COLLECTION  
 
The researchers doing this study need to do tests on urine samples to check for signs of 
rejection.  They also need to do tests on blood samples to check for signs of antibodies against 
your kidney transplant, which puts you at risk for rejection. 
 
The collection of these samples is a necessary part of this study.  Samples will be used only for 
research. The samples will not be sold.  
 
Once these tests have been completed, any leftover samples will be destroyed unless you wish 
to give permission for other future research purposes, in which case you will be given a 
separate consent form to sign.  Saving any leftover samples of your urine, blood, and kidney 
tissue to store after participating in this study will allow the study doctors to conduct further 
special tests. This extra testing will be done only if you agree and are willing to read and sign a 
separate consent form. 
 
The researchers will check your genetic sample only to determine how well “matched” you are 
with your kidney transplant donor. The researchers are checking this because your risk of 
rejection is based on how well “matched” you are with your kidney transplant donor. There is no 
genetic research involved in this study and no DNA samples will be kept from this study.  These 
samples to check your HLA matching will all be destroyed at the completion of the study. 
 
Reports about research tests done with your samples will not be given to you, the study 
doctor(s), your doctor, or other health care provider(s). These reports will not be put in your 
medical records. 
 
Tissue Collection (Required) 
 
As part of this study, you may receive a kidney biopsy. A tissue biopsy is a type of surgical 
procedure, in which a very small sample of your kidney tissue (smaller than the size of a pea) 
will be taken to evaluate the health of your kidney transplant. This will be done under local 
anesthetic and usually does not require overnight stay.   

 
A biopsy can also be performed at any time as part of your standard-of-care if your transplant 
physician thinks that you need one.   All kidney tissue samples will be reviewed by your local 
kidney transplant pathologist and by the central pathologist at the University of Manitoba. 
 
Blood/Urine Collection (Required) 
 
Urine samples (15mL or 1 tablespoon) will be collected at 2 weeks, and each study visit 
between 4 weeks to 12 months after transplant. Urine samples (50mL or a ¼ cup) will also be 
collected with any kidney transplant biopsy. These urine samples will be sent to a laboratory at 
the University of Manitoba where they will be examined. 
 
Blood samples will be taken by inserting a needle into a vein in your arm. All blood samples for 
the study will be taken at the same time as your regular kidney transplant monitoring tests, so 
that you do not need to have an extra needle.  Blood samples (10mL or 1 teaspoon) will be 
taken at 2 weeks, 6-months and 12-months after transplant.  Blood samples will also be 
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collected with any kidney transplant biopsy. These blood samples will be sent to the University 
of Manitoba where they will be examined. 
 
How will samples be identified? 
 
To protect your identity, the information that will be on your samples will be limited to a special 
study number that is de-identified. Any samples sent to the Sponsor Site (University of 
Manitoba) for analysis, or if there are any leftover samples that you have consented to be kept 
for future, will be de-identified.  No personal identifying or health information will be on the label 
for these samples. 
 
Despite protections being in place, there is a risk of unintentional release of information. These 
risks are quite remote, since appropriate confidentiality measures will be taken to protect your 
identity and any information related to your health.  
 
Can I withdraw these samples? 
 

If you no longer want your samples to be used in this research, you should tell the study doctors 
or study coordinator, who will ensure the samples are destroyed. If tests have already been 
done on your sample(s) it will not be possible to withdraw those results. However, no further 
testing will be done.  If you withdraw your samples, you will not be able to participate further in 
the research study.  You will be asked to have a final study visit to obtain information on your 
health and your kidney transplant health. 
 
Optional Research - Biobank 
 
The Researchers doing this study are interested in doing additional optional research, by saving 
any leftover samples of urine or blood from this study for future research purposes in a biobank. 
You will be given an additional optional study consent form to read and sign if you wish to give 
permission for this. You may decide not to participate in the optional future biobank research 
and still participate in the main study. 
 
WHAT ARE THE RESPONSIBILITIES OF STUDY PARTICIPANTS? 
 
If you choose to participate in this study, you will be expected to: 

 Fully cooperate with the requirements of the study, and the study visit schedule; 

 Follow the study doctor’s instructions;  

 Tell the study doctor about your current medical conditions; 

 Tell the study doctor about all prescription and non-prescription medications and 
supplements, including vitamins and herbals, and check with the study doctor before 
starting, stopping or changing any of these.  

 Tell the study doctor if you are part of another study, or if you are thinking about participating 
in another research study 

 Tell the study doctor if you become pregnant while participating on this study, or plan to 
father a child.  

 
HOW LONG WILL PARTICIPANTS BE IN THE STUDY? 
 
The study intervention will last for 12 months after transplant.  
 
You will be asked to come back to the transplant clinic, at the following times:  
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- Every 2 weeks for first 2 months after transplant, 
- Every months from 2 to 6 months after transplant, 
- 9 months after transplant,  and  
- 12 months after transplant. 

 
You may be seen more often if the study doctor determines that this is necessary. 
 
CAN PARTICIPANTS CHOOSE TO LEAVE THE STUDY? 
 
