
 
Consent to Participate in a Research Study 

Participant Consent 

 

Study Title: CALIPER Mother & Child Health Initiative 

 

Principal Investigator:  

Dr. Khosrow Adeli, Department of Paediatric Laboratory Medicine, 416.813.8682 

 

Study Team/Research Contact:  

Mary Kathryn Bohn, Department of Paediatric Laboratory Medicine, 416.813.7654 ext. 202673 

Alexandra Hall, Department of Paediatric Laboratory Medicine, 416.813.7654 ext. 202673 

 

Study Sponsor and/or Funder:  

 

• The Hospital For Sick Children 

• The Canadian Institutes of Health Research 

• March of Dimes Organization  
 

Conflict of Interest: 

There are no conflicts of interest to declare related to this study. 

 

 

Introduction 

 

You are being invited to take part in our research study. This consent form describes the research 

study and what it means to participate. This consent form may have words that you do not 

understand. Please ask the study staff to explain anything that you do not understand. Please take 

as much time as you need to think about your decision to participate or not, and ask any 

questions you have. If it is helpful to you, you are encouraged to discuss the study with family, 

friends, your personal physician, other health professionals, or any members of your community 

that you trust.  

 

All participation in a research study is voluntary and you are not under any obligation to 

participate. 

 

Why am I being asked to participate? 

You are being invited to participate in this study because you are a healthy pregnant woman.  
 

Why is this study being done?  
This research study is being done to develop appropriate standards for blood tests used to assess 
health in pregnancy. Reference standards are created by looking at the blood test results of 
healthy expectant mothers to determine what is normal for these tests. This will aid in better 
screening and subsequent treatment when a mother is suspected of having a particular disease or 
condition. Your blood sample will help fill the critical gaps in pregnancy reference standards as 
up-to-date reference standards for these populations are currently non-existent. This will help to 
improve the assessment and treatment of mothers and newborns at hospitals across the country.  
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How long will the study take? 

Your participation in this study will be for a maximum of 12 months. There are four time points 

in this study. Participants can decide whether they would like to participate in one, two, three, or 

all four time points. Each time you participate is expected to take around 20 minutes and you will 

receive remuneration each time.   

 

The overall study should take about two years to complete and the results should be known in 

about 3 years. 

 

How many participants will be in this study? 

This study is being done at SickKids only. We expect to enroll up to 500 pregnant women in this 

study from various recruitment centres throughout southern Ontario. 

 

What will happen in this research study? 

 

Your participation in this study will involve up to four time points of participation: once during 

your 1st trimester, once during your 2nd trimester, once during your 3rd trimester, and/or once 

postpartum (see what research activities occur at each time point below). The overall study will 

take 12 months. You can participate in as many or little time points as you like. You can opt 

out or in at any time. 

 

 1st Trimester 2nd Trimester 3rd Trimester Postpartum 

Health 

Questionnaire 

X  X  X  X  

Blood sample 

Donation 

X  X  X  X  

Follow-up 

telephone call 

   X 

 

You will be asked to complete one health questionnaire each time you participate that will take 

about 5 minutes to complete. The questionnaire asks about your health status and other 

demographic factors. The questionnaire can be completed individually or with the study team if 

you have questions.   

 

You will be asked to participate in a short follow-up phone call scheduled one month after your 

estimated due date. A member of the study team will call you using your provided contact 

information and ask a handful of questions to follow up on your delivery. This will take about 

10 minutes to complete. 

 

 

What samples will be collected as part of this study?  

 

The following samples will be collected from you: one blood sample (9 mL) at each consented 

time point (maximum of four collections).  
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To protect your identity, the information that will be on your samples will be limited to an 

anonymous study ID that is only able to be linked to your personal information by the study 

team.  

 

Despite protections being in place, there is a risk of unintentional release of information. Once 

the tests required for the study have been completed, any leftover samples will be stored for 5 

years for retesting purposes and then destroyed. 

 

What are the risks, harms or discomforts of the 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 known or expected.  You 

should tell the study doctor if you have any complaints, behaviour changes, changes to your 

health, or had other doctor visits or hospitalizations outside of the study visits. It is important 

that you discuss these with the study doctor. 

 

There is a possibility of pain, bruising, swelling or infection related to the blood draw. These 

discomforts are minimal and brief. 

 

There is an inconvenience of time. Each time point will take about 20 minutes, for a total of a 

maximum of 1 hour and 20 minutes hour for the entire research study. 

 

Despite protections being in place, there is a risk of unintentional release of information. Even 

though the risk of identifying you from the study data is very small, it can never be completely 

eliminated.  

 

Are there benefits from being in the study? 

You may not directly benefit from being in this study. However, the information we learn from 

this study will be used towards a more accurate and reliable determination of what is healthy and 

normal when an expectant mother is screened for a disease. This in turn will contribute to better 

assessment and treatment of expectant mothers at hospitals across Canada. 

 

What are my responsibilities in this study?  

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

• Tell the study doctor about all of your current medical conditions.  

• Tell the study doctor about all your prescription and non-prescription medications such as 

over-the-counter drugs, and supplements, including vitamins and herbal medications, 

naturopathic treatments.  

