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Informed Consent Form 
Information to help you decide if you want to take part in this  

clinical trial and the form to sign if you decide to take part  

 

Study Title: Differences in Eating Frequency  
Between Vegan and Omnivorous Diets 

       Sponsored by the Good University 
 

 

A clinical trial is a kind of research study that includes only people 
who choose to take part in it. Take your time to decide if you want 
to take part in this clinical trial. You can talk to your family, friends, 
and health care team about your feelings and thoughts to help you 
decide. Your doctor can answer any questions you will have. 

What is being studied? 

This clinical trial (“study”) will use a small mobile health device that 
looks like a watch. The study will try to find out if people who eat 
only plants (vegans) eat more often, the same, or less often than 
people who eat all kinds of food (omnivores). 

How long will the study go for? 

People will take part in the study for only 2 weeks. 
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Why is this study taking place? 

The researchers at the Good University want to learn why vegans 
have lower body-mass index (weight compared to height) than 
omnivores. They also want to see how people can watch their 
eating habits with the Bite Counter and look at how much energy 
people consume when they eat. As well as discovering about your 
eating habits, the study will also get information about your 
physical activity and your sleep. 

 

How many people will take part in the clinical trial?  
About 50 people will take part in this study.  

If I choose to take part in this study, what will happen? 

 

Before you begin… 

If you are an omnivore (meat-eater), you must be willing to eat a 
plant-only diet for 1 week (the first week out of the 2 weeks you 
take part in the clinical trial). 

You would need to have a regular wellness exam (for example, 
your weight, height, blood pressure and other assessments). If 
you have had a wellness exam within 1 month, you may not need 
to do it again. This will be up to your study doctor. 

 

During the clinical trial… 

You will wear a small medical device that looks like a watch (Bite 
Counter) to measure how often you eat. You will also wear 
another mobile health device to measure your sleep and physical 
activity. 

You will be able to keep track of your eating behavior and activity 
along with your doctor. 
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If you are a vegan (eating plant-based foods, such as fruits, 
vegetables, whole grains, and legumes/beans), you will be asked 
to keep the same diet and exercise habits for 2 weeks. 

If you are an omnivore (also eating meat, poultry, fish, and 
dairy), you will eat your normal diet for 1 week and then switch to 
a vegan diet during the second week, while not changing your 
physical activity. 

Can I stop being in the study? 

Yes. You can decide to stop at any time. Tell the study doctor if 
you are thinking about stopping or decide to stop. He or she will 
tell you how to stop safely. 

It is important to tell the study doctor if you are thinking about 
stopping so that he/she can tell you if there would be any risk from 
the treatment.  

Another reason to tell your study doctor that you might stop is to 
discuss what follow-up care and testing could be most helpful for 
you. 

The study doctor may stop you from taking part in this study at any 
time if he/she believes it is in your best interest, or if you do not 
follow the study rules, or if the study is stopped. 

What side effects or risks can I expect from being in the 
study? 

It is not likely that you will have any side effects while on the study. 
But it is possible that omnivores may crave dairy, meat, fish, and 
poultry when switching to a plant-only diet for a week. It is possible 
that omnivores may have mood changes as a result of the change 
in diet. 

The greatest risk to you is the release of information from your 
health records. We will do our best to make sure that your 
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personal information will be kept private. The chance that this 
information will be given to someone else is very small. 

Are there benefits to taking part in the study? 

If you are an omnivore, switching to a plant-only diet may make 
you feel better and you may lose weight. You may feel satisfied 
that you are contributing to a study that will benefit other people to 
help manage their weight and improve their health. 

Will my medical information be kept private? 

Yes, your information will be kept at the Good University in a 
password-protected database. We will keep your personal 
information private. However, your personal information may be 
given out if required by law. 

If information from this study is published or presented at scientific 
meetings, your name and other personal information will not be 
used. 

Organizations that may look at and/or copy your medical 
records for research, quality assurance, and data analysis 
include: 

 The Institutional Review Board at the Center for 
Wholesome Wellness 

 The Food and Drug Administration (FDA) 

The Center for Wholesome Wellness will ensure that your 
information is otherwise kept completely confidential according to 
the Health Insurance Portability and Accountability Act (HIPAA) 
regulations. 

What are the costs of taking part in this study? 

You will not need to pay for any of the costs of taking part in this 
study. But you will not be paid for taking part in this study. 
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What happens if I am injured because I took part in this 
study? 

It is important that you tell your study doctor, Dr. Kali Guadalupe, if 
you feel that you have been injured from taking part in this study. 
You can tell the study doctor in person or call him/her at  
315-777-0001. 

You will get medical treatment if you are injured from taking part in 
this study. You and/or your health plan will be charged for this 
treatment. The study will not pay for medical treatment. 

What are my rights if I take part in this study? 

Taking part in this study is your choice. You may choose either to 
take part or not to take part in the study. 

 If you decide to take part in this study, you may leave the 
study at any time.  

 No matter what decision you make, there will be no penalty to 
you, and you will not lose any of your regular benefits.  

 Leaving the study will not affect your medical care. You can 
still get your medical care from our institution. 

We will tell you about new information or changes in the study that 
may affect your health or your willingness to continue in the study. 

 

A Data Monitoring Committee will meet regularly to check safety 
data and other data related to this study. The Committee members 
may receive your confidential information, but they will not receive 
your name or other information that would allow them to identify 
you by name. 

In the case of injury from this study, you will not lose any of your 
legal rights to seek payment by signing this form. 
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Who can answer my questions about the study? 

 You can talk to your study doctor about any questions or 
concerns you have about this study. Contact your study 
doctor, Kali Guadalupe at 315-777-0001. 

 For questions about your rights while taking part in this study, 
call the 

 The Center for Wholesome Wellness Institutional Review 
Board at 315-777-0002. 

 You may also call the Operations Office of the Good 
University Institutional Review Board at 888-888-0000  
(from the continental US only). 
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Making your choice 

 

 Please read each sentence below and think about your 
choices. 

 After reading each sentence, check "Yes" or "No". If you 
have any questions, please talk to your doctor or nurse, or 
call our research review board at 315-777-0002. 

 No matter what you decide to do, it will not affect your care at 
the Center for Wholesome Wellness. Again, if you decide to 
take part in this study, you can leave the study at any time. 

 

1. Information about me may be kept for use in research to learn 
about eating and activity habits: 

 Yes  No 

 

2. Someone may contact me in the future to ask me to take part in 
more research. 

 Yes  No 

 
You will get a copy of this form. If you want more information 
about this study, ask your study doctor. 
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Your signature (if you would like to take part in the study) 

 

I have been given a copy of all 5 pages of this form. I have read it 
or it has been read to me. I understand the information, and my 
questions have been answered.  
 

I agree to take part in this study. 

 

 

Printed name  _____________________________________ 

 

 

Date of birth  _____________________________________ 

 

 

Your signature   ____________________________________ 

 

 

Date of signature    _____________________________________ 


