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[bookmark: _Toc230959616]All NCORP-Non-CCDR Drug Studies
Informed Consent Form for Clinical Trial URCC-18007
Testing Bupropion for cancer-related fatigue
Official Study Title: URCC-18007: Randomized Placebo-Controlled Trial of Bupropion for Cancer-Related Fatigue (NCT03996265)

[bookmark: _Toc230959617]NCORP Examples – Key Information Study Overview and Schema Section
[bookmark: _Toc230959618]Example 1: Drug Intervention DCP Study
We are asking you to take part in this study because you have been diagnosed with cancer and you have reported cancer-related fatigue.
We are doing this study to answer the following question: Can bupropion reduce cancer-related fatigue?
If you decide to take part in this study, you’ll either get the study drug bupropion or placebo for 13 weeks. You will not know which you received. Your participation in the study will end after Week 14, at which time you will no longer be taking the study drug. If you feel that your fatigue improved while you were on the study drug, you can choose to ask your regular doctor whether he or she is willing to prescribe bupropion to you after the study ends. You will be asked to complete two research study visits. 
This visit is different than the visits you have with one of your regular healthcare providers, such as your primary care physician or oncologist that oversees your follow-up care. Study visits will occur when you join the study and 12 weeks later. See the “What exams, tests, and procedures are involved in this study?” section for more information on what is included at each study visit.
[image: ]
[bookmark: _Toc230959619]Example 2: Prevention (Screening) DCP Study
We are asking you to take part in this study because you are scheduled or are planning to have a mammogram for your routine breast cancer screening.
We are doing this study to answer the following question: Can tomosynthesis mammography, three-dimensional x-ray imaging of the breast, lower your chance of developing life-threatening breast cancer through routine screening compared with digital mammography, two-dimensional x-ray imaging of the breast?
We are doing this study because we want to find out which of the two usual approaches to breast cancer screening are better in the early detection of life-threatening breast cancers.
If you decide to take part in this study, you will get either:
· digital mammogram every year, OR every other year; or 
· tomosynthesis mammogram every year, OR every other year. 

After you finish the active study screening period, you will return to your normal screening mammography regimen and the study team will check with you and/or your medical records for your health status once a year for at least three years and up to 8 years after enrollment in the study. The date of your enrollment in the study determines the number of years of your participation.
[image: ]
[bookmark: _Toc230959620]Example 3: Behavioral Intervention DCP Study
If you are a parent or legal guardian of a child who may take part in this study, we need your permission. We may also need the assent (agreement) of your child. When we say “you” in this consent form, we mean you or your child.
We are asking you to take part in this study because you completed treatment for cancer.
We are doing the study to compare 2 physical activity programs to learn how to increase physical activity over time in study participants.
The overall goals of this study are: 
· To compare the effect of 2 different physical activity programs on physical activity levels in adolescents and young adults who received and completed treatment for cancer. 
· To measure lab tests connected with heart health and information collected from surveys to learn how changes in physical activity levels affect health and quality of life in subjects.

If you decide to take part in this study, you will receive: 1) a physical activity tracker called a Fitbit and 2) a special research device used to measure physical activity (called a research-grade device). And you will either:
· wear physical activity tracker daily and educational materials about physical activity for 12 months; or
· wear physical activity tracker daily, educational materials about physical activity, individualized goal setting and online social media peer support group for 12 months.
[image: ]

[bookmark: _Toc230959621]NCORP Examples – What is the Usual Approach Section
Usual Approach Examples Note: These examples reflect the usual approach at the time of a particular study and in many cases the usual care has changed. These examples should only be used to guide how you write this section and must be updated appropriately for the current usual approach.

[bookmark: _Toc230959622]Example 1: Drug Intervention DCP Study
What is the usual approach to my cancer-related fatigue?
The usual approach for people who aren't in a study is to get advice from their doctor. This advice might include ways to exercise and how to do their daily activities, so they are less tired.

[bookmark: _Toc230959623]Example 2: Prevention (Screening) DCP Study
What is the usual approach to my breast cancer screening?
The usual approach to breast cancer screening is annual or biennial standard screening to receive mammography every one or two years. This can include a digital mammogram with images of two flat views per breast or a tomosynthesis mammogram, which is a series of image slices through the breasts. The number of images making up a tomosynthesis mammogram is dependent on the tomosynthesis system in use and the preferences of the radiologists at the site.
In some women, the mammogram is also supplemented by other screening tests such as ultrasound or MRI.

[bookmark: _Toc230959624]NCORP Examples – What are my choices if I decide not to take part in this study Section
[bookmark: _Toc230959625]Example 1: Drug Intervention DCP Study
What are my choices if I decide not to take part in this study?
· You may choose to have the usual approach described above.
· You may choose to take part in a different research study if one is available.

[bookmark: _Toc230959626]Example 2: Prevention (Screening) Study
What are my choices if I decide not to take part in this study?
· You may choose to have the mammogram (tomosynthesis mammogram or digital mammogram) for which you were originally scheduled.
· You may choose to take part in a different research study if one is available.
· You may consult with your doctor about having a digital mammogram or tomosynthesis mammogram supplemented by another test such as ultrasound or MRI.
[bookmark: _Toc230959627]Example 3: Behavioral Intervention DCP Study
What are my choices if I decide not to take part in this study?
· You may choose a different method to help you be physically active.
· You may choose to take part in a different research study if one is available.

[bookmark: _Toc230959628]NCORP Examples - What are some risks and benefits of taking part in this study Section
[bookmark: _Toc230959629]Example 1: Drug Intervention DCP Study
What are some risks and benefits of taking part in this study?
If you choose to take part in this study, there is a risk that bupropion may not be as good as the usual approach for reducing your cancer-related fatigue.
There may also be benefits to taking part in this study. Bupropion may make fatigue better.  We do not know now if bupropion is better than the usual approach.  This study will help us learn things that will help people in the future.
In addition to those risks and benefits, you may have side effects from the bupropion. Some of the most common side effects that we know about are:
· Dry mouth
· Sleeplessness 
· Constipation
· Dizziness
· Nausea
· Headache
· Difficulty swallowing
· Abnormal heartbeat

These side effects may be worse and may be different than you would get with the usual approach for your cancer-related fatigue. 

[bookmark: _Toc230959630]Example 2: Prevention (Screening) DCP Study
What are some risks and benefits of taking part in this study?
If you choose to take part in this study, there is a risk that the mammography type or screening frequency to which you are assigned in the study may not be as good as your current usual approach.
Taking part in this study may or may not benefit you. The results of the mammograms you undergo will be used by your treating physician to screen you for breast cancer.
In addition to those risks and benefits, you may have side effects from screening mammography (Tomosynthesis and Digital Mammography). Some of the most common side effects that we know about are:
Likely 
· Pain and/or discomfort from breast compression;
Less Likely
· Bruising from breast compression;  
· Tearing of the skin;
· Fainting.

These side effects may be worse and may be different than you would get with the usual approach.
[bookmark: _Toc230959631]Example 3: Behavioral Intervention DCP Study
What are some risks and benefits of taking part in this study?
If you choose to take part in this study, there is a risk that the fitness the program you are assigned to may not work as well as other programs that help people stay motivated to be physically active.
There may also be benefits to taking part in this study. Taking part in a physical activity program may help increase your physical activity levels. Increased physical activity may improve mood, energy level, and overall health. However, these benefits cannot be guaranteed.
In addition to those risks and benefits, you may have side effects from physical activity and finger sticks. Some of the most common side effects that we know about are:
Likely   
· Muscle soreness and feel tired from physical activity;
· Brief stinging pain, bruising, slight bleeding at the finger stick site.
Less Likely
· Physical injury from physical activity;
· Infection from finger stick.
These side effects may be worse and may be different than you would get with the usual approach. 

