
 

 

 

Local Study #__ MP-37-2018-4434                                                          FRQ template version date: May 20, 2016 

Date of version: ____06 September 2019_____________   

   Page 1/6 

 

     

 

 

PEDIATRIC RESEARCH INFORMATION AND CONSENT FORM 

Title : Evaluation of a group education program to improve the transition from pediatric to adult care for emerging adults 

with type 1 diabetes  

Persons responsible :  

 Montreal Children’s Hospital- McGill University Health Center:               Dr. Meranda Nakhla___ 

 Centre Hospitalier Universitaire Sainte-Justine:                                       Dr. Mélanie Henderson                                   

Funding Source:                   Canadian Institutes of Health Research (CIHR)                                     

 

WHY ARE YOU BEING INVITED TO TAKE PART IN THIS STUDY? 

The McGill University Health Center (MUHC) and the Centre Hospitalier Universitaire Sainte-Justine (CHUSJ) do research 

studies to try to improve care for adolescents with diabetes.  Today, we are inviting you to take part in a research study.  

Please read this information to help you decide if you want to participate in this research project.  It is important that you 

understand this information.  We encourage you to ask questions. Adolescents can agree to participate in some research by 

themselves.  You can agree or disagree on your own to participate in this study, but we suggest you take all the time you 

need to make your decision and that you talk it over with your parents.    

WHY IS THIS STUDY BEING DONE? 

Emerging adulthood, the time between childhood and adulthood (ages 18-30 years old), is a challenging time for everyone.  

At this time, adolescents with diabetes must also learn to take responsibility for their own health as they move from pediatric 

to adult medical healthcare systems. This transition period can disrupt diabetes care and control and put young diabetics at 

risk of diabetes-related complications. Even though we know the importance of preparing adolescents for transition well, we 

do not know the best way to provide transition care services to adolescents with diabetes. You are being invited to 

participate in a research study that will compare the usual transition preparation to a new way that includes doing group 

education sessions. We will study if group education sessions better prepare adolescents for adult care and reduce their risk 

of complications as compared to usual transition care. 

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY? 

About 212 patients will take part in this study including approximately 70 participants from the Montreal Children’s Hospital - 
MUHC and 142 participants from the CHUSJ. 
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WHAT WILL HAPPEN ON THIS RESEARCH STUDY? 

If you decide to participate, you will be assigned by chance to one of 2 study groups (group education sessions or usual care 

group). You will have a 50/50 chance of being placed in either group.  It is like flipping a coin, you cannot choose which group 

you will be assigned to. 

USUAL CARE GROUP: 

If you are assigned to the usual care group, you will attend your usual diabetes clinic visits every 3 months (which consists of 

individual appointments with your diabetes care physician) over 12 months. Participating in this study does not require 

additional visits to the clinic. A one on one education session and written information will be given to you before you transfer 

to adult care services, which is what is usually done. 

 

GROUP EDUCATION SESSIONS: 

If you are assigned to the group receiving group education sessions, you will be asked to attend at least 3 group education 

sessions (1 hour per session) on the same day as your usual diabetes clinic visits every 3 months over the first 12 months of 

this study. You can choose to attend from 3 to 5 sessions over the course of the year. The group session (3-8 participants per 

session), will be led by a certified diabetes educator and will consist of a patient-driven discussion on topics relevant to 

adolescents with type 1 diabetes (T1D). Topics include high risk issues (e.g. alcohol, drugs, sex), navigating the adult care 

system, carbohydrate counting, hypoglycemia, communication skills, hyperglycemia, self-management skills and 

complications. Participating in this study does not require any extra visits to the clinic. A one on one education session and 

written information will also be provided before you transfer to adult care services, which is what is usually done. 

For participants at CHUSJ: we will ask you to come 1 hour before the group education sessions so that you can complete your 

laboratory testing for HbA1c, usually done during your clinic visits. 

Everyone who participates in this study will also do the following extra things as part of the study:  

HbA1c: We will ask you to do an extra non-fasting finger stick blood test to assess your HbA1c at 3 time points (baseline, 12, 

and 24 months). The test will take 5 minutes. We will ask you to do the extra test at your hospital during your usual clinic 

visits at 2 time points (baseline and 12 months). We will also ask you to do a non-fasting finger stick blood test at home at 24 

months. At home, you will receive the finger stick blood test kit for HbA1c by mail with a pre-paid envelope. You will be asked 

to mail-in the kit with the blood sample to the Montreal Children’s Hospital (Montreal) using the pre-paid envelope at 24 

months. As you will have transitioned to adult care, we will inform you of your HbA1c results at 24 months.  Since HbA1C 

testing methods are different at the two participating hospitals, it is important that we use the same method for this research 

study.   