You can choose to end your participation in this research (called withdrawal) at any time without 
having to provide a reason.  If you choose to withdraw from the study, you are encouraged to 
contact the study doctor or study staff.  You may be asked questions about your experience with 
the study intervention, and to have laboratory tests and physical examinations to complete your 
study file.  Information that was recorded before you withdrew will be used by the researchers 
for the purposes of the study, but no information will be collected or sent to the sponsor after 
you withdraw your permission. 
 
 CAN PARTICIPATION IN THIS STUDY END EARLY? 
 
The study doctor may stop your participation in the study early, and without your consent, for 
reasons such as: 
 

 You are unable to tolerate the study intervention (kidney transplant biopsy) 

 You are unable to complete all required study procedures 

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

 The study doctor no longer feels this is the best option for you 

 The Sponsor decides to stop the study 

 The research ethics board, withdraws permission for this study to continue 

 If you plan to or become pregnant  

 If you require two consecutive study biopsies for possible rejection (high urine CXCL10) and 
the results do not confirm kidney rejection, you will be withdrawn from the study.   
 

If you are removed from this study, the study doctor will discuss the reasons with you and plans 
will be made for your continued care outside of the study.  You will be asked to complete the 12-
month monitoring protocol without any more study biopsies. 
  
 WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY?  
 
You may experience side effects from participating in this study.  Some side effects are known 
and are listed below, but there may be other side effects that are not expected.  You should 
discuss these with the study doctor.  
 
The study doctor will watch you closely to see if you have side effects. 
 
Risk of disclosure of Personal Health Information: There is a potential risk of unintended 
disclosure of information to parties outside the research context.  However, these risks are quite 
remote since appropriate confidentiality measures will be taken to protect any information about 
your health.  The database used for this study will have the appropriate security measures to 
protect your privacy and the data. 
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Risk of urine sampling: There are no known risks to collecting urine samples. 
 
Risk of blood draw (venipuncture): The amount of blood that may be collected from you will not 
exceed 50 mL (1/4th of a cup) over the 12-month study period.  These samples will be collected 
at the same time as routine blood draws required for care of your transplant, so there will be no 
additional risks associated with obtaining study samples.  There is a risk of some discomfort at 
the site of needle entry, bruising, swelling, redness, fainting, or local infection. 

 
Risk of treatment for kidney rejection: You will be checked for complications related to the 
treatment of kidney rejection.  The risks of treatment for kidney rejection include: increased 
infection, poor wound healing, post-transplant diabetes, hypertension, elevated cholesterol, 
osteoporosis, and death of bone tissue due to a lack of blood supply. 
 
Risk of study biopsy: There is a risk of bleeding associated with kidney biopsies. Excessive 
bleeding has been reported but is extremely rare.  You will be checked for any reasons that you 
should not undergo a study biopsy, such as urinary tract infection or blockage to the urine 
draining from the kidney transplant (hydronephrosis). 
 
 WHAT ARE THE REPRODUCTIVE RISKS? 
 
As standard of care, patients are advised to not become pregnant during the first year post 
transplant, which is when this study is being conducted.  Any female patient who becomes 
pregnant during the study period will be excluded from the study.  The anti-rejection medications 
may be harmful to a developing baby (teratogenic).  Please talk to your doctor if you become 
pregnant or are planning to father a child. 
 
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY? 
 
If you agree to take part in this study, the experimental intervention may or may not be of direct 
benefit to you.  
 
When a kidney transplant fails and the patient returns to dialysis, they are three times more 
likely to pass away compared to those whose kidney transplants are still working.  The potential 
benefit of this study is to provide early treatment of kidney rejection and to improve the patient 
and transplant survival.   
 
We hope the information learned from this study will help other people with kidney transplants in 
the future.  
 
 HOW WILL PARTICIPANT INFORMATION BE KEPT CONFIDENTIAL? 
 
If you decide to participate in this study, the study doctors and study staff will only collect the 
information they need for this study. 
 
Records identifying you at this center will be kept confidential and, to the extent permitted by the 
applicable laws, will not be disclosed or made publicly available. 
 
Authorized representatives of the following organizations may look at your original (identifiable) 
medical/clinical study records at the site where these records are held, to check that the 
information collected for the study is correct and follows proper laws and guidelines. 
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 Study Sponsor – University of Manitoba, trial monitor, medical monitor and research ethics 
board 

 The research ethics board who oversees the ethical conduct of this study in Ontario 

 insert research site name to oversee the ethical conduct of research at this location 

 Canadian National Transplant Research Program, the independent data safety monitoring 
board 
 

If you choose to participate in this study, your identity will be kept confidential in accordance 
with the Personal Health Information Act of Ontario.  Information collected from this study will be 
entered into an electronic database but will not contain any identifying information about you.  A 
unique study code will be assigned to you at the beginning of the study. Only the study staff will 
have access to the information that links your code to your identity.  If the results of the study 
are published, no one will know you were a part of the study since your identity will remain 
confidential.  This database will be retained for up to 40 years. 