[bookmark: _Toc230959632]NCORP Examples – Who is leading this study Section
[bookmark: _Toc230959633]NCORP study (Example for a study led by URCC)
URCC is leading the study through the NCI Community Oncology Research Program (NCORP). This study has public funding from the National Cancer Institute (NCI), part of the National Institutes of Health in the United States Department of Health and Human Services.
[bookmark: _Toc230959634]NCORP study (Example for a study led by ECOG-ACRIN)
ECOG-ACRIN is leading the study through the NCI Community Oncology Research Program (NCORP). This study has public funding from the National Cancer Institute (NCI), part of the National Institutes of Health in the United States Department of Health and Human Services.
[bookmark: _Toc230959635]NCORP study (Example for a study led by COG)
Children’s Oncology Group (COG) is leading the study through the NCI Community Oncology Research Program (NCORP). COG is an international research group that conducts clinical trials for children with cancer. More than 200 hospitals are members of COG. This study has public funding from the National Cancer Institute (NCI), part of the National Institutes of Health in the United States Department of Health and Human Services.   

[bookmark: _Toc230959636]NCORP Examples – What will happen in this study Section
[bookmark: _Toc230959637]Example 1: Drug Intervention DCP Study
After you join and before you start the study, you will be asked to complete study questionnaires. 
This study has 2 study groups. You will either get the study drug bupropion or placebo for 13 weeks. There will be about 422 people taking part in this study. 
We will use a computer to assign you to one of the two study groups. We call this process “randomization.” It means that your study team will not choose, and you cannot choose, which study group you are in. We will put you in a group by chance. You will have an equal chance of being in Group 1 or Group 2. You will not know which group you are in.
If you are in Group 1, you will get the study drug called bupropion XL. You will get this drug as a capsule. You will take 1 or 2 capsules by mouth once a day in the morning. During week 1 of the study, you will take 1 capsule. During weeks 2-12 of the study you will take 2 capsules, and during week 13 of the study you will take 1 capsule. You will not be able to get additional doses of the drug. There will be about 211 people in this group.
If you are in Group 2, you will get a placebo. A placebo is a capsule that looks like the study drug, but contains no medication. You will get the placebo as a capsule. You will take 1 or 2 capsules by mouth once a day in the morning. During week 1 of the study, you will take 1 capsule. During weeks 2-12 of the study you will take 2 capsules, and during week 13 of the study you will take 1 capsule. There will be about 211 people in this group.
Your participation in the study will end after Week 14, at which time you will no longer be taking the study drug. If you feel that your fatigue improved while you were on the study drug, you can choose to ask your regular doctor whether he or she is willing to prescribe bupropion to you after the study ends.

[bookmark: _Toc230959638]Example 2: Prevention (Screening) DCP Study
You will have a mammogram as part of your breast cancer screening, regardless of which groups you are assigned.
This clinical trial has two assignment groups: type of screening mammography (digital or tomosynthesis) and screening frequency.
You will be randomly assigned by a computer to a screening mammography group. You have an equal chance of being assigned to either group. This assignment will be made as soon as you consent to participate in the study.  
You will also be assigned to a screening frequency based on your age, breast density, family history of breast cancer, presence of known breast cancer genes, use of hormone therapy, and menopausal status. 
The assignment of the frequency (every year or every two years) of your screening mammograms while you are in the clinical trial will happen as soon as you consent to participate in the study if your breast density is known. If you have unknown breast density at time of enrollment into study, you will be informed of the results of your screening assignment for the study by a member of the site study team by phone or mail after your mammogram has been interpreted by a radiologist.
You will have a Digital Mammogram or a Tomosynthesis Mammogram either every year for a total of 5 mammograms or every two years for a total of 3 mammograms. 
Specifically, group assignments are:
· Group 1A:  you will undergo your routine breast-cancer screening using digital mammography every year for 5 years.
· Group 1B:  you will undergo your routine breast-cancer screening using digital mammography every other year for 5 years.
· Group 2A:  you will undergo your routine breast-cancer screening using tomosynthesis mammography every year for 5 years.
· Group 2B:  you will undergo your routine breast-cancer screening using tomosynthesis mammography every other year for 5 years.

There will be about 108,508 people taking part in this study. Below are two simple tables that explain how screening frequency will be determined in this clinical trial. The first one is for women under age 70. The second one is for women ages 70 and over.
	Factors determining Frequency of Screening for Women Participating in TMIST, ages 45-69

	Every Year
	Every 2 years

	You had your last period within the last 12 months or you have had a hysterectomy but still have your ovaries and are under age 52
	None of the factors listed in Column 1 apply to you.

	You have dense breasts by mammography
	 

	You take female hormones prescribed by a doctor
	 

	You have a family history of breast cancer or have breast cancer risk genes
	



	Factors determining Frequency of Screening for Women Participating in TMIST, ages 70-74

	Every Year
	Every 2 years

	You had your last period within the last 12 months 
	None of the factors listed in Column 1 apply to you.

	You have dense breasts by mammography
	 

	You take female hormones prescribed by a doctor
	



The person who is recruiting you to this study will check the appropriate box below to let you know how frequently you will have screening mammograms as part of this clinical trial or whether you will learn whether you will be assigned to mammography every one year or every two years after your first study mammogram is completed.
☐        	You will undergo screening mammography every year.
☐        	You will undergo screening mammography every 2 years.
☐	You will be assigned to undergo screening mammography either every 1 or 2 		years AFTER your first study mammogram.

[bookmark: _Toc230959639]Example 3: Behavioral Intervention DCP Study
For this study, you will be asked to take part in 1 of 2 physical activity programs and to have research testing during 3 study visits in clinic. Every attempt will be made to schedule these visits at the same time as your usual clinic visits. Alternatively, if you cannot be in clinic, the 3 study visits can be done by you at home by telehealth. All subjects will receive 2 small devices: 1) a physical activity tracker called a Fitbit; 2) a special research device used to measure physical activity (called a research-grade device). Around the time of each study visit, you will wear the research-grade device for a week and fill out some surveys. You will mail back the research-grade device after wearing it for a week. You will repeat this around the time of each of the 3 study visits. You will be given the Fitbit to wear as much as possible while you take part in the study, to track how active you are.
The Physical Activity Programs:
In this study there are 2 physical activity programs called the Fitbit Program and the Fitbit Plus Program, as follows:  
The Fitbit Program includes:
· Fitbit wearable activity tracker (with technical support for the Fitbit)
· Educational materials about physical activity  
The Fitbit Plus Program includes:
· Fitbit wearable activity tracker (with technical support for the Fitbit)
· Educational materials about physical activity
· Individualized goal setting 
· Online social media peer support group (Instagram)  
There will be about 384 people taking part in this study. The physical activity programs will start after your first study visit. Both programs last about 12 months.
Random Assignment
You will be assigned to 1 of the 2 physical activity programs. The program that you get is decided by a process called randomization. Randomization means that the program is assigned based on chance. It is a lot like flipping a coin, except that it is done by computer. You and your doctor will not pick which physical activity program you get. The randomization process is described in the COG Family Handbook for Children with Cancer.  
You will be told which of the 2 physical activity programs you are assigned to participate in. Your doctor and your nurses will be blinded to this information, in other words they will not be told. You should not tell them which physical activity program you are doing. We are asking you to do this so that they do not influence what you do in the study. 
You will receive an instruction sheet with information about operating the Fitbit device. A member of the study team will also contact you to see if you need help with using the Fitbit or with technical steps like setting up a user account. Some subjects will be randomized to the Fitbit Program; others will be randomized to the Fitbit Plus Program. You have an equal chance of being assigned to either group.
[bookmark: _Toc230959640]NCORP Examples – What other research is happening in this study Section
DCP NCORP recommends not distinguishing mandatory exams/tests/procedures/PROs/surveys required of study participants by primary versus secondary objectives. Instead, include all mandatory study-related activities that are not part of usual care under the “What exams, tests, and procedures are involved in this study?” section of the ICD. 

