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HIGH-SENSITIVITY CARDIAC TROPONIN T TO OPTIMIZE CHEST PAIN RISK STRATIFICATION (STOP CP)
Protocol NO.:
STOP CP001

WIRB® Protocol #20162880
SPONSOR:
University of Florida 
Investigator: 
Insert name of Principal Investigator
Insert address of Principal Investigator/institution
City, State Zip
Country

STUDY-RELATED
PHONE NUMBER(S): 
insert site-specific contact information; e.g. principal investigator, attending physician, study coordinator
Phone Number(s) (24 Hour number required)
Name of person seeking your consent: ____________________________________

Place of Employment and Position: _______________________________________
Name of Participant (“Study Subject”): ____________________________________
INTRODUCTION

A person who takes part in a research study is called a research or study subject. In this consent “you” always refers to the research subject. 

You are being asked to take part in a medical research study. Your participation is entirely voluntary. If you choose to participate you can change your mind at any time and withdraw from the study. You will not be penalized in any way or lose any benefits to which you would otherwise be entitled if you choose not to participate in this study or withdraw. Choosing to participate in this research study will not change the course of treatment you would otherwise receive.
A member of the research team will first explain the research study to you, and then he or she will ask you whether you would like to participate. If you agree you will then be asked to read and sign this consent form, which documents that the study has been explained to you, that your questions have been answered, and that you agree to participate. You should not join this research study until all of your questions have been answered. You may discuss your decision with your friends, family, and your health care team.

If you choose to participate in the study, please sign and date this form in front of the person who explained the study to you. You will be given a copy of this form to keep.

This study is being sponsored by the University of Florida and funded by Roche Diagnostics Corporation, a company that develops pharmaceutical and diagnostic products. 
PURPOSE OF THE RESEARCH STUDY

You are being asked to participate in this research study to evaluate a new investigational blood test. This test is referred to as a cardiac biomarker which measures the amount of a substance called troponin T that sometimes exists in a person’s blood. Knowing the amount of troponin T that exists in a person’s blood can help doctors decide if that person is having a heart attack. Investigational means that the blood test used in this study is not approved by the U.S. Food and Drug Administration (FDA). The results of the investigational test will not be given to your doctor and will not be used to determine your treatment. 

This study also will compare that amount of troponin T in a person’s blood to a checklist of heart attack risk factors. This comparison might help doctors in the future make the decision to discharge a person from the emergency department or to admit that person to the hospital. Neither the results of the investigational troponin T blood test nor the results of the heart attack risk factor checklist completed for research purposes will be shared with your doctors. All the information collected during this study is for research purposes only. 
We are inviting you to participate in this study because you have chest pain or other signs and symptoms that might indicate you are at risk for having a heart attack. When people agree to participate in a research study, they are referred to as “study subjects”. This study will ask people at six different hospitals agree to be study subjects. About 1,500 total subjects are expected to participate in this research study. The total time that subjects will be enrolled in this study is 18 months.
A description of this clinical trial will be available on http://www.ClinicalTrials.gov(NCT02984436), as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time
STUDY PROCEDURES
Once you agree to participate in this study, the study team will make sure that you meet all the criteria to participate in this study. A urine pregnancy test for females of childbearing potential is required as part of this decision process. If a urine pregnancy test was completed as part of your normal routine care, the results of that test can be used to determine if you are eligible to participate in this study.

Once the study team decides that you are eligible to participate in this study, the study staff will collect a total of up to four blood samples from you. The first blood sample may be collected from leftover blood from testing that the doctors have ordered as part of your treatment or separately after obtaining your consent. After the first blood sample, each additional blood sample will be collected about every hour for a total of four blood samples. Each blood sample will be about 3 teaspoons (12mL) for a total of up to 12 teaspoons (48mL) of blood for the duration of the study. These blood samples will be collected from a vein in your arm. The study team might try to collect these samples  from an IV tube in your vein if it has been placed as part of your routine care. The blood from these samples will be frozen and sent to the study laboratory so that it can be tested using the investigational blood test.
Your blood samples may be shared with other research centres or private companies, in which case the University of Florida may charge the research centre or private company a fee in order to recover the University of Florida’s costs of sharing your samples. These blood samples will not be submitted to a DNA bank and will not be used for genetic testing. If you agree please refer to the Banking Addendum at the end of this informed consent document.
As part of this study, the study staff will collect information from you and your medical record about your health history, medications, symptoms, vital signs, diagnosis, and treatment or tests done as part of your routine treatment. All information will be kept confidential and will be viewed only by the study staff, site management organization, and the sponsor’s research team. We will also ask you to sign a medical records release form to obtain medical information. 
The study team will contact you by telephone, email, or mail about 30 (+10) days after today and again about 90 (+30) days after today for a total of two follow ups. During these follow-ups, the study team will ask you questions about how you are feeling and about any medical treatment and doctor or hospital visits you have had since you agreed to participate in this study.