 
Information that is collected about you for the study (called study data) may also be sent to the 
organizations listed above. Representatives of Clinical Trials Ontario, a not-for-profit 
organization, may see study data that is sent to the research ethics board for this study.  Your 
name, address, or other information that may directly identify you will not be used. The records 
received by these organizations may contain your participant code, sex, date of birth, OHIP, 
CORR, and health record number. 
 
Studies involving humans sometimes collect information on race and ethnicity as well as other 
characteristics of individuals because these characteristics may influence their risk for rejection. 
Providing information on your race or ethnic origin is voluntary. 
 
This study requires the transfer of identifiable information to  Dr. Julie Ho, University of Manitoba 
for the purposes to conducting administrative database linkages to determine your long-term 
kidney transplant and health outcomes.  The following information will be transferred: 
 

 Ontario’s Health Insurance Plan (OHIP) 

 CORR 

 Medical record number (MRN) 
 
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 published/presented to the scientific and 
medical community. This information may also be used as part of a submission to regulatory 
authorities around the world to support the approval of routine urine CXCL10 monitoring. 
 
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 the consent form that you sign to enter the study may be included in your health 
record/hospital chart/transplant clinic chart. 
 
Research records will be kept for 40 years; after this time, they will be destroyed. 
 
De-identified data collected in this study may be shared with other researchers according to 
international guidelines (ICMJE). All published data will be available ONLY in de-identified 

manner and presented in aggregate.   
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WILL FAMILY DOCTORS/HEALTH CARE PROVIDERS KNOW WHO IS PARTICIPATING IN 
THIS STUDY? 
 
Your family doctor/health care provider will not be informed by the study team that you are 
taking part in the study.  You can choose to let your family doctor/health care provider know, if 
you like.   
 
WILL INFORMATION ABOUT THIS STUDY BE AVAILABLE ONLINE? 
 

A description of this clinical trial will be available on http://www.clinicaltrials.gov (NCT03206801). 
This Web site will not include information that can identify you. At most, the Web site will include 
a summary of the results. You can search this Web site at any time. 
 
WHAT IS THE COST TO PARTICIPANTS? 

All clinic and professional fees, diagnostic (kidney biopsies), and laboratory tests performed as 
part of this study are provided at no cost to you.   
 
Taking part in this study may result in added costs to you.  For example: 

 You may miss work as a result of participation in this study, such as if you require a 
study biopsy to check for rejection. 

 
(Edit as per the site requirements).  
In the event that you require an additional study visit (such as for an extra urine sample or study 
biopsy), that is not part of your routine transplant clinic visits, your parking will be reimbursed.   If 
you have any questions about this, please discuss this with the study coordinator.  
 
ARE STUDY PARTICIPANTS PAID TO BE IN THIS STUDY?  
 

You will not be paid for taking part in this study. 
 
It is possible that the research conducted using your study data/samples may eventually lead to 
the development of new diagnostic tests, or other commercial products. There are no plans to 
provide payment to you if this happens. 
 
In the case of research-related illness or injury, you will be provided with appropriate medical 
treatment and care. Financial compensation for lost wages, disability or discomfort due to an 
injury or illness is not generally available.   
 
WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY? 
 
You will be told, in a timely manner, about new information that may be relevant to your 
willingness to stay in this study. 
 
You have the right to be informed of the results of this study once the entire study is complete. If 
you would like to be informed of the results of this study, please let the study coordinator know, 
and you will need to provide contact information that will be kept on file so the results can be 
sent to you. 
 
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 study doctor, 

http://www.clinicaltrials.gov/
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University of Manitoba or involved institutions for compensation, nor does this form relieve the 
study doctor, University of Manitoba or their agents 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. 
 

WHAT IF RESEARCHERS DISCOVER SOMETHING ABOUT A RESEARCH PARTICIPANT? 
 
If any new clinically important information about your health is obtained as a result of your 
participation in this study, you will be given the opportunity to decide whether you wish to be 
made aware of that information. 
 
WHOM DO PARTICIPANTS CONTACT FOR QUESTIONS? 
 
If you have questions about taking part in this study, or if you suffer a research-related injury, 
you can talk to your study doctor, or the doctor who is in charge of the study at this institution. 
That person is: 
 
_________________ _________________ 
Name 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.  
You can contact the Chairperson of the Ottawa Health Science Network Research Ethics Board 
at 613-798-5555, ext. 16719. 
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SIGNATURES 
 

 All of my questions have been answered, to my satisfaction, 

 I understand the information within this informed consent form,  

 I allow access to my medical records and specimens 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  PRINTED NAME & ROLE Date 
the Consent Discussion 
 
 
Complete the following section only if the participant is unable to read or requires an oral 
translation: 
 

 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  PRINTED NAME Date 
Witness/Translator 
(If participant were unable to  
read/required an oral translation) 

 
 
Please note: More information regarding the assistance provided during the consent process 
should be noted in the medical record for the participant if applicable, noting the role or 
relationship of the impartial witness. 
 