[bookmark: _Toc230959641]NCORP Examples – What Exams Tests and Procedures Section 
[bookmark: _Toc230959642]Example 1: Drug Intervention DCP Study
Before you begin the study, your study team will review the results of your exams, tests, and procedures. This helps your study team decide if it is safe for you to take part in the study. 
This study consent form does not talk about the exams, tests, and procedures that happen as part of the usual approach. Your study team will talk with you about them.
Below is an outline of study activities, in order of when they will occur:
Baseline Visit (When you join the study)
During your first study visit
· You will be asked to complete study questionnaires.
· You will be assigned to one of the study groups.
· You will be given a 13-week supply of capsules, and instructions on how and when to take them. You will also be given a medication diary to complete while you are taking the study drug. The diary asks you to mark that you have taken your study drug each day.
· We will collect a blood sample from you.
· We will give you saliva collection supplies and ask you to collect your saliva at home three times a day for three days and mail the samples and saliva collection diary to us in a prepaid mailer.

Weeks 1 - 12
· Week 1-You will take one study drug capsule once per day in the morning (corresponding to 150 mg of bupropion XL in the bupropion group).
· Weeks 2-12 You will take two study drug capsules once per day in the morning (corresponding to 300 mg of bupropion XL in the bupropion group).
One Week Before your Follow-up Study Visit (which occurs at Week 12)
· You will be mailed saliva collection supplies (the same ones you received at your first study visit), and you will be instructed to collect your saliva three times a day for three days, and to bring the samples and saliva collection diary with you to your Follow-up Study Visit.
Follow-up Study Visit (12 weeks after you begin taking bupropion/placebo):
· The morning of this visit, you will not take your study drug capsules. This is because the blood collection for this visit must be at least 24 hours after your last dose. You will take this dose after your study visit.
· You will be asked to bring your study drug capsules and medication diary with you to the Follow-up Study Visit, along with the saliva collection samples and diary that were mailed to you.
· You will be asked to complete study questionnaires.
· We will collect a blood sample from you.
· We will also record the number of capsules that you have remaining.
· We will collect the saliva samples and diary that were mailed to you during the previous week.

Weeks 13 - 14
· Week 13 – You will take one study capsule once per day in the morning (corresponding to 150 mg of bupropion XL in the bupropion group).
· Week 14 – You will take NO capsules during this week. Your participation in the study will end after Week 14, at which time you will no longer be taking the study drug. If you feel that your fatigue improved while you were on the study drug, you can choose to ask your regular doctor (your physician that oversees your care outside of this study) whether he or she is willing to prescribe bupropion to you after the study ends. You will be asked to mail in your medication diary using a prepaid mailer if you did not return it at the Week 12 appointment.
Monitoring Your Safety and Health 
If you join the study, you will have exams, tests, and procedures that are not part of the usual approach. These will be used to monitor your safety and health in the study and see the effects of the study drug. These are:
· Research staff will call you every week to remind you to complete your pill diaries, check on your condition, to follow the effects of study treatment, including managing side effects. 

Required for Research
You will have some exams, tests, and procedures so that we can answer the study questions. These are not part of the usual approach and are not used to monitor your safety and health.
Mandatory Research Specimen Collections:
· Two blood samples will be taken for the study. For each sample approximately 33 mL of blood (3 tubes, or about 2 tablespoons) will be collected. 
· The blood samples will be used to measure markers of inflammation, gene expression, variation in the gene CYP2B6 (a gene that can influence how your body processes bupropion), and how your body breaks down the bupropion. This data will be used to learn whether bupropion reduces cancer-related fatigue by causing changes in inflammation. The data will also be used to learn who may benefit from taking bupropion. You and your study doctor will not get the results of this testing.
· We will ask you to collect the saliva samples at home. You will collect about ½ teaspoon of saliva three times a day for three days when you join the study. You will also collect saliva three times a day for three days 12 weeks after you begin taking the study drug. You will be provided saliva collection tubes and supplies, instructions on completing the collections, a saliva collection diary and a postage-paid mailer to return the samples and diary. The saliva is collected by allowing it to flow from your mouth, through a collection aid device, into the collection tube. We will email, call or text you to remind you when to collect your saliva. How you receive the reminders during the study (email, call or text) will be up to you. We will need to collect your contact information (name, email address, phone number) for this. If you choose to be notified by text, reminders will start the night before saliva collection is to start at 7:00 pm. You will also be texted twice each day of collection: at 4:00 pm and 7:00 pm. Starting the day after the end of the collection period, you will be texted reminders once every three days (at 7:00 pm) to mail your saliva samples and diary until you notify research staff that they have been mailed, up to seven mailing reminders (e.g., on day 1, day 4, day 7, up to day 20).
· The saliva samples will be used to measure stress hormones. This data will be used to learn whether bupropion reduces cancer-related fatigue by causing changes in stress hormones. You and your study doctor will not get the results of the testing.

If you speak and understand English and choose to take part in this study, you will be asked to fill out forms with questions about your physical health and mood. The forms will take about 45 minutes each time to complete. They will ask about things like fatigue, depression, and quality of life. You don’t have to answer any question that makes you feel uncomfortable.
These forms are being used for research, so your answers will not be shared with your regular doctors, only the research team. If you have any serious health issues or other concerns, please talk with your regular doctor or nurse right away.
You will be asked to fill out these forms at two times, in person at the start of the study and in person 12 weeks after you begin taking the study drug.
[bookmark: _Toc230959643]Example 2: Prevention (Screening) DCP Study
Before you begin the study, your study team will review the results of your exams, tests, and procedures. This helps your study team decide if it is safe for you to take part in the study. 
This study consent form does not talk about the exams, tests, and procedures that happen as part of the usual approach. Your study team will talk with you about them.
Most of the exams, tests, and procedures you will have are part or result from your usual breast cancer screening. However, there are some extra tests that you may have if you take part in this clinical trial.
Listed below are procedures that will be done for research purposes only.

Required for Research

You will have some exams, tests, and procedures to help answer the study questions. These aren’t part of the usual approach and aren’t used to monitor your safety and health.
· Communication with study personnel regarding your health – You will be contacted every year after you have completed the screening portion of this study, for at least eight (8) years from your study entry. You will be contacted via phone and will be asked to report general information about your health and whether you have been diagnosed with breast cancer or other serious health conditions. These calls are expected to require no more than 30-60 minutes of your time every year.

· Required biopsy material - If you undergo any routine clinical breast biopsy, lymph node biopsy, or surgical breast procedure, tissue left over from any of these procedures you undergo in your first 5 years of participation in the trial along with diagnostic slides and pathology report will be sent to the ECOG-ACRIN Central Biorepository and Pathology Facility (EACBPF). These biopsy materials submissions are a required part of the study. Each available tissue sample submitted will undergo gene expression analysis and slides and reports will be reviewed by the study central pathologist. You and your study doctor will not get the results of the gene expression analysis.

We have attached a study calendar at the end of this document. It shows how often the study groups will complete their mammograms, provide health updates, provide required tissue.

[bookmark: _Toc230959644]Example 3: Behavioral Intervention DCP Study
Before you begin the study, your study team will review the results of your exams, tests, and procedures. This helps your study team decide if it is safe for you to take part in the study. 

This study consent form does not talk about the exams, tests, and procedures that happen as part of the usual approach. Your study team will talk with you about them. 

During your participation, you will be asked to do the following:
· Be physically active
· Wear the Fitbit activity tracker every day (or as much as possible when active)
· Upload data from the Fitbit regularly to the application and/or website 
You may receive a phone call, email, or text message to remind you to upload your data. The study team will be available by phone and/or email to help you if your Fitbit does not work or is lost during the study. You will be able to keep the Fitbit after you complete the study.
Study Visits
At each study visit, the study team will measure your height and weight. They will check your heart rate and have you do a step test.  
The study team will take about 3 drops of blood at Visits 1 and 3 to run tests related to physical fitness and health. Your doctor will not receive the results of these tests. 
If you cannot be in clinic, you can do the 3 study visits from home by telehealth. 
Visit 1 (Baseline)
The following will happen at Visit 1. This visit will last about 1-2 hours. 
· Review of the study and signing this consent.
· Collection of contact information for study communications.
· Measurement of your height, weight and heart rate.
· Step test. This test lasts for 2 minutes and your heart rate will be monitored.
· Finger stick for tests related to physical fitness and overall health. 
You may review the study and sign consent and/or have contact information for study communications collected at a clinic visit prior to the baseline study visit. Information about your cancer diagnosis and treatment and current health will be collected as part of this study. 
The following will happen around Visit 1:
· Receive a research-grade physical activity measuring device by mail.
· Wear the research-grade device at home for a week and then return it by mail (in postage-paid shipping materials provided).
· Fill out 6 surveys about yourself and how you are feeling. It should take about 20-30 minutes in total to complete all 6 of the surveys.
· Receive a study package by mail with education materials about physical activity, Fitbit device, and instructions. 
Visit 2 (Scheduled about 6 months after Visit 1)
The following will happen at your Visit 2. This visit will last about 30 minutes to 1 hour. 
· Measurement of your height, weight, and heart rate.
· Step test. This test lasts for 2 minutes and your heart rate will be monitored.
 