WHAT WILL BE DONE ONLY BECAUSE YOU ARE IN THIS RESEARCH STUDY?

The study is being conducted for research purposes only and will not be used to evaluate or diagnose or treat any possible medical problems. The information collected from you by the study staff and the results of the investigational blood tests will not be shared with any of your doctors.
WHAT ARE THE POSSIBLE DISCOMFORTS AND RISKS?
The four blood samples taken during this study may be drawn from your arm by direct venipuncture - the standard method for taking blood from a vein in your arm by a needle stick. 

Risks associated with drawing blood from your arm include pain and/or bruising. Infection, excessive bleeding, clotting, or fainting is also possible, although unlikely. Risks will be minimized by having the blood drawn by an individual who is trained to perform venipuncture. The total amount of blood that will be required for this study is about 12 teaspoons (48mL). 

Researchers will take appropriate steps to protect any information they collect about you. However, there is a slight risk that information about you could be revealed inappropriately or accidentally. Depending on the nature of the information, such a release could upset or embarrass you, or possibly affect your insurability or employability. The section on AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES discusses what information about you will be collected, used, protected, and shared. 

The study may include risks that are unknown at this time.

BENEFITS

You will not personally benefit medically from taking part in this study. The information gained from this study, however, may benefit society and patients in the future. The sponsor and the study doctor are responsible for the conduct of this research study. In general, presenting research results helps the career of a scientist. Therefore, the study doctor may benefit if the results of this study are presented at scientific meetings or in scientific journals.

IF YOU CHOOSE TO TAKE PART IN THIS STUDY, WILL IT COST YOU ANYTHING?

Study Services

The Sponsor will pay for or provide the following study-required services at no cost to you: 

1. Urine Pregnancy Test, if performed for the study 

2. cTn lab test, if not performed as part of your normal routine care 

3. Investigational blood tests performed by the study laboratory

If you receive a bill for these services, please contact [insert site-specific contact information; e.g. site principal investigator and study coordinator].

Items/Services Not Paid for by the Sponsor

All other medical services you receive would have been provided to you even if you were not in this study. These services will be billed to you or your insurance company in the usual manner. You will be responsible for paying any deductible, co-insurance, co-payments, for those services, and for any non-covered or out-of-network services. 

WILL YOU BE PAID FOR TAKING PART IN THIS RESEARCH STUDY?

In appreciation for your time and participation in this study, you will receive the following payment for completing the listed study events. 

[insert site-specific language]
ALTERNATIVE TREATMENT 
This is not a treatment study. Your alternative is not to participate in this study. 

WHAT IF YOU ARE INJURED BECAUSE OF THE RESEARCH STUDY?

If you are injured as a direct result of your participation in this study, only the professional services that you receive from [insert name of site] will be provided without charge. These healthcare providers include physicians, physician assistants, nurse practitioners, dentists or psychologists. Any other expenses will be billed to you or your insurance provider. You will be responsible for any deductible, co-insurance, or co-payments. Some insurance companies may not cover costs associated with research studies or research-related injuries. Please contact your insurance company for additional information. 

The Principal Investigator will determine whether your injury is related to your participation in this study. 

No additional compensation is routinely offered.

Please contact [insert name of site principal investigator] if you experience an injury or have questions about any discomforts that you experience while participating in this study. 
INCIDENTAL FINDINGS

Should anything be learned during the study, beneficial or not, that may affect your health or your willingness to continue in the study, you will be informed and an explanation provided. 
HOW LONG WILL THE STUDY LAST AND HOW MANY PEOPLE WILL BE IN THE STUDY?
The four blood samples will be collected from you over about a four-hour period. Each blood sample after the first one will be collected about one hour after the other. If you are discharged from the emergency department before the fourth blood sample is collected, no further blood samples will be collected from you. The first follow up phone call will be about 30 (+10) days after today. The second follow up phone call will be about 90 (+30) days after today. Your participation in this study will be completed after the second follow up.  There will be up to 1500 people in this study.
WHO WOULD YOU CALL IF YOU HAVE ANY QUESTIONS?

If you have any questions regarding the study, if at any time you feel you have had a research related injury, or if you have questions, concerns, or complaints about the research study, you may contact the Principal Investigator, [insert name and contact information of site principal investigator]
If you have any questions related to your rights as a participant in a research study or if you have questions, concerns, or complaints about the research, you may contact the Western Institutional Review Board (WIRB). 