• Ask your study team about anything that worries you. 

• Tell the study staff if you change your mind about being in this study. 

 

Request to collect and store biological samples for future research 

As part of this research study, the researchers at SickKids would like to ask you to store your left 

over blood sample and/or de-identified research data from this study for use in future research 

studies. This research could include additional studies on blood testing in pregnancy and future 

unknown research studies. 
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The Hospital for Sick Children will decide the type of research that is done on these samples and 

with whom they will share these samples for research purposes. 

 

Please initial next to your preference: 

 

Options Initial 

Yes, you can collect my blood samples to be stored in a biobank as 

described above for use in future unknown research studies, along 

with my de-identified research data from this study. 

 

 

 

 

No, you cannot collect my blood samples to be stored in a biobank 

as described above for use in future unknown research studies, along 

with my de-identified research data from this study. 

 

 

 

 

Yes, I agree for my blood samples collected in this study to be used 

for research purposes with commercial companies. 

 

 

 

No, I do not agree for my blood samples collected in this study to 

be used for research purposes with commercial companies. 

 

 

 

 

 

Can I choose to leave the study? 

It is your choice to decide to take part in this study, and participation is voluntary. You can 

change your mind at any time during the research study. To withdraw from the study, please 

contact the PI or study coordinators contact information. 

 

The study team may ask why you are withdrawing for reporting purposes, but you do not need to 

give a reason to withdraw from the study if you do not want to. Withdrawal from the study will 

not have any effect on the care you or your family will receive at SickKids. If you decide to 

leave the study, you can contact a member of the study team to let them know.  

 

Can I withdraw my samples from the research study?  

If you no longer want your samples to be used in this research you can request to have your 

samples withdrawn and destroyed. Please note that any samples that have been shared cannot be 

withdrawn.  

 

Biological blood samples collected as part of the main study can be withdrawn by contacting the 

study doctor and coordinators over the phone.  

 

If the samples collected from you are made anonymous by removing the study number that is 

assigned to your samples, it will not be possible to identify your sample and therefore samples 

cannot be withdrawn and destroyed. 

 

Can I withdraw my research data from the research study?  
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If you no longer want your study information to be used in this research you can request your 

data to be withdrawn and destroyed. Please note that any study data that has been included as 

part of the analysis or that has been shared cannot be withdrawn. 

 

If you want to leave the study and want to withdraw your de-identified information collected for 

the research study, let a member of the study team know. 

 

What if the researchers discover something about me?  

The Study Doctor will contact your primary care physician. In case this is necessary, you will be 

asked to provide your family doctor’s name and contact information.  

 

The blood test being done is designed to answer research questions, not to examine your 

blood for medical purposes. This research blood test is not a substitute for one that a doctor 

would order, and it may not show problems that would be picked up by a clinical blood test. 

A research staff will review your blood test results acquired as part of this research study. In the 

very unlikely event that abnormal findings are found, the Study Doctor will contact your primary 

care physician about any relevant findings  

 

Will it cost me or my family anything to be in this study? 

Taking part in this study will not result in added costs to you.  

 

Will I be paid and/or reimbursed if I join this study? 

As a token of appreciation, you will be given $20 and a small prenatal gift basket for your 

participation after each study visit.  

 

It is possible that a commercial product may be developed as a result of this study. You will have 

no rights to any products that may be created as a result of this study or any future research 

studies using this research study data. You will not receive royalties from any products that may 

be created as a result of this study or any future research studies. 

 

What personal health information will be collected about me as part of this study? 

Personal health information (PHI) is any information that is collected about you from your 

medical records. PHI also includes any information collected from/about you during the study. 

 

If you decide to participate in this study, the SickKids study team (study investigators, 

coordinators, nurses and delegates) will collect personal health information about you. This 

includes things learned from the study procedures described in this consent form and/or 

information from your medical records. The study team will only collect the information they 

need for this study. 

 

Some of the data collected for this study includes identifiable information about you, including: 

partial date of birth (month and year), telephone number, address, and postal code. This 

information is needed to know your age and to contact you for follow up.  
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Studies involving humans sometimes collect information on race and ethnicity as well as other 

characteristics of individuals because these characteristics may influence how people respond to 

different interventions. Providing information on your race or ethnic origin is voluntary.  

 

How will my privacy be protected? 

Your rights to privacy are legally protected by federal and provincial laws that require safeguards 

to ensure that your privacy is respected.  

 

We will respect your privacy. The Hospital for Sick Children is also committed to respecting 

your privacy. No information about you will be given to anyone or be published without your 

permission, unless the law requires us to do this.  

 

Information collected about you will be “de-identified” by replacing your name with a unique 

participant code. Records identifying you at SickKids (including the link between your identity 

and your participant code) 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. 

 

The SickKids study team is in control of the study code key, which is needed to connect your 

personal health information/personal information to you. The link between the study number and 

your identity will be safeguarded by the SickKids study staff and will not be available to the 

funding agencies (Canadian Institutes of Health Research or March of Dimes). SickKids 

guidelines include the following: 

▪ All information that identifies you, both paper copy and electronic information, will be 

kept confidential and stored and locked in a secure place that only the study staff will be 

able to access.  