Questionnaires: We will ask you to complete some questionnaires online at 3 time points (baseline, 12 and 24 months). The 

questionnaires were designed to assess how ready you are to take care of your diabetes on your own, your knowledge of 

diabetes, how ready you are to transition to adult care, if diabetes causes you any distress and your quality of life. These  

questionnaires will take approximately 1 hour to complete in total. You will be able to complete the questionnaires at home 

on a computer, a tablet or a cellphone. We will also ask you 3 questions about living with diabetes, to assess stigma (feeling 

that others treat you differently because of diabetes or feeling ashamed of your diabetes). The information you provide is for 

research purposes only.  Some of the questions are personal.  You can choose not to answer questions if you wish. If your 

answers on the diabetes distress questionnaire show that you have high distress, we will ask your permission to let your 

doctor at the hospital know and your doctor will be notified that you may need more support than you have right now. 

I allow the research team to notify my doctor if my answers on the diabetes distress questionnaire show high distress: 

□ I agree    □ I disagree 
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Severe Hypoglycemia: We will ask you if you had any severe hypoglycemic events (lows) in the 1-year preceding the study (at 

baseline), during the 1-year intervention/control period (from baseline to 12 months) and for 1-year after the 

intervention/control period (from 12 to 24 months). If you have had any severe lows, we will offer to let your doctor know 

and obtain your consent to do so. 

I allow the research team to communicate any severe hypoglycemic lows with my doctor: 

□ I agree    □ I disagree 

We will look at your medical records and the health care services that you received in the 1-year preceding the study (at 

baseline), during the 1-year intervention/control period (from baseline to 12 months) and for 1-year after the 

intervention/control period (from 12 to 24 months) by looking at your medical chart as well as linking your information to the 

RAMQ (our province’s health insurance provider) and Med-Echo (data collected from Quebec hospitals), to look at how many 

doctor or emergency room visits you’ve had, if you’ve had any admissions to hospital, and if you’ve had delays in establishing 

adult diabetes care. 

We will also consult your medical chart to obtain information relevant to this research, e.g. the date of your last pediatric 

diabetes care visit, the date of your diabetes diagnosis, your sex, demographic and socioeconomic characteristics (e.g. postal 

code), additional diseases or conditions, medications,  height, weight and results from any tests (e.g. blood, urine) you had.   

 

FOR HOW LONG WILL YOU PARTICIPATE IN THIS STUDY? 

You will participate in this clinical trial for a period of about 2 years; one year before you transition to adult care and for one 

year after you transition to adult care.   

Your doctor or the doctor in charge of this research project can also decide to take you off this study, namely: 

 

 If she or he believes it would be in your best interests; 

 If you do not fulfill the expectations for your participation, as described in this form. 

 

WHAT ARE THE RISKS? 

You may find that the extra finger stick blood tests are unpleasant and feel discomfort from it. The amount of blood taken is 

safe (0.001 ml). Furthermore, the diabetes distress questionnaire has questions about your feelings related to your diabetes. 

Some people may be upset thinking about these kinds of feelings. If your score on the diabetes distress questionnaire 

indicates distress we will ask you if you want your doctor to know about it. Further, if you have had any severe lows 

(hypoglycemic events) during the study, we will ask your permission to let your doctor know and your doctor will be notified. 

Finally, the time it takes to answer the questionnaires and participate in the group education sessions may be an 

inconvenience for you.  

 

Should you suffer an injury of any kind following any procedure related to the research study, you will receive the 

appropriate care and services required by your state of health. 

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

We hope that you will get some personal medical benefit from participation in this clinical trial, but we cannot be certain.  If 

you are assigned to the group receiving group education sessions, one possible benefit we are hoping for is for you to have 

better knowledge about your diabetes as well as better diabetes management and blood glucose control.  We also hope that 

what we learn from doing this study will help us find better ways to help patients with this disease transition to adult care in 

the future. 
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IS ANY COMPENSATION BEING OFFERED?  

When you answer the questionnaires and do the blood tests, you will receive a 10$ gift card at the beginning and an 

additional 10$ at the end of the first year. During the 1-year follow-up after your transition, once you answer the 

questionnaires and we receive your mail-in blood sample you will receive a final 40$ gift card (e.g. Amazon). For costs and 

inconveniences incurred during this research study, you will be granted a total of 60$ in gift cards. If you withdraw from the 

study or are withdrawn before it is completed, you will receive compensation as described for the number of visits you have 

completed.  

HOW IS PRIVACY ENSURED? 

During your participation in this study, the study doctors and their team will collect and record information about you in a 

study file. They will only collect information required to meet the scientific goals of the study. 

The study file may include information from your medical chart, including your identity, concerning your past and present 

state of health, your lifestyle, as well as the results of the tests, exams, and procedures that you will undergo during this 

research project. Your research file could also contain other information, such as your name, sex, date of birth and ethnic 

origin. 

The blood samples will be kept at the MUHC until they are sent to CDL Laboratories (Montreal, QC, Canada) for analysis. The 

samples will be conserved for the duration of the study for the exclusive objectives of this study and then destroyed after 

analysis. 