The following will happen around the time of Visit 2:
· Receive a research-grade physical activity measuring device by mail.
· Wear the research-grade device at home for a week and then return it by mail (in postage-paid shipping materials provided).
· Fill out 5 surveys about how you are feeling. It should take about 20-30 minutes in total to complete all 5 of the surveys.
 
Visit 3 (Scheduled about 12 months after Visit 1) 
The following will happen at Visit 3. This visit will last about 30 minutes to 1 hour. 
· Measurement of your height, weight, and heart rate.
· Step test. This test lasts for 2 minutes and your heart rate will be monitored.
· Finger stick for tests related to physical fitness and overall health.
 
The following will happen around the time of Visit 3:
· Receive a research-grade physical activity measuring device by mail.
· Wear the research-grade device at home for a week and then return it by mail (in postage-paid shipping materials provided).
· Fill out 5 surveys about how you are feeling. It should take about 20-30 minutes in total to complete all 5 of the surveys.
 
For subjects assigned to the Fitbit Plus Program, after the randomization, there are 2 phases for this study that each last about 6 months.
	
	Intensive Phase 
(Months 1-6)
	Maintenance Phase 
(Months 7-12)

	Fitbit
	Wear it daily, plus get weekly reminders from study staff to wear it
	Wear it daily, but get no reminders from study staff to wear it

	Individualized goal setting
	Study staff will do weekly brief goal setting sessions by phone call or text with subjects
 
Subjects will take more and more responsibility for setting their own step count goals (e.g. 10% increase)
	Subjects will set their own step count goals weekly.
 
Study staff will check in with subjects monthly to assist with goal setting 

	Private Instagram account
	Study staff will moderate Instagram account, including:
· Posting 2-3 times weekly to start discussions and ask questions on physical activity
· Providing virtual badges to subjects to reward them for their participation (e.g. being the most physically active or posting the most on the Instagram account)
	Study staff will moderate Instagram account but encourage subjects to take the lead on posting content.
 
No virtual badges provided



Subjects assigned to the Fitbit Plus Program are encouraged to wear the Fitbit and upload data as much as possible. The individualized goal setting will be based on Fitbit activity levels. The study Instagram account is private and invitation-only. Subjects are encouraged to interact with the Instagram account as much as possible.

Required for Research

You will have some exams, tests, and procedures to help answer the study questions. These aren’t part of the usual approach and aren’t used to monitor your safety and health. If you were not in the study you would probably not have these tests.
· Lab work to study the following:
· Health of your heart or blood vessels
· How your body breaks down sugar into energy
· Inflammation levels in the body
· Body fat levels
· 2-minute step test:
· To assess aerobic capacity and endurance

[bookmark: _Hlk198199461][bookmark: _Toc230959645]NCORP Examples – What am I expected to do in this study Section 
Participant Expectations – Reproductive Responsibilities Examples Note: You may not need to include this language or can use the examples as guide and update appropriately to match protocol. 
[bookmark: _Toc230959646]Example 1: Drug Intervention DCP Study
If you choose to take part in this study, you agree to:
· Keep your study appointments.
· Follow your study team’s plan for your treatments, tests, and procedures.
· Tell your study team about:
· your medical conditions
· all medicines and supplements you are taking
· any side effects 
· any doctors’ visits or hospital stays outside of this study 
· any other research studies you have joined or are thinking about taking part in.
· Take study drugs as directed
· Write down in your medication diary every day when you take the study drug
· Complete study questionnaires 
· Complete study blood draws
· Complete saliva collection and saliva diary at home
· Do not get pregnant or breastfeed while taking part in this study. Tell the study staff right away if you think that you have become pregnant during the study.

Pregnancy
Because the drug used in this study could harm a developing or newborn baby, if you choose to take part in this study and are a woman of childbearing age you must agree to:
· Use birth control during the study. Acceptable methods of birth control include abstinence, or IUD (intrauterine device), or hormonal contraceptive (such as birth control pills or barrier method (for example, condoms). 
Please ask your study doctor if you have questions regarding acceptable methods of birth control for the study.

[bookmark: _Toc230959647]Example 2: Prevention (Screening) DCP Study
If you choose to take part in this study, you agree to:
· Keep your study appointments.
· Follow your study team’s plan for your treatments, tests, and procedures.
· Tell your study team about:
· your medical conditions
· all medicines and supplements you are taking
· any side effects 
· any doctors’ visits or hospital stays outside of this study 
· any other research studies you have joined or are thinking about taking part in.
· Complete the mandatory phone calls with study staff to provide annual health updates.
· Provide breast tissue biopsy samples, if any, for research.
· Complete screening mammograms following the study-assigned method (tomosynthesis or digital mammography) and frequency.

Pregnancy and breastfeeding
Because possible exposure to radiation could harm a developing or newborn baby, if you choose to take part in this study you must agree to:
· Inform your study doctor if you are pregnant or suspect that you may be pregnant at the time of enrollment and at the time of each study mammography screening visit. You will not be able to enroll in the study, if you indicate that you are pregnant or lactating or if you don’t know if you are pregnant when you are asked.  If you are already enrolled in the study and become pregnant during the trial, you may not be able to undergo a mammogram when you are scheduled to do so. If that happens, you should let study personnel know why you are not returning for a screening examination. Once you have completed your pregnancy, you can return for the next screening visit.  If you are unsure of your pregnancy status at the time of a return visit for a study screening mammography, you should schedule your screening visit after you have had your next period.  

[bookmark: _Toc230959648]Example 3: Behavioral Intervention DCP Study
If you choose to take part in this study, you agree to:
· Keep your study appointments.
· Follow your study team’s plan for your fitness program, tests, and procedures.
· Tell your study team about:
· your medical conditions
· all medicines and supplements you are taking
· any side effects 
· any doctors’ visits or hospital stays outside of this study 
· any other research studies you have joined or are thinking about taking part in.
· Wear the Fitbit wearable activity tracker and research-grade device as instructed and fill out the surveys.
· Provide the lab work and finger sticks.
· For those in the Fitness Plus Program, also participate in the Instagram support group.

[bookmark: _Toc230959649]NCORP Examples – What risks can I expect in this study? 
[bookmark: _Toc230959650]General Risks Sub-section
[bookmark: _Toc230959651]Example 1: Drug Intervention DCP Study
General Risks

If you choose to take part in this study, there’s a risk that bupropion may not be as good as the usual approach at making your fatigue better.
 
Some parts of this study may be inconvenient or uncomfortable. You may:
· Spend more time in the hospital or doctor’s office
· Be asked about things you do not usually talk about, like if you feel depressed
· Experience bruising, bleeding, pain, or infection may occur where the blood sample was taken
 
The bupropion used in this study could be very harmful to a developing or newborn baby, and there may be risks we don’t know about yet. It is very important that you check with your study doctor about how to prevent pregnancy during the study.

Rarely, there are problems getting enough supplies of drugs used in a study. If there is a shortage of any drug used in this study, your study team will talk with you about your options.

[bookmark: _Toc230959652]Example 2: Prevention (Screening) DCP Study
General Risks
If you choose to take part in this study, there’s a risk that the mammography type or screening frequency to which you are assigned in the study may not be as good as your current standard of care.