▪ Electronic files will be stored securely on hospital or institutional networks or securely 

on any portable electronic devices. 

▪ No information identifying you will be allowed off site in any form without your 

consent. Examples include your hospital or clinic charts, copies of any part of your 

charts, or notes made from your charts. 

 

The following people may look at your original (identifiable) medical/study records to check that 

the information collected for the study is correct and to make sure the study followed the 

required laws and guidelines:  

• Representatives of SickKids Research Ethics Board and other SickKids staff who 

oversee the conduct of research at SickKids 

 

Access to your personal health information will take place under the supervision of the Study 

Doctor. You have the right to access, review and request changes to your personal health 

information. 

 

The study staff and the others listed above will keep the information they see or receive about 

you confidential, to the extent permitted by applicable laws. Even though the risk of identifying 

you from the study data is very small, it can never be completely eliminated. 
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The study staff will keep any personal health information about you in a secure and confidential 

location for 5 years and then destroy it according to SickKids policy. 

 

When the results of this study are published, your identity will not be disclosed. You have the 

right to be informed of the results of this study once the entire study is complete. You also have 

the right to request for your study information to be sent to you and/or another person such as 

your treating doctor, a member of your health care team, or a family member. You can choose 

the way by which this information is requested. For example, you can have the information sent 

to you or any person you wish to have this information sent in paper or electronic format.  

 

In some cases, your rights to your information may be limited by current rules and laws related 

to the use and storage of information collected as part of a research study. This will be explained 

to you as needed. 

 

If you have any concerns about the way your information is being kept private, you can contact 

the SickKids Research Ethics Board or the SickKids Privacy Office.  

 

Will information about this study be available online?  

A description of this study will be available on www.caliperproject.ca.  This website will not 

include information that can identify you. You can search this website at any time. 

 

What if I am injured during/in this study? 

If you suffer an injury from participation in this study, medical care will be provided to you in 

the same manner that you would ordinarily obtain any other medical treatment. In no way does 

signing this consent form waive your legal rights or release the study doctor(s), sponsors or 

involved institutions from their legal and professional responsibilities. 

 

If you require treatment for any injuries or illness related to your participation in the study, you 

should contact the study doctor immediately. 

 

How will I be informed about new information? 

We may learn new information during the study that you may need to know. We may also learn 

about things that might make you want to stop participating in the study. If this happens, you will 

be notified about any new information in a timely manner. You may also be asked to sign a new 

consent form that describes these new findings if you decide to continue in the research study. 

 

Will I receive study results? 

Research results will be shared through journal publications and academic conferences. When 

the results of this study are shared, your identity will not be disclosed. 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 doctor know.  

 

What are my rights when participating in a research study? 

You have the right to receive all information that could help you make a decision about 

participating in this study. You also have the right to ask questions about this study at any time 
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and to have them answered to your satisfaction. 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, 

SickKids or involved institutions for compensation, nor does this form relieve the study doctor, 

SickKids or their agents of their legal and professional responsibilities. 

 

You will be given a copy of this signed and dated consent form prior to your participating in this 

study.  

 

We may do future related research studies and want to know if we can contact you about 

these studies in the future. Please initial next to your preference: 

 

 

Who can I call if I have questions about the study? 

If you have any questions during your participation in this research study you can contact the 

Study Doctor, Khosrow Adeli at 416.813.8682 or Mary Kathryn Bohn and Alexandra Hall at 

416.813.7654 ext. 202673. 

 

Research Ethics Board Contact Information 

The study protocol and consent form have been reviewed by the SickKids Research Ethics Board 

(REB). If you have any questions regarding your child’s rights as a research participant, you may 

contact the Office of the Research Ethics Board at 416-813-8279 during business hours.  

Initial Options: 

________ Yes, you can contact me regarding future related research studies. 

________ 
No, I do not want you to contact me regarding future related research 

studies. 
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Consent to Participate in a Research Study 

 

Study Title: CALIPER Mother & Child Health Initiative 

 

By signing this research consent form, I understand and confirm that: 

1. All of my questions have been answered, 

2. I understand the information within this informed consent form, 

3. I allow access to my medical records and/or biological samples as explained in this 

consent form, 

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

5. I understand that my family doctor/health care provider(s) will/may be informed of my 

participation in this study  

6. I have been told I will be given a signed and dated copy of this consent form. 

 

I consent to participate in this following time points of this study: 

 

Time Point Check off to Consent 

1st Trimester  

2nd  Trimester  

3rd Trimester  

1-3 Months Postpartum  

 

 

  

                         

                 

Printed Name of Participant  Participant signature & date 

(DD/MMM/YYYY) 

 

 

Printed Name of person 

who obtained consent 

 Role of person 

obtaining consent 

 Signature & date 

(DD/MMM/YYYY) 

 

 

 

Printed Name of person 

who obtained consent 

 Role of person 

obtaining consent 

 Signature & date 

(DD/MMM/YYYY) 

 

 

 

 


