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INFORMED CONSENT FORM TEMPLATE
Randomized Controlled Study of a Rapid “Rule Out” Strategy 
Using CT Coronary Angiogram Versus Traditional Care 
for Low- to Intermediate-Risk ED Patients with Potential Acute Coronary Syndromes
[Note:  The American College of Radiology Imaging Network (ACRIN) complies with the privacy measures put forth by the Health Insurance Portability and Accountability Act (HIPAA). 
However, ACRIN does not monitor compliance with HIPAA; that is the responsibility of 
the local institutions and their Institutional Review Boards (IRBs). Local IRBs may choose 
to combine the authorization elements in the informed consent.]
The American College of Radiology Imaging Network (ACRIN) is conducting a research study known as a clinical trial. Clinical trials include only people who choose to take part. Please take your time in deciding whether you want to be involved in the clinical trial. You are encouraged to discuss your decision with your friends and family. You can also discuss it with your health care team. If you have any questions, you should ask your study doctor for more explanation. If you decide to do this study, you will be asked to sign and date this form.
You are being invited to participate in this research study because you may have a heart condition.  The treating doctor who is caring for you in the Emergency Department believes you might have acute coronary syndrome, a heart condition that can cause chest pain and other symptoms because the heart is not getting enough blood. Acute coronary syndrome is caused by the build-up of plaque in arteries that deliver blood to the heart; this plaque can cause the pathways to narrow or be completely blocked. Heart attacks, also called myocardial infarctions or MIs, can be caused by acute coronary syndrome.

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to determine if an imaging procedure called computed tomography (CT) coronary angiography, or simply called CT angiography, can safely and rapidly determine whether or not a person’s chest pain is related to a heart problem. Your study doctors want to see if the CT scan can safely provide enough information to Emergency Department doctors to send people at low- to intermediate-risk for acute coronary syndrome home without having to stay overnight in the hospital. 
This study will compare the effects—good and bad—of two different ways of diagnosing heart disease in the Emergency Department. People who agree to join this study will be randomly selected to receive a CT scan or to undergo routine care. In the one year that follows this Emergency Department visit, your study and treating doctors will check to see if you need other tests and/or treatment for your heart after you leave the Emergency Department.
About CT Coronary Angiography

CT coronary angiography is a heart-imaging technique that allows doctors to see your heart without having to put any tubes in the body. It is a type of x-ray that can take as little as about 10 minutes. A contrast agent containing iodine is injected into your veins to help create clear and detailed pictures. Your study doctor may also wish to give you one or more medications to slow your heart rate and make the blood vessels larger to improve the CT images.  You will not be given these medications if you have any medical condition or are taking other medications which may cause problems with giving these medications.  Please let your study doctor know if you have a history of asthma or other lung disease, allergic reactions to any medication, or if you have recently taken medications such as Viagra, Cialis, or similar.
The pictures the CT angiogram show where the fat and the calcium have built up around and in the heart. These materials, called plaques, build up and can block the flow of blood needed to keep the heart healthy. If untreated, the muscle of the heart can be damaged or die.

About the Contrast Agent

In order to better distinguish healthy tissues(s) from disease on the CT angiogram, an intravenous (IV) contrast agent will be used. The contrast agent (dye) used in CT, although very safe, has been associated with allergic reactions. Allergic reactions to these types of contrast agents are rare and most are mild, but some can be life threatening. Every effort will be made to screen you for allergies before an agent is given.

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 
About 1365 people with possible acute coronary syndrome will take part in this study.  This study will be conducted at least four emergency departments.  
How Long will I be in the Study?
You will be directly in the study for about one (1) year, starting with the day you come to the Emergency Department. This may include contacting outside institutions and treating doctors caring for you to request access to your medical records from during this year period. Whether you are admitted to the hospital or allowed to leave the same day of your Emergency Department visit, your study doctors will want to gather information about your heart health. The study team will contact you about 30 days and one (1) year after you arrive in the Emergency Department.  The trial will continue for about two (2) to three (3) years. 
This study is expected to end after all study participants have completed the visits and all the information has been collected. The study may be stopped at any time by your study doctor or by ACRIN without your consent for the following reasons: 

· Your health or safety may be at risk;

· You have not been following study instruction;

· A study administrative decision has been made by ACRIN or your study doctor.

These actions do not require your consent, but you will be informed of any of these decisions.

You can stop participating at any time. Your decision to stop participating in the study will not interfere with your future medical care. However, if you decide to stop participating in the trial, we encourage you to talk to your study doctor and your treating doctor first.

WHAT am I being asked to do IN THE STUDY?