Some parts of this study may be inconvenient or uncomfortable. You may:
· Spend more time in the hospital or doctor’s office.
· Be asked sensitive or private questions about things you normally do not discuss.
· May not be able to take part in future studies.

The mammographic imaging used in this study could be very harmful to a developing or newborn baby, and there may be risks we don’t know about yet. Radiation exposure to an embryo or fetus may increase the risk of miscarriage, growth delays, or cancer, although these risks are associated with radiation doses higher than what is typically received during a mammogram.
[bookmark: _Toc230959653]Example 3: Behavioral Intervention DCP Study
General Risks

If you choose to take part in this study, there’s a risk that the physical activity program you are assigned to may not work as well as other approaches for helping people become more physically active.

Some parts of this study may be inconvenient or uncomfortable. You may: 
· Spend more time in the hospital or doctor’s office.
· Be asked sensitive or private questions about things you normally do not discuss.
· You may become uncomfortable or embarrassed posting on the Instagram account. If you feel discomfort, study staff are available to you to discuss your feelings.
· Not be able to take part in some other research studies.

[bookmark: _Toc230959654]Information About Side Effects Sub-section
[bookmark: _Toc230959655]Example 1: Drug Intervention DCP Study
Information About Side Effects  
The Bupropion XL used in this study may affect how different parts of your body – such as you’re your reproductive system, digestive system and brain – work. 
The usual treatment for cancer-related fatigue also has side effects. This informed consent document doesn’t talk about the risks of the usual treatment. Your doctor and your care team will talk to you about the side effects of the usual treatment, how common and serious they are, and how to manage them.
Here are important points about side effects:

· The study doctors do not know who will or will not have side effects
· Some side effects may go away soon, some may last a long time, some may never go away
· Some side effects may interfere with your ability to have children
· Some side effects may be mild. Others side effects may be serious and even result in death
· If you report suicidal thoughts, mania, or psychosis, the research staff will inform your doctor and study staff. They will do what they need to protect you, which may include telling your loved ones how you are feeling. They may do so without your permission.
 
You can ask your study team questions about side effects at any time. Here are important ways you and your study team can make side effects less of a problem:  

· If you notice or feel anything different, tell the study staff.  The study doctor can check to see if it is a side effect
· Your study doctor will work with you to treat your side effects
· Your study doctor may adjust the study drug to try to reduce side effects

[bookmark: _Toc230959656]Example 2: Prevention (Screening) DCP Study
Information About Side Effects
The usual approach for breast cancer screening, either with tomosynthesis mammography or digital mammography every one or two years, also has side effects. This informed consent document doesn’t talk about the risks of the usual treatment. Your doctor and your care team will talk to you about the side effects of the usual treatment, how common and serious they are, and how to manage them.
Here are important things to know about side effects:
· Your study team will monitor you closely for side effects.
· We don’t know who will or won’t have side effects. We don’t know which side effects you may have.
· Side effects may go away soon, last a long time, or never go away.
· Some side effects are mild. Other side effects may be serious and may result in death. 

You can ask your study team questions about side effects at any time. Here are important ways you and your study team can make side effects less of a problem:
· If you notice or feel anything that bothers you, tell your study team. They can check to see if it’s a side effect.
· Your study team will work with you to treat your side effects.
· Your study team may adjust your study drugs or treatments to try to reduce side effects.

[bookmark: _Toc230959657]Example 3: Behavioral Intervention DCP Study
Information About Side Effects
The usual approach for increasing physical activity levels also has side effects. This informed consent document doesn’t talk about the risks of the usual treatment. Your doctor and your care team will talk to you about the side effects of the usual treatment, how common and serious they are, and how to manage them.
Here are important things to know about side effects related to physical activity:
· We do not know who will or will not have side effects. We do not know which side effects you may have.
· Side effects may go away soon, last a long time, or never go away.
· Some injuries are mild or may be a minor injury like a strain or sprain. Others may be more serious injury.

You can ask your study team questions about side effects related to physical activity at any time. Here are important ways to make side effects less of a problem:

· If you notice or feel pain, dizziness, shortness of breath, or anything that does not feel right, tell your study team. 
· Your study team will work with you to treat your side effects.

[bookmark: _Toc230959658]Study Drug Risks Sub-Section
[bookmark: _Toc230959659]Example 1: Drug Intervention DCP Study
Study Drug Risks  

In addition to the side effects listed above, people who are in Group 1 could also have side effects from the study drug, Bupropion XL. The tables below show the most common and most serious side effects we know about for Bupropion XL. Keep in mind that there may be other side effects we don’t know about yet. If important new side effects are found, the study team will discuss these with you.

[image: ]
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	RARE AND SERIOUS


	
Joint pain

Muscle pain

Seizure

Sleepiness




Buproprion XL is approved by the Food and Drug Administration to treat depressed mood and to help stop smoking. It is not currently approved by the FDA for treatment of cancer-related fatigue.

Rarely, there are problems getting enough supplies of the study drug. If that happens, your doctor will talk with you about your options.

[bookmark: _Toc230959660]Study Investigational Intervention Risks Sub-section
[bookmark: _Toc230959661]Example 1: DCP Study with Experimental Scans
Study PET scan Risks
The PET scan that you get in this study will expose you to more radiation than you get from everyday background radiation. The amount of radiation from this scan is the same as 4 years’ worth of background radiation.  Most of the time, this amount of extra radiation is not harmful to you.  However, scientists believe that being exposed to too much radiation can cause harmful side effects.  This could include getting a new cancer.  We estimate that this could happen in about 1 out of every 1000 people who get a very large amount of extra radiation.
[bookmark: _Toc230959662]Example 2: Prevention (Screening) DCP Study with Study Imaging Risks
Study Imaging Risks
The screening mammograms that you get in this study will expose you to low amounts of radiation. People are exposed to low levels of radiation from space and the environment around them every day. This type of radiation is called “background radiation.” The risk of harm from this amount of radiation is very low. While most women will have no bad health effects, there is a very small risk of developing a future radiation-induced cancer from any exam that uses x-rays. The benefits of finding cancer from a mammogram outweigh the very small risk of future cancer from the amount of radiation received during a screening mammogram.
(Sites will insert one of the next three paragraphs based on the tomosynthesis mammography protocol in use at their mammography clinic and delete the other two.)
[Option 1-digital mammography versus tomosynthesis (as 3D plus synthetic 2D, or as 3D MLO plus 2D CC) mammography]
You receive the same radiation dose whether you have a digital mammogram or a tomosynthesis mammogram. The amount of radiation for each mammogram you have in the study is the amount you receive from the environment in about 29 days of your day-to-day life.
[Option 2- digital mammography versus tomosynthesis (as 3D plus 2D) mammography] 
If you are assigned to the digital mammography arm:
The amount of radiation you receive for each digital mammogram is the same amount you receive from the environment in about one month of your day-to-day life. 
If you are assigned to the tomosynthesis mammography arm:
The amount of radiation you receive for each tomosynthesis mammogram is two times higher than digital mammography.  This is the same radiation dose you receive from the environment in about 60 days of your day-to-day life.
[Option 3- digital mammography versus tomosynthesis (as 3D CC and MLO views plus CC 2D synthetic view and 2D MLO view) mammography]
If you are assigned to digital mammography arm:
The amount of radiation you receive for each digital mammogram is the same amount you receive from the environment in about one month of your day-to-day life. 
If you are assigned tomosynthesis mammography arm:
The amount of radiation you receive for each tomosynthesis mammogram is one and a half times higher than digital mammography.  This is the same radiation dose you receive from the environment in about 45 days of your day-to-day life.
The radiation you receive may vary a bit from these average estimates. A woman who has larger breasts or a higher breast density by mammography is exposed to more radiation than a woman with smaller breasts or lower breast density.
If you would like more information about radiation risk associated with screening mammography, please speak with your study doctor.

