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Consent Form for Children 0-18 yrs old 

 

Title of Study:  Genetic and environmental influences on development of type 2 diabetes in 

childhood: The next generation longitudinal birth cohort 

   

Protocol #: HS16516 (H2013:227) 

 

Why are you being given this document? 

You are being asked to enroll your child in a research study. Please take whatever time you need 

to review this document and discuss any questions you may have with the study staff. You may 

wish to discuss it with your regular doctor, friends, and family before you make your decision. 

Please ask the research study team to explain any words or information that you do not clearly 

understand. Participation in this study is not part of your routine doctor visit and is purely 

voluntary.  

 

Research Study Team  
Name Organization/Affiliation Role 

Brandy Wicklow, MD Pediatrics and Child Health Endocrinologist, 

Principal  Investigator  

Elizabeth Sellers, MD Pediatrics and Child Health Endocrinologist 

Elizabeth Salamon, MD 

Christy Pylypjuk, MD 

 

St. Boniface General Hospital 

Maternal-Fetal Medicine 

 

Endocrinologist 

Obstetrician 

 

 

Sponsors 

 

 Children’s Hospital Research Institute of Manitoba 

 Lawson Foundation        

 

What is the research about? 

Type 2 diabetes (formerly referred to as adult-onset diabetes) was once only diagnosed in adults. 

The number of children with type 2 diabetes is increasing rapidly. We know that some of the 

factors that increase the risk of getting type 2 diabetes in childhood include: obesity, Indigenous 

heritage, and a family history of type 2 diabetes. Another very important risk factor is the 

mother’s health during pregnancy. Babies whose mothers are overweight during pregnancy, or 

who develop diabetes during pregnancy (called gestational diabetes), or who have type 2 

diabetes before pregnancy are at higher risk to become obese and develop type 2 diabetes when 

they get older. Clinical observations over the past 20 years in Manitoba suggest that the babies 

with the highest risk of early onset type 2 diabetes are those whose mothers or fathers were 

diagnosed with type 2 diabetes during adolescence.  
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In 2003, we started collecting information on babies and children in this very high-risk group to 

learn more about type 2 diabetes in children. This group of children is called the NEXT 

GENERATION cohort or “Next Gen” for short. We have learned that these children are usually 

obese from infancy, that they are younger than expected when they are diagnosed with type 2 

diabetes at an average age of 12 years, and that most of them have one or two copies of an 

inherited gene called HNF1α G319S. We have learned that this gene causes a lower amount of 

insulin in the blood. People with two copies (SS) make less insulin than people with one copy 

(GS) or no copies (GG). It is still unknown if people with this gene respond differently to various 

diabetes treatments. Also, some genes change depending on what happens in the environments. 

Stress, diet, behaviour, and other factors might change the way genes are expressed, which might 

affect a person’s chance of developing certain diseases such as diabetes. The study of this change 

in gene expression is called epigenetics. 

 

We also know that kidney problems are common in youth who develop type 2 diabetes. It is 

possible that children at risk for type 2 diabetes and exposed to diabetes during pregnancy are 

born with smaller kidneys. To understand the risk for developing kidney problems later in life, 

we are going to measure the size of the kidney by ultrasound at birth. 

 

The purpose of the Next Gen study is to learn more about the risk factors that are associated with 

type 2 diabetes in both the children and their parents, and also to find ways to prevent, delay, and 

treat type 2 diabetes in children in the future. The focus of the Next Gen study since it started in 

2003 has been learning about children’s growth patterns by testing for type 2 diabetes at 7 years 

of age and older, testing once for the HNF1α G319S gene, and testing three times for 

epigenetics. 

 

Is my child eligible to participate? 

Your child is eligible to participate if: 

1) He/she was born in Manitoba,  

2) The mother plans to deliver the child in Manitoba, and 

3) He/She is of Indigenous heritage. 

 

What will my child have to do?  

If you choose to have your child participate in the study, your child will be followed from birth 

until the age of 18. When your child is 18 years old or older and has not been followed at the 

diabetes clinic in Winnipeg, the research team will contact your child to get his/her consent to 

continue screening for type 2 diabetes every year. The study visits will be done at a location that 

is convenient to you. This may be the nursing station, community health centre, doctor’s office, 

or at the Children’s Hospital Research Institute of Manitoba.  