If you agree to take part in this study and determined to be eligible by your study doctor, you will be asked to read and sign this consent form before you are enrolled to participate in this trial and before any study procedures are performed.  When you are enrolled into the study, you have the following tests and procedures. <<Next sentence for the blood banking procedure will only apply for institutions that are participating in the blood banking component of the trial.  Those who are not participating, please remove.>> As part of this study and if you agree, blood samples will be taken and will be sent and stored at Hospital of University of Pennsylvania for future correlative research.    

See the Study Chart at the end of this section for a visit-by-visit outline of what will be expected of you if you decide to participate in this trial.

Standard medical procedures that are part of regular standard of care and would probably be done even if you do not join the study:

· A review of your medical history;

· A physical examination, including vital signs;

· Blood tests;

· Electrocardiogram (ECG) to test the heart’s electrical pattern;

· Blood pressure tests.
Medical procedures that are being done specifically because you are in this study (these may or may not be done if you were not in this study):

· Blood samples collection and storage for future research (optional);

· Pregnancy test for female participants of childbearing age, if necessary per standard practice at your institution;

· CT angiography;

· Telephone follow up to discuss your heart health after 30 days and after 1 year from the time you arrived in the Emergency Department;

· Medical record review, as needed to confirm heart-related testing and treatment, after 30 days and after 1 year from the time you arrived in the Emergency Department.

Blood sample collection – this is an optional procedure: 
<<Following language for the blood collection procedure will only apply for institutions that are participating in the blood banking component of the trial.  Those institutions who are not participating, please remove.>>
If you are a patient at the Hospital of the University of Pennsylvania or Penn Presbyterian Medical Center, your study doctors would like to collect and store your blood that may be later used to look for changes in blood associated with acute coronary syndrome.  This is an optional procedure in this study, so you may choose to be in the study but not to have the blood sample collection. Time may not allow for all of the blood samples to be taken, so you may not have three blood draws. If you agree, the blood specimens will be collected, stored, and used in future research to learn more about other diseases.  All your personal information will be removed from the sample before it is shared and stored.

If you agree, you are being asked to have one (1) tube of blood taken at the following times:

· When you get your 1st blood test as part of your treatment;
· About 90 to 180 minutes after your 1st blood test;

· About 6 hours after your 1st blood test or prior to being discharged from the hospital.

The blood sample will be given only to the approved researchers and will not be sold.  The research done on the blood will also be reviewed and approved by the researcher’s institutional review board (IRB).  The research done with your blood will probably not help you but it may help other people who have a heart condition in the future.  Reports about the research done with your blood will not be given to you or your treating doctor.  These reports will not be put into your medical records and it will not have an effect on your care.  

I agree to participate in the blood sample collection and storage for future research portion of this study.

( YES
          ( NO



 Participant’s Initials

If you agree to participate in this study, you will be assigned to one of two different study groups. It is important to know that the study doctors and staff who are conducting this trial will not choose which of these two groups you will be placed into. Instead, you will be placed randomly into one of the groups. The study group (A or B) that you will be assigned will be determined randomly like a coin flip. In this study, the “coin flip” will make you twice as likely to be in Group B than in Group A (see descriptions below).
For Group A (Standard Care) 
If you are put into Group A (what is know as the control group), you will receive standard of care as determined by your study and treating doctor, which includes a blood test and ECG.  Your treating doctors may determine that no additional testing is needed per standard of care; or, may find it necessary to test your heart with a cardiac stress test or cardiac catheterization.

In addition, if you agree to the blood collection, you will have one tube of blood taken from a vein in your arm (about 1 tablespoon of blood) up to three times over the first 6 hours of your visit. Your blood sample will be stored at the Hospital of the University of Pennsylvania for future research. 

For Group B (Standard Care + CT Scan)
If you are put into Group B, you will receive standard of care as determined by your study and treating doctor, which includes a blood test and ECG.  After the results of your 1st blood test, you will receive a CT scan of your chest/heart.  
If your CT scan results come back negative, you will be released from the hospital to go home. If your CT coronary angiography results come back positive, then you will be admitted to the hospital and your treating doctors will decide what is best for you.  The clinical information about your symptoms and condition while in the hospital will be recorded for this study. 

In addition, if you agree, you will have another tube of blood taken from a vein in your arm (about 1 tablespoon of blood).  You will have blood taken up to two (2) other times over the first 6 hours of your visit. Your blood sample will be stored at the Hospital of the University of Pennsylvania for future research.

Both Groups A and B

Regardless of which group you are in, your treating doctor(s) will want to gather information about your heart health, including what tests and treatments you have had and whether you’ve returned to the hospital, after you leave the Emergency Department. We will ask you to provide your contact information, including your mailing address, and the name of another person or doctor(s) we can contact who knows about your health should you be unavailable to provide any information. We may need to access your medical records at facilities outside of this one. Whether you are admitted to the hospital or allowed to leave the same day of your Emergency Department visit, the research staff will contact you and your treating doctor(s) about 30 days and about one (1) year from the time you arrived in the Emergency Department. 
An outline of the study follows …

STUDY CHART

	VISIT 1: 
Phase 1 – Eligibility and Randomization to Group A 
or Group B

	· Read and sign the informed consent form;

· Provide contact information for yourself, including your mailing address, and for another person or doctor(s) that can be contacted regarding your heart health to collect information about your care from one (1) year following your entrance into the trial;

· Have a physical examination, including vital signs;

· Provide medical history;

· Have blood test(s) for clinical and/or collection (if you are eligible and volunteer);
· Have an ECG.