[bookmark: _Toc230959663]Other Research Risks Sub-section
[bookmark: _Toc230959664]Example 1: DCP Study with Mandatory Genetic Testing
The genetic test used in this study will test your blood for a change in the gene CYP2B6. Changes found in your blood may be passed down in families. For example, these genetic changes may be passed down to your children in the same way that eye and hair color are passed down.

There are laws that protect your genetic information. However, there is a risk that someone could get access to your genetic information and identify you by name. In some cases, employers could use your genetic information to decide whether to hire or fire you. The study staff believe the risk of this happening is very small. However, the risk may increase in the future as people find new ways of tracing information. For more information about the laws that protect you, ask the study staff.

[bookmark: _Toc230959665]Example 2: DCP Study with Research Blood draws
This study will need samples of your blood for research purposes. Most of the time your blood will be drawn for research when you’re having other bloods taken to monitor your health. Blood may be drawn from a small needle in your arm which may result in brief pain and bruising afterward.

[bookmark: _Toc230959666]NCORP Examples – What are the costs in this study Section
[bookmark: _Toc230959667]Example 1: Drug Intervention DCP Study
You and/or your insurance plan will need to pay for the costs of medical care you get as part of the study, just as you would if you were getting the usual care for your cancer or cancer related fatigue. This includes:
· The costs of tests, exams, procedures, and drugs that you get during the study to identify and treat side effects. Examples of such tests, exams, procedures and drugs could include laboratory testing, imaging such as CT, PET or MRI scans, or medications prescribed to you by your doctor.
· Your insurance co-pays and deductibles.

Talk to your insurance provider and make sure that you understand what your insurance pays for and what it doesn’t pay for if you take part in this study. Also, find out if you need approval from your plan before you can take part in the study. Your study team can help if you’re not sure which costs will be billed to you or your insurance plan.
 
You and your insurance plan won’t have to pay for exams, tests, and procedures done for research purposes only. These include:
· Study blood draws
· Saliva collection
 
You or your insurance provider will not have to pay for the study drug while you take part in this study. The study drug will be provided by the study.

If you take part in this study, you may need to make more visits to the clinic or hospital than if you were getting the usual approach to treat your cancer. You may:
· Have more travel costs.
· Need to take more time off work or school.
· Have other additional personal costs.
You won’t be paid for taking part in this study. The research may lead to new tests, drugs, or other products for sale. If it does, you will not get any payment.
[bookmark: _Toc230959668]Example 2: DCP Study with Participant Payment
You will be paid for taking part in the study. At baseline, you will receive $35 for the completed set of questionnaires and $5 for each of the 9 saliva specimens completed on time for a total of
$45 for saliva samples. You will also receive a bonus of $20 after the study visit if blood and all saliva specimens are collected. You will receive one payment for all of the baseline study activities you complete. At the 12 week time point, you will receive the same amounts, $35 for the completed set of questionnaires, $5 for each of the 9 saliva specimens completed on time (total of $45), and a bonus of $20 after the study visit if blood and all saliva specimens are collected. You will receive one payment for all of the follow-up study activities you complete. The maximum you can receive is $100 after each of the 2 study visits.
 
These payments will come from the University of Rochester, via gift card. We will need to collect some personal information (i.e., full name) in order to pay you for your participation in the study. However, if you receive more than $275 in a calendar year for participating in research studies through the University of Rochester, then we are required to collect your Social Security Number (SSN) and mailing address, so you can be issued a W-9 form. You will be provided a re-loadable gift card for the study. In the instance where you misplaced or lose your gift card, we may need to collect your mailing address so we can reissue you a replacement gift card. If you do not agree to having this information collected for this purpose, you will not receive payment. You will be able to indicate your choice at the end of this document.

The research may lead to new tests, drugs, or other products for sale. If it does, you will not get any payment.
[bookmark: _Toc230959669]Example 3: DCP Prevention (Screening) Study
The cost of the screening mammograms will be billed according to routine clinical practice and you would be responsible for any co-pays.
The amount that you personally will pay if you are assigned to undergo tomosynthesis mammography in this clinical trial may be higher than the amount you personally pay for digital mammography.
You or your insurance provider will not have to pay for the laboratory research studies performed for this study including the optional collection of cheek cells and blood specimen.
You and/or your health plan/insurance company will need to pay for all of the other possible costs associated with the diagnosis and treatment of breast cancer while in this study, including the cost of tests, procedures, or medicines to manage any side effects, unless you are told that certain tests are supplied at no charge. Before you decide to be in the study, you should check with your health plan or insurance company to find out exactly what they will pay for.

You will not be paid for taking part in this clinical trial.
[bookmark: _Toc230959670]Example 4: Behavioral Intervention DCP Study  
Taking part in this study may lead to added costs to you. You will not be charged for the Fitbit activity tracker. However, according to your cell phone plan, call, text message and data rates may apply. There may be a cost to you for data used for synching the Fitbit activity tracker. If you are assigned to the Fitbit Plus Program, your phone company may charge you for study-related text messages or accessing the Instagram social media forum.  
Taking part in this study may lead to added costs to you or your insurance company. There are no plans for the study to pay for medical treatment. Please ask about any expected added costs or insurance problems. Your study team will be able to assist you with this.
If you choose to enroll on this study, this institution will receive some money from the Children’s Oncology Group and from the data coordinating center for the research.  
In addition, to pay you for your time and effort with the study, you will receive gift cards for completing the following: 
· Visit 1:
· Returning research-grade physical activity measuring device - $25
· Completing finger stick - $20
· Completing study surveys - $5
· Visit 2:
· Returning research-grade physical activity measuring device - $25
· Completing study surveys - $5
· Visit 3:
· Returning research-grade physical activity measuring device - $25
· Completing finger stick - $20
· Completing study surveys - $5
 (A total of $130 for completing all) 
Extra compensation ($20) will be provided for completing the Optional Interview, if this option is presented to you.  
The payments will be sent to you by mail or electronically or may be given to you at a clinical follow-up appointment.  

This study includes providing specimens to the researcher. There are no plans for you to profit from any new product developed from research done on your specimens.

[bookmark: _Toc230959671]NCORP Examples – What if I am injured because of this study Section
No examples are provided for this section because the section includes no protocol-specific language. Please refer to the NCI Clinical Trials Network ICD Template for the required template language for all studies.    

[bookmark: _Toc230959672]NCORP Examples – Who will see my medical information Section
[bookmark: _Toc230959673]Example 1: DCP Study
Some of these organizations are:
· The study sponsor, University of Rochester Cancer Center NCI Community Oncology Research Program Research Base, and any company supporting the study now or in the future,
· H. Lee Moffitt Cancer Center and Research Institute,
· Mosio (for saliva collection reminders),
· The CIRB, which is a group of people who review the research with the goal of protecting the people who take part in the study,
· The NCI and the groups it works with to review research.

The organization leading this study has a Certificate of Confidentiality that helps protect your study records from being given out, unless required by law.
[bookmark: _Toc230959674]Example 2: DCP Study with Records Stored for Future Use
Your study records also will be stored for future use. Your name and other personal information will not be used. Some types of future research may look at your records and those of other patients. Future research might see who had side effects across many studies. Future research might compare new study data with older study data. However, we don’t know what research may be done in the future using your information. This means that:
· You will not be asked if you agree to take part in the specific future research studies using your health information
· You and your study doctor will not be told when or what type of research will be done
· You will not get reports or other information about any research that is done using your information

[bookmark: _Toc230959675]Example 3: NCORP Study with IROC/Banking
Your privacy is very important to us. We will make every effort to protect it. 
If you take part in this study, your study team will enter some of your health information in a database for the study researchers to use. The study researchers may also collect copies of medical reports, images and information from medical scans, and other records from your medical care that help answer the study questions. We call these your study records. 
There are organizations that may look at or get copies of the information in your study records and in your medical records. They must keep your information private, unless required by law to give it to another group. Some of these organizations are:
· The NCI and the organizations it works with to conduct and review research.
· The NCI Central Institutional Review Board (NCI CIRB), which is a group of people who review research studies with the goal of protecting the people who take part studies. 
· The Food and Drug Administration (FDA), and the organizations it works with to review research. 
· Any company supporting the study or the study agent, now or in the future. This would include any organizations helping the company with the study. 
· The NCTN and the organizations it works with to conduct research, including the Imaging and Radiation Oncology Core (IROC). 
· The NRG Oncology Biospecimen Bank-Columbus (Biobank) and laboratories designated by NRG Oncology to perform testing as part of the study.
The organization leading this study has a Certificate of Confidentiality that helps protect your study records from being given out, unless required by law.

