	Title of Study: must match the title listed on the protocol EXACTLY







Consent to be part of a Research Study
To be conducted at 

	Key Information about this Study 


The consent form must begin with a concise and focused presentation of the key information that is most likely to assist a prospective participant, legally authorized representative, or parent or guardian in understanding the reasons why one might or might not want to participate in the research. 

This section should include a summary of the purpose of the study, duration of participation, major requirements of the study and any potential benefits. This section should also contain any significant risks of participating in the study. The information presented in this section may be discussed in greater detail later in the consent form.

Examples of model concise summaries are available at the end of this document or on the [web]

	Information about this form


Enrolling Children or Incompetent Adults
Insert this paragraph only for studies enrolling children or incompetent adults
If you are providing consent for someone else, for example your child, your next-of-kin or someone for whom you are the legal guardian or are designated as a surrogate decision maker on a medical power of attorney, please note that in the sections that follow, the word “you” refers to the person you are providing consent for. 

AND, for all studies include:
You may be eligible to take part in a research study.  This form gives you important information about the study.  

Please take time to review this information carefully.  You should talk to the researchers about the study and ask them any questions you have.  You may also wish to talk to others (for example, your friends, family, or a doctor) about your participation in this study.  If you decide to take part in the study, you will be asked to sign this form.  Before you sign this form, be sure you understand what the study is about, including the risks and possible benefits to you.

Please tell the researchers or study staff if you are taking part in another research study.

Include if recruiting from investigator’s own patients:  
Your doctor is a research investigator in this study.  S/he is interested in both your medical care and the conduct of this research study.  At any time, you may discuss your care with another doctor who is not part of this research study.  You do not have to take part in any research study offered by your doctor.

Voluntary Participation - You do not have to participate if you don't want to.  You may also leave the study at any time.  If you decide to stop taking part in this research study, it will not affect your relationship with the XYZ staff or doctors.  Whether you participate or not will have no effect on your legal rights or the quality of your health care.

If you are a medical student, fellow, faculty, or staff at the ABC-123, your status will not be affected in any way.
Concise Summary [Drug Study]

This is a research study to find out if a drug called ABC-123 is safe and to determine the safest, most effective dose of the drug.

Depending on when you enroll in this study, you will receive higher doses of ABC-123 until the safest and best tolerated dose is reached. ABC-123 is given via i.v. infusion in the clinic at SITE.  You will have tests, exams and procedures that are part of your standard care and for study purposes. Each clinic visit will last 4-5 hours. Infusions of study drug will be given during week 1 of each 3-week cycle. After two cycles, you will be evaluated and you may be able to continue receiving ABC-123 if you have had no bad reactions to the study drug or disease progression.

There are risks to this study drug that are described in this document. Some risks include: nausea, diarrhea, low white & red blood cell count, being tired & weak, fever, muscle pain and radiation risks from CT scans.

If you are interested in learning more about this study, please continue reading below.








Concise Summary [Intervention Study]

The purpose of this research study is to determine the effectiveness of physical therapy in the treatment of patients with ABC. Participants will undergo a 2-day screening that includes a blood draw, exercise testing, and completion of quality-of-life surveys. Once screening is complete, participants will complete a physical therapy program that will require visits to SITE’S fitness center three times each week for 16 weeks, for a total of 48 visits. Each visit will take about 2 hours. Participants will also be asked to complete a pain diary and have blood draws every 4 weeks throughout the study. Follow-up phone calls from the study team will occur at 4 weeks and 8 weeks after completion of the physical therapy program. Total study duration is about 6 and one-half months.

The greatest risks of this study include the possibility of injury during the physical therapy program and loss of confidentiality.

If you are interested in learning more about this study, please continue to read below.
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Concise Summary [Data and Tissue Collection Study]

The purpose of this study is to compare the gastrointestinal (GI) tract in children with Inflammatory Bowel Disease (IBD) and healthy children. The information we learn by doing this study may help us to develop some target treatments for GI complications in children with IBD.

Participants in this study will have a blood sample collected and a small piece of tissue removed from their intestine during their clinically scheduled procedure. The comparison of tissue from IBD and healthy children will be done in the laboratory after collection of the tissue. Parents of participating children will also be asked to complete a questionnaire. Your child’s participation is complete once the medical record and questionnaire have been reviewed, and the tissue and blood sample have been collected.

There is a risk of bleeding after the tissue from the intestine is removed. Risks of taking the blood sample are discomfort and/or bruising; infection, excess bleeding, clotting, or fainting are also possible.

If you are interested in learning more about this study, please continue to read below.





Concise Summary [Repository Study]

The purpose of this study is to compare the gastrointestinal (GI) tract in children with Inflammatory Bowel Disease (IBD) and healthy children. The information we learn by doing this study may help us to develop some target treatments for GI complications in children with IBD.

[bookmark: _GoBack]Participants in this study will be undergoing clinically scheduled procedures. This study will collect extra blood and tissues from these procedures. Parents of participating children will also be asked to complete a questionnaire. The study team will collect information from your child’s medical record after each scheduled clinical visit. Your child’s tissues and data will be kept indefinitely and may be used or shared with other researchers in a de-identified manner for future research studies.

There is a small risk of loss of confidentiality. The researchers will code all tissues and data and will not share identifiers with any person not part of this study. 

If you are interested in learning more about this study, please continue to read below.
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