WIRB is a group of people who perform independent review of research. WIRB will not be able to answer some study-specific questions, such as questions about appointment times. 
However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff. 
Western Institutional Review Board® (WIRB®)

1019 39th Avenue SE Suite 120

Puyallup, Washington 98374-2115

Telephone: 1-800-562-4789 or 360-252-2500

E-mail: Help@wirb.com

Or

[Insert Site Specific liaison] 

DO YOU HAVE TO BE IN THIS STUDY?

Your participation in this study is voluntary. You may decide not to participate or you may leave the study at any time. Your decision will not result in any penalty or loss of benefits to which you entitled. If you have to leave the study for any reason, please contact [insert name and contact information of principal investigator]. They will tell you how to stop your participation safely.

CAN YOU BE WITHDRAWN FROM THIS RESEARCH STUDY?

The study doctor may discontinue your participation in the study at any time without your consent if he/she has good reason for doing so (for example, if your health deteriorates, if you do not follow the instructions of the study team, or if the study is stopped for any reason). Data collected about you up to the time of your withdrawal will remain in the trial database and be included in the data analysis. 

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

If you agree to participate in this study, the Principal Investigator will create, collect, and use private information about you and your health. This information is called protected health information or PHI. In order to do this, the Principal Investigator needs your authorization. The following section describes what PHI will be collected, used and shared, how it will be collected, used, and shared, who will collect, use or share it, who will have access to it, how it will be secured, and what your rights are to revoke this authorization. 

Your protected health information may be collected, used, and shared with others to determine if you can participate in the study, and then as part of your participation in the study. This information can be gathered from you or your past, current or future health records, from procedures such as physical examinations, x-rays, blood or urine tests or from other procedures or tests. This information will be created by receiving study treatments or participating in study procedures, or from your study visits and telephone calls. More specifically, the following information may be collected, used, and shared with others. 

· Your demographic information, including name and medical record number

· Complete medical history

· Records of physical exams

· Current medications

· Medical conditions

· Laboratory, X-ray, Ultrasound, and other test results 

· Visits to doctors and hospitals

· Your phone number and mailing or electronic mail address so that we may call or contact you to schedule study visits

· Social Security Number 
You will be assigned a specific study subject ID number by the study staff. Your PHI will be saved by the study staff using this subject ID number to help keep your information confidential. This information will be stored in locked filing cabinets or on computer servers with secure passwords, or encrypted electronic storage devices. 

Some of the information collected could be included in a "limited data set" to be used for other research purposes. If so, the limited data set will only include information that does not directly identify you. For example, the limited data set cannot include your name, address, telephone number, social security number, photographs, or other codes that link you to the information in the limited data set. If limited data sets are created and used, agreements between the parties creating and receiving the limited data set are required in order to protect your identity and confidentiality and privacy.

Your PHI may be collected, used, and shared with others to make sure you can participate in the research, throughout your participation in the research, and to evaluate the results of the research study. More specifically, your PHI may be collected, used, and shared with others for the following study-related purpose(s):

· To evaluate a new investigational blood test and to compare this blood test to risk factors for heart attack.
Once this information is collected, it becomes part of the research record for this study. 
Only certain people have the legal right to collect, use and share your research records and they will protect your privacy and security of these records to the extent the law allows. These people include:

· The study doctor, and research staff associated with this project.
· Other professionals at the [insert name of site] that provide study-related procedures.
Your PHI may be shared with:

· The study sponsor, University of Florida, and Roche Diagnostics Corporation.
· United States and governmental agencies who are responsible for overseeing research, such as the Food and Drug administration, the Department of Health and Human Services, and the Office of Human Research Protections.
· Government agencies who are responsible for overseeing public health concerns such as the Centers for Disease Control and federal, state and local health departments.
· Western Institutional Review Board.
· Your insurance company for purposes of obtaining payment.
Otherwise, your research records will not be released without your permission, unless required by law or a court order. It is possible that once this information is shared with authorized persons, it could be shared by those persons or agencies that receive it and it would no longer be protected by the federal medical privacy law.

Your PHI will be used and shared with others until the end of the study. You are not required to sign this consent and authorization or allow researchers to collect, use and share your PHI. Your refusal to sign will not affect your treatment, payment, enrollment, or eligibility for any benefits outside this research study. However, you cannot participate in this research unless you allow the collection, use and sharing of your protected health information by signing this consent and authorization.

You have the right to review and copy your protected health information. However, we can make this available only after the study is finished.