[bookmark: _Toc230959676]Example 4: DCP Prevention (Screening) Study with Biorepository and Pathology Facility 
Some of these organizations are:
· The study sponsor supporting the study now or in the future.
· The NCI Central IRB, which is a group of people who review the research with the goal of protecting the people who take part in the study.
· The NCI and the groups it works with to review research.
· The NCI’s National Clinical Trials Network and the groups it works with to conduct research: including ECOG-ACRIN Central Biorepository and Pathology Facility, University of North Carolina at Chapel Hill and Central Pathologist of Weill Cornell Medicine.

[bookmark: _Toc230959677]Example 5: Behavioral Intervention DCP Study  
Some of these organizations are:
· Children's Oncology Group and research partners
· Representatives of the National Cancer Institute (NCI), Food and Drug Administration (FDA), and other U.S. and international governmental regulatory agencies involved in overseeing research 
· The Institutional Review Board of this hospital
· National Cancer Institute Central Institutional Review Board (NCI CIRB), which is a group of people who review research studies with the goal of protecting the people who take part studies.
· The Sites of the Data Coordinating Centers for COG

As part of the study, all subjects will be given a device that is a physical activity tracker called a Fitbit. You will not be asked to return the device at the end of the study. As part of this study, we will collect information from an application downloaded from the Internet and from the device. 
The company that makes the Fitbit activity tracker will be able to see your activity and account setup data. They will not have access to your medical records. You may choose a login name other than your real name.  
The maker of the Fitbit may collect and store personal information, such as health information, location data, and internet usage. A complete description of what data will be collected and what the company will do with it can be found in the Terms of Service. You will need to agree to the Terms of Service to participate in this study. 
For subjects assigned to the Fitbit Plus Program, Instagram, the company that owns the social media website hosting the private virtual peer support group will be able to see your posting activity and the information used for account setup. They will not have access to your medical records. Subjects assigned to the Fitbit Plus Program who join the social media peer support group will see other Fitbit Plus Program subjects who join and will have the ability to interact with others on the private social media forum. The forum privacy settings will be set so that the posts on the forum will be visible to the forum members and will not be visible to the public.  
The maker of the Instagram application may collect and store personal information, such as health information, location data, and internet usage. A complete description of what data will be collected and what the company will do with it can be found in the Terms of Service. Subjects assigned to the Fitbit Plus Program will need to agree to the Terms of Service to participate in the social media peer support group part of the study.

Subjects assigned to the Fitbit Program will not be able to join or view the Instagram account.  
The researchers in this study may not have any control over what the Fitbit or Instagram company does with your information. The applications and/or device may collect and transmit more information to the company than is needed for this study.

[bookmark: _Toc230959678]NCORP Examples – If I decide to take part in this study, can I stop later Section
[bookmark: _Toc230959679]Example 1: Drug Intervention DCP Study
Yes, you can decide to stop taking part in the study at any time, for any reason. Your study team will tell you about new information or changes in the study that may affect your decision to continue in the study.
If you decide to stop getting treatment on this study, let the study team know as soon as possible. It’s important that you stop safely. This may mean slowly stopping the study drug so there is not a risk to your health.
If you stop treatment, you can still contribute to the study by:
· Coming to your study visits 
· Letting the study team collect new information about your health.
· Letting your regular medical team share new information about your health with the study team. Your information will help the researchers answer the study questions. 
You may also choose to stop contributing to the study entirely. Even if you stop contributing, any required samples you’ve given and information already collected in your study and medical records up to that point will continue to be used as part of the study.
[bookmark: _Toc230959680]Example 2: Prevention (Screening) DCP Study
Yes, you can decide to stop taking part in the study at any time, for any reason. Your study team will tell you about new information or changes in the study that may affect your decision to continue in the study.
If you decide to stop participating in this study, let the study team know as soon as possible. It’s important that you stop safely.  
If you stop study participation, you can still contribute to the study by:
· Letting the study team collect new information about your health.
· Letting your regular medical team share new information about your health with the study team.
You may also choose to stop contributing to the study entirely. Even if you stop contributing, any sample collections you’ve given and information already collected in your study and medical records up to that point will continue to be used as part of the study.   
[bookmark: _Toc230959681]Example 3: Behavioral Intervention DCP Study  
Yes, you can decide to stop taking part in the study at any time, for any reason. Your study team will tell you about new information or changes in the study that may affect your decision to continue in the study.
If you decide to stop participating in this study, let the study team know as soon as possible. It’s important that you stop safely. 
If you stop participating in this study, you can still contribute to the study by:
· Coming to your study visits
· Having information about your health added to your study records for up to 6 years after you joined the study. 
· Your study team may also ask you to keep giving samples. Your information and samples will help the researchers answer the study questions. 
You may also choose to stop contributing to the study entirely. Even if you stop contributing, any sample collections you’ve given and information already collected in your study and medical records up to that point will continue to be used as part of the study.
Sometimes, the study team may use this information to check public records – in a secure and confidential way – to find key outcomes, like if you’re living or deceased. They would only do this to help ensure the accuracy and integrity of the study results. They would not collect new information directly from you.

[bookmark: _Toc230959682]NCORP Examples – Are there other reasons I might stop being in the study Section
[bookmark: _Toc230959683]Example 1: Drug Intervention DCP Study that Removes Patients Who Become Pregnant and has Mandatory Samples
Yes. The study team may take you off the study if:
· The study is no longer in your best interest. This could happen if your health changes or if we learn new information about the best approach for your care.
· You do not follow the study team’s plan for your treatments, tests, and procedures.
· You decline the saliva collection.
· You become pregnant while on the study.
The NCI, the NCI CIRB, or the FDA could also stop the study.
[bookmark: _Toc230959684]Example 2: Behavioral Intervention DCP Study
Yes. Your doctor or the study doctor may decide to take you off this study:
· If he/she believes that it is in your best interest.
· If your disease comes back or if you develop another cancer. 
· If you do not follow the instructions given to you by the study team.
· If you become pregnant.

The NCI, the NCI CIRB, or the FDA could also stop the study.

[bookmark: _Toc230959685]NCORP Examples – How will my data and *samples* be shared for future research Section 
[bookmark: _Toc230959686]Example 1: Study with Biobanking Leftover Study Samples for Future Research
If you choose to take part in this study, your health data and your leftover blood and saliva samples will be collected and stored. Storing samples for future studies is called “biobanking.” The biobank is being run by the URCC NCORP Research Base and is supported by the NCI. This is a publicly funded study. Samples from publicly funded studies are required to be shared as broadly as possible. The goal of this is to make more research possible that may improve people’s health.
We plan to store your data and samples for a long time, possibly forever. The biobank is a public research resource. It has controlled access. This means that researchers who want to get samples and data from it must submit a specific research request. The request identifies who they are and what their planned research project is. We won’t share information like your name or other personal information. Before getting the samples and data, the researchers must agree to keep the data private, only use it for their planned research project, and never use it to try to identify you. However, it still may be possible to identify you using the information shared and other public information about you, and it’s possible your information could be misused. We think the risk of this happening is very low.
We don’t know what research will be done in the future using your health data and samples. You won’t be asked for permission to use your data and samples for future research. You won’t be told what research is done or get any personal results from it.   

[bookmark: _Toc230959687]NCORP Examples – Who can I contact if I have questions or concerns Section
No examples are provided for this section because the section includes no or minimal protocol-specific language.   