All the information collected during the research project will remain confidential to the extent provided by law. You will only 

be identified by a code number. The key to the code linking your name to your study file will be kept by the study doctors in a 

locked file cabinet. Only the study doctors and the research team will have access to it. 

To ensure your safety, a copy of this information and consent form will be placed in your medical chart. As a result, any 

person or company whom you give access to your medical chart will have access to this information.  

Only the study doctors and the research team from your hospital will have access to the study data. Data entry forms and 

online questionnaires for the self-reported measures will be entered through a web browser in real time into a secure web-

based central database. The study data will be stored for 7 years (after the study ends) by the person responsible for this 

study on each site. The data may be published or shared during scientific meetings; however, it will not be possible to identify 

you.  

Your study data may be shared with other researchers in Canada and other countries outside of Canada to do studies on 

adolescents with T1D. All studies will be reviewed by Dr. Nakhla and by the Research Ethics Board of the researcher using 

your data. The researcher will keep data confidential according to the rules in Canada and the other countries.  

You can choose to have your study data removed by contacting the researcher at any time. If this happens, the data will be 

kept for as long as required by regulations, but no new studies will use your data. 

For monitoring, control, safety, and security, your study file, as well as your medical charts, may be examined by a person 

mandated by Canadian or international regulatory authorities, such as Health Canada, as well as by representatives of the 

study sponsor, the institution, or the Research Ethics Board. All these individuals and organizations adhere to policies on 

confidentiality.  

You have the right to consult your study file in order to verify the information gathered and to have it corrected if necessary.  
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IS YOUR PARTICIPATION VOLUNTARY AND CAN YOU WITHDRAW? 

Your participation in this research project is voluntary. Therefore, you may refuse to participate. You may also withdraw from 

the project at any time, without giving any reason, by informing the study doctor or a member of the research team. Your 

decision not to participate in the study, or to withdraw from it, will have no impact on the quality of care and services to 

which you are otherwise entitled, or on your relationship with the study doctor or clinical team.  

The study doctors, the Research Ethics Board or the funding agency may put an end to your participation without your 

consent. This may happen if new findings or information indicate that participation is no longer in your interest, if you do not 

follow study instructions, or if there are administrative reasons to terminate the project. 

 

If you withdraw or are withdrawn from the study, the information collected during the study will be stored, analyzed and 

used, unless you specifically request to withdraw it. Any new findings that could influence your decision to stay in the 

research project will be shared with you as soon as possible. 

 

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?    

 

If you have any questions about this research project or if you suffer any problems you believe are related to your 

participation in this research, you can call the researchers responsible for the project in your hospital: 

 

Montreal Children’s Hospital:  Dr. Meranda Nakhla at (514) 934-1934 #23698 

CHU Sainte-Justine: Dr. Mélanie Henderson at (514) 345-4931 #3604 

 

In case of emergency, please go directly to the closest emergency room.  

  

If you would like information about your rights related to your participation in the research, you may contact the hospital 

Ombudsman (Patient Representative): 

 Montreal Children’s Hospital : 514-412-4400, poste 22223 

 CHU Sainte-Justine : 514-345-4749 
 

WHERE CAN I GET MORE INFORMATION?     

For Clinical Trials (in english only) : A description of this clinical trial is available at 

https://clinicaltrials.gov/ct2/show/NCT03703440, in accordance with American and Canadian law.  This website will not 

contain any information that would identify you.  It will provide a summary of the research results once ready.  You may 

search the website at any time. 

 

You may ask to receive a copy of the results of this research project; these will only be available after the entire project has 

been completed. 

 

You will receive a signed copy of this form.  You may ask the research team questions at any time. 

 

RESEARCH ETHICS COMMITTEE 

The Research Ethics Board of the McGill University Health Center approved this study and is responsible for monitoring it at 

all participating institutions in the health and social service network in Quebec. 
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CONSENT FORM 

 

Title of this research project: Evaluation of a group education program to improve the transition from pediatric to adult care 

for emerging adults with type 1 diabetes 

I have been explained what will happen on this study.  I read the information and consent form and was given a copy to keep.  I 

was able to ask my questions and they were answered to my satisfaction.  After thinking about it, I agree to participate in this 

research project. 

I authorize the research team to consult my medical records to collect the information relevant to this project. 

By agreeing to participate in this research project, you are not waiving any of your legal rights nor discharging the study doctor, 

the sponsor or the institution, of their civil and professional responsibilities. 

 

 

 

Name of participant      Signature           Date 

(Print) 

 

I have explained to the participant all the relevant aspects of this study.  I answered any questions they asked.  I explained that 

participation in a research project is free and voluntary and that they are free to stop participating at any time they choose. 

 

               

Name of Person obtaining consent   (signature)     Date   

(Print) 
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