You can revoke your authorization at any time before, during, or after your participation in this study. If you revoke it, no new information will be collected about you. However, information that was already collected may still be used and shared with others if the researchers have relied on it to complete the research. You can revoke your authorization by giving a written request with your signature on it to the study doctor.  However, if you revoke your authorization you can no longer participate in this study.
CONSENT TO PARTICIPATE IN THIS RESEARCH STUDY
As an investigator or the investigator’s representative, I have explained to the participant the purpose, the procedures, the possible benefits, and the risks of this research study, the alternative to being in the study; and how the subject’s protected health information will be collected, used, and shared with others:

________________________________________________
________________
Signature of Person Conducting Informed
Date 

Consent Discussion
Print: First and Last Name of Person Obtaining Consent and Authorization

You have been informed about this study’s purpose, procedures, possible benefits, and risks; how your protected health information will be collected, used and shared with others. You have received a copy of this signed and dated form. You have been given the opportunity to ask questions before you sign, and you have been told that you can ask questions at any time.

You voluntarily agree to participate in this study. You hereby authorize the collection, use and sharing of your protected health information as described above. By signing this form, you are not waiving any of your legal rights. 

________________________________________________
________________
Signature of Person Consenting and Authorizing
Date 
Print: Name of Subject

Impartial Witness Statement (Use only if Applicable)

If this consent document is read to the subject because the subject is unable to read the document, an impartial witness not affiliated with the research or study doctor must be present for the consent and sign the following statement:

I attest that the information in this consent document was accurately explained to, and apparently understood by the subject. I also attest that the subject freely gave their informed consent to participate in this trial.

________________________________________________
________________
Signature of Impartial Witness 
Date 
Print: First and Last Name of Impartial Witness

BANKING ADDENDUM

Consent To Collect And Store Tissue For Future Research When Identity Of Subject Is Coded And The Codes Are Kept In Locked Files By The Person Conducting The Research

As part of the research project the primary investigator,  the study doctor would like to store some of your blood sample that is not needed for your medical treatment or that was not needed for the research study. If you agree,  the samples will be kept in a specimen bank so that they may be used for future research to learn more about heart disease and other medical problems. Researchers are trying to learn if you are at a risk for having a heart attack, and to determine if you can be discharged or need to be admitted to the emergency department. Even if the research that is done on your tissue cannot be used to help you, it might help other people in the future who experience similar conditions. 

Samples will not be stored for genetic testing. 

The study doctor will be responsible for making sure that your samples are protected in the specimen bank and that your medical information is kept confidential. Your samples will not be stored with your name or other identifying information but instead will be given a code number to protect your identity. The samples and this code number will only be given to researchers whose research is approved by the Institutional Review Board (IRB). (An IRB is a group of people who are responsible for looking after the rights and welfare of people taking part in research). The researchers will not be told who you are. Because the nature and value of any future research cannot be known at this time, any results obtained from using your tissue will not be given to you or your doctor.

The people who use your samples to do research may need to know more about your health. If researchers ask for reports about your health (information from your medical records), the study doctor will not give them or anyone else your name, address, or phone number (unless you are willing to be contacted in the future to take part in more research). Although every effort will be made to keep your information confidential, there is a small risk that an unauthorized person may review your information. Therefore, there is a very slight risk that a test result could be linked to your identity and inadvertently disclosed to you or to a third party. In addition, there are laws that require that research records that have your name on them may be shown to people who make sure that the research is being done correctly. As mentioned in the accompanying consent form, the National Institutes of Health, FDA, and the Institutional Review Board have the legal right to review and copy your medical records related to this research.

There will be no cost to you for any specimens collected and stored in the blood specimen storage bank. Your blood will be used only for research. Your tissue may be shared with other research centres or private companies, in which case the University of Florida may charge the research centre or private company a fee in order to recover the University of Florida’s costs of sharing your tissue. Some new products might be made because of the results of the research that uses your samples. These products might be sold sometime in the future, but, should this occur, you will not get paid.

The choice to let Brandon Allen, MD keep your tissue for doing research is entirely up to you. No matter what you decide to do, it will not affect your care. If you decide that your tissue can be kept for research but you later change your mind, call the study doctor at (telephone number) who will remove and destroy any of your tissue that he still has. Otherwise, the samples may be kept until they are used up, or until Brandon Allen, MD decides to destroy them. 

Please review the following statement and then circle the answer that is right for you. If you have questions, please talk to your doctor or nurse.

I agree that some excess blood may be kept by the study for use in future non-genetic research to learn about prevent, treat, or cure heart disease or other related conditions. If I say YES, my samples will be stored for future use, coded to protect my identity, and that my identity will not be disclosed to anyone without my permission, except when required by law.

YES
NO
Initials _____________
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