	Phase 2 – After Registration and Randomization: GROUP A
	· Have diagnostic treatment and testing;

OR

· Be discharged per standard of care as your treating doctor(s) recommends; 

· Have a blood sample collected, if you volunteer.

	Phase 2 – After Registration and Randomization: GROUP B
	· Have diagnostic treatment and testing per standard of care as your study and treating doctors recommend; 

· Have a clinical blood test (unless two blood tests have already been collected during observation);

· Have a CT angiogram;

· Have a blood sample collected, if you volunteer.

	Phase 3 – CT Scan Results: GROUP B ONLY

	Depending on the results of your CT angiogram:

· If negative, you will be discharged from the hospital;
· If positive, you will be admitted to the hospital.

	Phase 4 – Discharge From the Hospital 
	· Obtain and confirm treatments with your treating doctor. 

	VISIT 2: 
Telephone Contact After 30 Days From the Time You Arrived in the Emergency Department
	· Provide additional medical information from time of your ED visit up to 30 days after regarding your heart health.

	VISIT 3: 
Telephone Contact After 1 Year From the Time You Arrived in the Emergency Department
	· Provide additional medical information from time of your ED visit up to 1 year after regarding your heart health.


WHAT ARE THE Possible RISKS or discomforts OF THE STUDY?

While on the study, you may be at risk for these side effects if you have the following procedures. You should discuss these with your study and/or treating doctor(s). There also may be other side effects that we cannot predict. Many side effects go away shortly after the CT scan is stopped, but in some cases side effects can be serious, long lasting, or permanent.  

Risks Associated With Intravenous (IV) Catheter Placement 
for Contrast Agent and/or Blood Collection 

Likely

· Minor discomfort;

· Bruising;

· Pain in the injection site.

Rare

· Fainting;

· Bleeding;

· Infection.

Risks Associated With the Contrast Agent for the CT Scans

Rare

· Nausea;

· Vomiting;

· Hives;

· Rash.

Very Rare, Potentially Life Threatening

· Allergic reaction;

· Kidney failure;
· Malfunction of worn or implanted electronic medical devices.
When you receive the contrast during the CT scan, you may experience a warm or hot sensation and/or a metallic taste in your mouth. These are normal reactions and are not dangerous.
If you experience an allergic reaction, with the CT contrast agent, you will be treated for the reaction.  If you have allergies or have had an allergic reaction to contrast in the past, please notify your study doctor and research staff who are explaining this study.

If you wear or have electronic medical devices implanted such as a pacemaker or a drug pump, please make sure you tell your study doctors and research staff.  It was recently reported by the FDA that the CT scan may cause the malfunction of electronic implanted medical devices.
Risks Associated With CT Coronary Angiography Scans (CT Scans)  

Likely

· Discomfort from lying still on the enclosed scanning table;

· Claustrophobia;
· Reaction to a medication given to you as part of the CT procedure (such as a beta blocker).
Risks Associated With Blood Collection 

Likely

· Minor discomfort.

Rare

· Fainting;

· Bleeding.

Radiation Risks

<<Each site may need to modify this section to quote the correct CT dosimetry for its own cardiac CT scanner in accordance with its own institutional policies and procedures. The following language and dosing range is an example only.>>

For example:
There are some risks from the CT scans used to evaluate your heart health in this study. This research study involves exposure to radiation from the CT angiogram and therefore you will receive a radiation dose. Radiation dose associated with this study will range from approximately 2 mSv to 21 mSv. This is often less than the radiation (10–22 mSv) a patient is exposed to when they have images taken before and after a stress test, called a nuclear stress test, which is currently one of the most widely used tests for diagnosing heart disease. At doses much higher than you will receive, radiation is known to increase the risk of developing cancer after many years. The dose that you will receive will very likely have no effects at all. Measures are taken to ensure that you are an appropriate candidate for these tests and that the risks to you are minimal. 

Reproductive Risks 

Because possible exposure to radiation can damage an unborn baby, you will need to inform your study doctor or research staff if you are pregnant or suspect that you may be pregnant. If you are pregnant, you will not be able to participate in this study.  If you are unsure, you will need to have a negative pregnancy result per the usual standard of care prior to enrolling and/or prior to imaging in this trial. 
For more information about risks and side effects, ask your study doctor.

what ARE THE Possible BENEFITS OF TAKING PART IN THE STUDY?
Taking part in this study may or may not make your health better. The potential benefit to you may be that your treating doctors are able to determine faster whether or not your symptoms are related to your heart. This may decrease time and money for you and other patients with similar issues. We hope the information learned from this study will benefit other patients with potential heart problems in the future.