[bookmark: _Toc230959688]NCORP Examples – What optional research can I take part in Section
[bookmark: _Toc230959689]Example 1: Optional Research – DCP Study with Biobanking Samples for Future Research
We are also doing optional research you can choose to take part in. You can take part in the main study even if you say “no” to the optional research. You should know that: 
· Data and samples from the optional research will be shared like the data and samples in the main study.
· The optional research will not have any costs to you or your insurance. 
· If the optional research leads to new products for sale, you will not get any payment. 
· You won’t directly benefit or find out results from the optional research. We hope this research will help people in the future.

Optional Biobanking: We would like to store your required blood and saliva samples left after the planned research is done. We call storing samples for future studies “biobanking.” The NCI supports this biobank. There is a risk that someone outside of the research study could get access to your study records or trace information in a database back to you. They could use that information in a way that could harm you. Researchers believe the chance that someone could access and misuse your information is very small. However, the risk may increase in the future as people find new ways of tracing information. 
If you agree to the optional studies now, you can change your mind later. Tell your study team if: 
· You decide you don’t want anyone else to use your optional samples
· You decide you do not want your samples stored in the biobank for future research.
Your study team will let the researchers leading this study know. Then, any sample that remains in the biobank will be destroyed or returned to your study doctor. This will not apply to any samples or related health information that have already been given to or used by researchers.
[bookmark: _Toc230959690]Example 2: DCP Study Prevention (Screening) Study with Optional Biobanking of Biopsy Tissue and Additional Sample Collection for Known and Future Unknown Studies
We’re also doing optional research you can choose to take part in. You can take part in the main study even if you say “no” to the optional research. You should know that: 
· Data and samples from the optional research will be shared like the data and samples in the main study.
· The optional research will not have any costs to you or your insurance. 
· If the optional research leads to new products for sale, you will not get any payment. 
· You won’t directly benefit or find out results from the optional research. We hope this research will help people in the future.

If you choose to take part in this optional study, blood and buccal (cheek) cell samples will be collected and stored. We call storing samples for future studies “biobanking.” The NCI funds this biobank.

The blood and cheek cells will be collected from you one time, either at your enrollment visit or during one of your study screening mammography visits, for use in future research.

About two (2) teaspoons of blood will be collected from a vein in your arm. The most common risks related to drawing blood from your arm are brief pain and maybe a bruise. Cheek cells will be collected by rinsing your mouth with mouthwash or salt water.

In addition, any remaining biopsy tissue leftover from the study’s central pathology review and gene expression analysis will be sent to the biobank. 

Some of the future studies may be about how genes affect health and disease. Other studies may look at how genes affect a person’s response to treatment. There may be other future research using your samples that we do not know yet.  

If you agree to the optional studies now, you can change your mind later. Tell your study team if: 
· You decide you do not want anyone else to use your optional samples.
· You decide you do not want your leftover biopsy samples stored in the biobank for future research.

Your study team will let the researchers leading this study know. Your samples and information that have already been sent to researchers for specific research studies will still be used. Your other samples will be destroyed.
[bookmark: _Toc230959691]Example 3: Behavioral Intervention DCP Study
We’re also doing optional interview you can choose to take part in. You can take part in the main study even if you say “no” to the optional interview. You should know that:  
· Data from the optional interview will be shared like the data and samples in the main study. 
· The optional research will not have any costs to you or your insurance.
· $20 will be provided for completing the Optional Interview if this option is presented to you.    
· You won’t directly benefit or find out results from the optional interview. We hope this information will help people in the future.
The optional interview will be offered to some subjects after they complete Visit 3. The interview will take about 1 hour. In the interview, subjects will be asked about their study experience. The purpose is to ask you for feedback so we can improve the physical activity program for future use. You do not have to take part in the optional interview if you do not want to. At the end of this consent form, there is a place to record your decision about taking part in the optional interview. Agreeing to take part in an interview does not guarantee that you will be contacted.
About 40 study subjects will take part in the Optional Interview.
If you take part in the Optional Interview, it may take an additional 3 months to schedule and complete the interview after Visit 3.

[bookmark: _Toc230959692]NCORP Examples – Signature Page 
[bookmark: _Toc230959693]Example 1: Drug Intervention DCP study with Optional studies for storage for possible future research, collection of PI for payment and contact for future research
I have read this consent form or had it read to me. I have discussed it with the study team. The study team has answered my questions.
Main Study Consent: I agree to take part in this study. I consent to everything required as part of this study.
Circle Yes or No:                  Yes                No                Initials:                         Date:  
Optional Studies Consent: circle Yes or No for each optional study to show if you agree to participate in that study or not.  
	Circle One
	Initials
	Optional Study Description

	Yes        No
	
	1. Optional Sample Storage for Possible Future Studies: I agree that my samples and related health information may be kept in the CCPL as described in the previous section for use in future health research.  

	Yes        No
	
	2. Collection of personal information for payment: I agree that my personal information may be collected and used for the purpose of payment for my participation in this study as outlined in the main section of this consent form. I understand that if I select ‘NO’ that I will not receive payment for my participation.


	Yes     No
	
	3. Contact for Future Research: I agree that my study doctor, or someone on the study team, may contact me or my doctor to see if I wish to participate in other research in the future.





Participant’s Signature			Print Name of Participant			Date

Person Conducting Consent’s Signature	Print Name of Consenter			Date
Witness or Interpreter (if applicable)

Signature of Witness/Interpreter		Print Name of Witness/Interpreter		Date

[bookmark: _Toc230959694]Example 2: DCP Prevention (Screening) Study with Optional Studies for Additional Sample Collection and Biorepository Storage of Specimens
I have read this informed consent document or had it read to me. I have discussed it with the study team. The study team has answered my questions.
Main Study Consent: I agree to take part in this study. I consent to everything required as part of this study.

Circle Yes or No:                  Yes                No                Initials:                         Date:  
Optional Studies Consent: circle Yes or No for each optional study to show if you agree to participate in that study or not. 
	Circle One
	Initials
	Optional Study Description

	Yes        No
	 
	1. Blood Sample Collection for Optional future studies: I agree to provide a blood sample for future research.


	Yes        No
	 
	2. Buccal (cheek) Cell Sample Collection for Optional future studies: I agree to provide a sample of my cheek cells for future research.


	Yes     No
	
	3. Optional Biopsy Sample Storage for Possible Future Studies: If a breast or lymph node biopsy, or breast surgery is performed, I agree that my samples and related health information may be kept in a biobank for use in future health research.


 
 
Signature of Participant			Print Name of Participant			Date
 
Signature of Person Conducting Consent	Print Name of Consenter			Date

Witness or Interpreter (if applicable)

Signature of Witness/Interpreter		Print Name of Witness/Interpreter		Date




[bookmark: _Toc230959695]Example 3: Behavioral Intervention DCP Study
I have read this consent form or had it read to me. I have discussed it with the study team. The study team has answered my questions.
Main Study Consent: I agree to take part in this study. I consent to everything required as part of this study.
Circle Yes or No:                  Yes                No                Initials:                         Date:  
Optional Interview after Visit 3 
The choice to take part in an interview about your experience being in the study after the completion of Visit 3 is up to you. No matter what you decide to do, it will not affect your care. You can still be a part of the main study even if you say ‘No’ to participating in an interview. 
If you decide you are interested in taking part in an interview now, you can change your mind at any time. You can contact us and let us know that you do not want to take part. Then, we will remove you from our list of contacts for an interview. 
Please read the information below and think about your choices. After making your decision, check “Yes” or “No”, then add your initials and the date after your answer. 
1) Interview
Check YES if you agree to the interview. Check NO if you do not want take part in this interview. Agreeing to take part in an interview does not guarantee that you will be contacted.    
Yes _____		No ______		_______ / _______						        				Initials     Date
Signature 
I have been given a copy of all _____ pages of this form. The form includes 1 attachment. 
 Participant_______________________                                                   _                   Date________
 Parent/Guardian__________________                                                                         Date________
 Parent/Guardian__________________                                                                         Date________
 Physician or designee obtaining consent                                                                         Date________  
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