 

The following tests outlined on the next page (page 3) will be conducted during your child’s 

study visits:   

 

 

 

 



Genetic and environmental influences on development of type 2 diabetes in childhood: The next generation longitudinal birth cohort 

Version 16 – 07  October 2019 Page 3 of 7 Participant initials____ 

 
Post- 

delivery  

Annually from age     

1yr through 7 yrs 

Annually from age 

7yrs through 18yrs 

Every 2 years 

from age 7 to 18 

Height & weight - + + - 
Waist 

circumference 
- - + - 

Blood pressure - - + - 

Cord Blood Test 
+ (once 

at birth) 
- - - 

Full Blood Test 

 

- - - 
+ (once at age 7 

and once at 18, or 

at diagnosis) 

Modified Blood 

Test 
- - - + 

Fasting blood 

glucose test  
- - + - 

HNF1α test 
+ (once 

at birth) 
- 

+ (only if not done at 

birth) 
- 

Epigenetic test 

 

+ (once 

at birth) 
- - 

+ (once at age 7 

and once at 18, or 

at diagnosis) 
*Oral Glucose 

Tolerance Test 

(OGTT) 

- 
- - + 

Urine Sample  - + + - 
Family history 

and community 

questionnaires 

- 
+ + - 

Ultrasound of 

the kidneys 

+ (once 

at birth) 
- - - 

*The OGTT is done together with the full and modified blood tests 

 

The cord blood collection is taken after the baby is delivered. Approximately 1.5 tablespoons 

(22.5mL) of blood will be drawn from the umbilical cord once it has been detached from mother 

and from baby, and before it is discarded. If cord blood was not collected, a small blood draw 

from your infant is requested. This infant blood sample will total 1.33 teaspoons (4 ml). 

 

The modified blood sample will be done biennially between age 7 and 18 to test for a 

hemoglobin A1C. Including the OGTT, this blood sample will be approximately one tablespoon 

(15 ml) taken from a vein in the arm. 

A full, more detailed blood sample will be taken at age 7 and 18 (or at T2D diagnosis) to test for 

epigenetic markers, liver enzymes, a lipoprotein profile, insulin, and various cytokines. Including 

the OGTT, this blood sample will be approximately 2 tablespoons (32 ml) taken from a vein in 

the arm. 
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The urine sample will be equal to approximately 2 teaspoons (10 ml). Every 2 years starting at 

age 5, 2 teaspoons (10mL) of urine will be stored in a freezer in order to test these samples later 

for possible signs that may predict kidney damage.  

 

The specimens will be used for the purpose of this study and any remaining samples at the end of 

the study will be destroyed. The researchers will be able to link the results of the blood tests with 

your data by the study number. Your identity will be kept in the strictest confidence and will not 

be used in any reports. The research coordinator will have the master key linking the study 

participants to the coded list. 

 

Kidney Ultrasound 

This test will be done in the newborn period while your baby is still in hospital. It does not hurt 

and is similar to the ultrasound that you may have had to look at the baby before he/she was 

born. This test will give us information on the size of your baby’s kidneys.  

 

Oral Glucose Tolerance Test  

Your child will be asked to have an Oral Glucose Tolerance Test (OGTT) done every two years 

with their bloodwork, starting at 7 years old. Your child will be asked to attend their visit fasting. 

A blood test will be done to measure the level of glucose (sugar) in his/her blood during a fasting 

state. Your child will then be asked to drink a sweet drink containing 75 grams of sugar. After 

two hours of inactivity, your child’s blood glucose will be tested again. This test is the best way 

to screen for type 2 diabetes.  

 

What are the possible benefits of this study? 
By participating in this study, you will receive information about your child’s health that you 

would not normally have access to during a normal doctor/nurse visit. You will receive your 

child’s test results so that you can give them to your doctor. You will also receive information 

regarding other opportunities to participate in research studies for the prevention and treatment 

of type 2 diabetes in children.  

 

What are the possible harms to me by being in this study?  

There may be soreness, possible bruising, possible infection, or dizziness/fainting for a short 

time after the blood draws. There are also some risks to the OGTT, as some people may feel 

nauseous when they drink the sweet liquid. We do not anticipate any risks related to the 

ultrasound of the kidneys. 

 

Can I refuse the genetic testing (HNF1α G319S and/or epigenetics)?  
Yes. If you are uncomfortable to have these tests (HNF1α G319S and/or epigenetics) done, you 

may refuse these tests.  

 

Is the information kept confidential and secure?  

The information gathered in this research study may be published or presented in public forums; 

however your child’s name and other identifying information will not be used or revealed. 

Despite efforts to keep your child’s personal information confidential, absolute confidentiality 

cannot be guaranteed. Your child’s personal information may be disclosed if required by law. 

Your child’s research records will be coded with his/her own unique code and any information 

regarding your results in the study will not have any of your child’s identifying information, such 
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as your child’s name or address. The research coordinator will have the master list of your 

child’s code and name. 

Organizations that may inspect and/or copy your child’s coded research results for quality 

assurance and data analysis include The University of Manitoba Health Research Ethics Board 

and St. Boniface General Hospital, who approved this study. 

Medical records that contain your child’s identity will be treated as confidential in accordance 

with the Personal Health Information Act of Manitoba.  

All records will be kept in a locked secure area and only those directly involved in this study will 

have access to the records. If any of your child’s medical/research records need to be copied, 

your child’s name and all identifying information will be removed.  

 

What else should I know? 