WHAT OTHER Choices Do i have if i do not want to participate?

You may choose not to take part in this study. If you choose not to participate, there will be no penalty or loss of benefits to which you are otherwise entitled. Please talk with your study and/or treating doctor(s) about this and other options.
WILL MY MEDICAL INFORMATION BE KEPT PRIVATE?
We will do our best to make sure that your personal information will be kept private. However, we cannot guarantee total privacy. Your personal information may be given out if required by law. Records of your participation on this study, your progress, and images submitted (CT Angiography scans) while you are on the study will be kept in a confidential form at <<Institution>> and in a computer file at the headquarters of the American College of Radiology Imaging Network (ACRIN) in Philadelphia. All data sent to ACRIN over the Internet will be coded so that other people cannot read it. All personal identifiers are removed and replaced with a unique identifying number. 
You further understand and agree that authorized representatives of ACRIN, the Pennsylvania Dept. of Health, the Institutional Review Board (IRB) of <<Institution>> and other groups or organizations that have a role in this study may, without obtaining additional consent from you, have access to and copy both your medical and research records, including the results of your participation in this study. This access is necessary to ensure the accuracy of the findings, the completion of the study, and your safety and welfare. If any publication or presentations result from this study, you will not be identified by name. Results will be reported in a summarized manner in which you cannot be identified.

Your research records and images will be kept permanently on file at ACRIN and may be used for future research. All personal identifiers are removed and replaced with a unique identifying number. The information that may be done with the information will not specifically help you. But, it might help people in the future who have a heart condition and other diseases.
Will I have to pay for anything?

Taking part in this study may or may not lead to added costs to you or your insurance company.  Please ask your study doctor about any expected added costs or insurance problems.

You and/or your health insurance will be charged for any portion of your care that is considered standard care or if your insurance agrees in advance to pay. You and/or your insurance company will be charged for continuing medical care and/or hospitalization. You may be responsible for any co-payments and deductibles that are standard for your insurance coverage. 
You or your insurance company will not be charged for the following part of this research study: 

· Blood samples collected for future research;

You will receive no payment for taking part in this study.

WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY?

It is important that you tell your study doctor, <<insert name>>, if you feel that you have been injured because of taking part in this study or if any medical emergency, injury, or illness occurs during this study. You can tell your study doctor in person or call him/her at <<insert telephone number>>.

In the case of medical emergency, injury, or illness during this study, emergency medical treatment is available but will be provided at the usual charge. You and/or your insurance will be responsible for the cost of the medical care of that illness or injury. There is no financial compensation that has been set aside to compensate you in the event of injury.

WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is your choice. You may choose to or not to take part in the study. If you decided to participate, you are free to leave the study at any time. No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits. Leaving the study will not result in any penalty or loss of benefits to which you are entitled. Your decision whether or not to participate in this study will not interfere with your future care. You can still get your medical care from our institution.
During the study, we may find out more information that could be important to you. A Data and Safety Monitoring Board (an independent group of experts) may be reviewing the data from this research throughout the study. This includes information that might cause you to change your mind about being in the study. If information becomes available from this or other studies that may affect your health, welfare, or willingness to stay in this study, we will tell you about it as soon as possible.

WHO CAN ANSWER MY QUESTIONS ABOUT THE STUDY?

(This section must be completed)
You can talk with your study doctor(s) about any questions or concerns you have about this study. Contact your study doctor <<insert name>> at <<insert telephone number>>.

This document explains your rights as a study participant. It you have any questions regarding your participation in this research study or you have any questions regarding your rights as a research participant, do not hesitate to speak with your study doctor or anyone listed below. 

For additional information about your health or medical emergency, you may contact: Usually the name of the local hospital information is provided and with instructions to study participants to inform the emergency care doctor of their participation in a clinical trial.


Name


Telephone Number
For information about your rights as a research subject, you may contact <<Institution Name>> Institutional Review Board (a group of people who review the research to protect your rights):
(Provide the name of local IRB contact person)


Name


Telephone Number
WHERE CAN I GET MORE INFORMATION?

For more information, you may also visit the American College of Radiology Imaging Network web site, www.acrin.org.
Acknowledgement

When you sign this document, you are agreeing to take part in this study. This means you have read all the above information, asked questions regarding your participation, and received answers that you understand to all your questions. 

You willingly give your consent to participate in this study. A copy of this signed informed consent form will be given to you. 

Printed Name of Study Participant/
Signature
Date

Legal Representative

<Insert other signature and date lines as appropriate per local IRB policies and procedures>
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