Your child will receive $30.00 for the study visits in which they do blood work. Your child will 

receive $20.00 for the study visits in which they are doing a urine test, but no blood work. This 

honorarium is intended to cover any incidentals incurred during the study visits, such as parking, 

mileage, transportation, etc.  

 

If applicable, the collection of your child’s treaty and band number is requested because many 

Northern health centres sort their patients’ charts by these numbers and they request these 

numbers to find our participants in their system.  

 

Participation in the study includes allowing the research team to access your child’s medical 

charts and records to review standard clinical tests and information. This may include your 

child’s birth history, primary care provider, recent contact information, or clinical test results 

related to the study only.  

 

The investigators on the research team have no financial interest in the outcome of the study. We 

may require money from different agencies to pay for the study; however the doctors do not 

receive any money personally. 

 

Assessment of Future Health Status 

 

We will store extra samples of your child’s blood and urine obtained during blood and urine tests 

in a freezer with a code instead of your name for up to 25 years, if you agree. These samples will 

be used later on to test biomarkers involved in developing type 2 diabetes.  

Your child’s blood and urine samples may be sent to the Canadian Biosample Repository at the 

University of Alberta and stored for future research with similar samples from other people. The 

samples will be kept for up to 25 years, or until they are used up or destroyed. Your child’s name 

and any other identifying information will be kept separate from their samples.  

All future research using your samples will have undergone approval by the  investigators and a 

Research Ethics Board approval process. Your child’s sample and study data may be sent to 

other provinces or countries for analysis. If this happens, the sponsor will make sure that your 

child’s sample and study data will be treated with the same strict confidentiality as described in 

the section on confidentiality. 

The biobank samples will be tested for novel biomarkers for the development of diabetes and its 

complications. Testing will not be diagnostic and therefore unlikely to impact health status or 

management. Should future testing reveal a finding that may impact health status, the primary 
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investigators will be responsible for contacting yourself and your doctor and sharing the 

information. 

 

Do I have the right to change my mind?  
You have the right to withdraw from the research study at any time and for any reason. If you 

decide not to participate in this study or you withdraw your child, your and your child’s normal 

medical care will not be affected in any way. The investigators reserve the right to end your 

participation for any reason. 

 

How can I get more information? 

For more information, please call the Research Coordinator at 204-272-3064 or the Principal 

Investigator, Dr. Brandy Wicklow, at 204-787-7435.  

 

For questions about your rights as a research subject, you may contact:  

The University of Manitoba, Bannatyne Campus Research Ethics Board Office at 204-789-3389. 
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Statement of Consent       Participant code_____ 

 

I have read this consent form. I have had the opportunity to discuss this study with a member of 

the research team. I have had my questions answered by them in language I understand. The 

risks and benefits have been explained to me. I believe that I have not been unduly influenced by 

any research team member to participate in the research by any statements or implied statements. 

Any relationship I may have with the research team has not affected my decision to participate. I 

understand that I will be given a copy of this consent form after signing it. I understand that my 

child’s participation in this study is voluntary and that I may choose to withdraw at any time. I 

understand that information regarding my personal identity will be kept confidential, but that 

confidentiality is not guaranteed. I authorize the inspection of any of my records that relate to 

this study by The University of Manitoba Research Ethics Board for quality assurance purposes. 

By signing this consent form, I am not waiving any legal rights. I freely agree to participate in 

this study: Genetic and environmental influences on development of type 2 diabetes in 

childhood: The next generation longitudinal birth cohort  
 

Child’s first name  Child’s last name  Gender Child’s birthdate 
 
 

 M  /  F  

 

I agree for my child to: YES NO N/A 

Peri-natal    

Provide a cord blood sample     

Give a small amount of blood within a few weeks of birth ONLY IF cord 

blood was not collected  

   

Have an ultrasound done at birth to measure his/her kidneys    
    

Assessments    

Have his/her height, weight, waist circumference, and blood pressure 

measured, provide a urine sample, and complete a questionnaire, annually  

   

Have blood work (including an OGTT) taken biennially after age 7    

Test his/her genes for the HNF1α G319S genotype (done once)    

Test his/her genes for epigenetic markers (changes in gene expression) at 

birth, age 7, and age 18 (or at T2D diagnosis) 

   

Have his/her samples banked for future research related to the study    
    

General    

Allow the research staff to review my child’s on/off-site prenatal charts, 

medical charts/records, and to contact my child’s physician 

   

Provide his/her treaty and band number (if applicable)    

Be contacted for current and future studies in Next Gen by phone, email, 

fax, mail, etc. 

   

 

Legal Representative Name Legal Representative Signature Date 
 
 

 
 

 

 Verbal consent was obtained. Written consent will follow when appropriate. 
 

I, the undersigned, have fully explained the details of this research study to the participant named 

above and believe that the participant has understood and has knowingly given their consent. 

Name  Signature   Date  Role in NextGen Study 
 
 

   
 


