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SAMPLE CONSENT FOR RESEARCH STUDY

[Note:  ACRIN does not monitor compliance with the Health Insurance Portability and Accountability Act (HIPAA); that is the responsibility of local IRBs. Local IRBs may choose to combine the authorization elements in the informed consent. Information on ACRIN’s HIPAA policy, as well as a template for HIPAA authorization, can be found at www.acrin.org.]
Protocol Title:
Insert the title of the protocol

You are being asked to be in this trial because [reason].  This is a clinical trial (a type of research study) run by the American College of Radiology Imaging Network (ACRIN). Clinical trials include only participants who choose to take part. Please take your time to make your decision. You may discuss it with your family and friends.  <<OPTIONAL (if it is not a cancer trial): The National Cancer Institute (NCI) booklet “Taking Part in Clinical Trials: What Cancer Patients Need To Know” is available to you. >>
You are being invited to participate in this research study.  You are being asked to volunteer because you meet the requirements to enroll into this study.  Include some information about the study, such as the population or disease/indication.  Your participation is voluntary, which means you can choose whether or not you want to be in this study.  Before you make a decision you will need to know what the study is about, the possible risks and benefits of being in this study, and what you will be asked to do in this study.  The research team is going to talk to you about the study, and you will be given this consent form to read.  You can discuss it with your family, friends, or family doctor.  You may find some of the medical language difficult to understand.  Please ask the study doctor and/or research staff about this form or if you have any questions.  If you decide to do this study, you will be asked to sign and date this form.
WHY IS THIS STUDY BEING DONE?

This section should include a detailed and clear explanation of the research and that the device or diagnostic treatment is experimental/investigational.  It can explain the device or the diagnostic treatment has been approved for different indication, if applicable.

The purpose of this study is to…

[Applicable text:]
Phase 2 studies:
Find out what effects (good and bad) INTERVENTION has on you.

Phase 3 studies:
Compare the effects (good and bad) of the INTERVENTION with COMMONLY-USED INTERVENTION on you to see which is better. 

This research is being done because…[Explain in one or two sentences.]
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?  
This section include the total number of study participants to be enrolled in the study, how many study participants will be recruited from each institution, the estimated number of institutions that will be participating in this study, the total duration of the study, and the expected duration of the study participant’s involvement with the study.

About <<total number#>> people will take part in this study.

How Long will I be in the Study?
We think you will be in the study for <<MONTHS/WEEKS, UNTIL A CERTAIN EVENT>>.

[Where appropriate, state that the study will involve long-term follow-up.]

This study is expected to end after all study participants have completed the visits and all the information has been collected.  This study may be stopped at any time by your study doctor, ACRIN, Food and Drug Administration (FDA), or National Cancer Institute (NCI) without your consent because:  [List circumstances, such as in the participant’s medical best interest, funding is stopped, drug supply is insufficient, participant’s condition worsens, new information becomes available.]
· For your health or safety

· For not following study instructions

· For study administrative decision by ACRIN, the study doctor, FDA or NCI

These actions do not require your consent, but you will be informed of any of these decisions if such a decision is made.

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

[Describe any serious consequences of sudden withdrawal from the study.]
WHAT am I being asked to do IN THE STUDY?

Provide explanation in lay terms.  This section should provide an overview of major procedures and milestones that will be expected of the participant.  Then include a full list of study procedures/tests in lay terms with descriptions of them, number of times each items will occur, the amount, the radiation exposure, etc.  
[For randomized studies:]
You will be “randomized” into one of the study groups described below. Randomization means that you are put into a group by chance.  It is like flipping a coin.  A computer chooses which group you are put in.  Neither you nor the researcher will choose what group you will be in. You will have an EQUAL/ONE IN THREE/ETC.  chance of being placed in any group.

[For nonrandomized and randomized studies:]
If you take part in this study, you will have the following tests and procedures:

· [List procedures and their frequency under the categories below. For randomized studies, list the study groups and under each describe categories of procedures. Include whether a participant will be at home, in the hospital, or in an outpatient setting. If objectives include a comparison of interventions, list all procedures, even those considered standard.]
WHAT ARE THE Possible RISKS or discomforts OF THE STUDY?

Describe the known risks and/or discomforts that the study participant may experience during the course of the study and from the study-related procedures and the possible effects of imaging.

While on the study, you may be at risk for these side effects. You should discuss these with the researcher and/or your regular doctor. There also may be other side effects that we cannot predict. Other drugs will be given to make side effects less serious and uncomfortable. Many side effects go away shortly after the << INTERVENTION>> is stopped, but in some cases side effects can be serious, long lasting, or permanent.    

· [List in bullets by regimen the physical and nonphysical risks of participating in the study in categories of “very likely”, “less likely but serious” and “rare.” Nonphysical risks may include such things as the inability to work.  Highlight or otherwise identify side effects that may be irreversible or long-term or life threatening.]

Reproductive risks [if applicable; delete language or sections that are not applicable]: If you are pregnant or nursing or plan to become pregnant during the course of the study, you cannot take part in this research study.  We do not know the effects on the fetus; breast-feeding baby or mother-to-be and this study may cause harm.  Because the <<drugs/imaging>> in this study can affect an unborn baby, you should not become pregnant or father a baby while on this study. You should not nurse your baby while on this study. 
During the study and for the <<insert the length of time>> after your final treatment, you need to take safety measures to prevent pregnancy by not having sex or by using medically accepted method of birth control such as a diaphragm, cervical cap, condom, surgical sterility, and/or birth control pills.  If you or your partner does become pregnant, you will need to tell your study doctor immediately.  

Ask about counseling and more information about preventing pregnancy. [May include a statement about possible sterility and attach additional information about contraception, etc. when appropriate.]
what ARE THE Possible BENEFITS OF TAKING PART IN THE STUDY?

This section should include statement that there may not be any benefit, direct or indirect, to the study participant.  Describe possible/anticipated benefits that the subject may experience and the possible/anticipated benefits to society.

If you agree to take part in this study, there may or may not be direct medical benefit to you. We hope the information learned from this study will benefit other patients with <<insert the indication being studied>> in the future.

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

You may choose to not participate in this study.  If you refuse to participate, there will be no penalty or loss of benefits to which you are otherwise entitled.  Your doctor can tell you more and other possible options of the different available treatments for your <<insert the indication being studied>>.  

WHAT ABOUT CONFIDENTIALITY?

You understand that every attempt will be made by the investigators to keep all the information collected in this study strictly confidential, including your personal information. We cannot guarantee absolute confidentiality. Records of your progress while on the study will be kept in a confidential form at this institution and in a computer file at the headquarters of the American College of Radiology Imaging Network (ACRIN).  All data sent to ACRIN over the Internet will be coded so that other people cannot read it.  Your personal information may be disclosed if required by law.  

You further understand that authorized representatives of ACRIN, the Food and Drug Administration (FDA), the National Cancer Institute (NCI), the Institutional Review Board (IRB) of <<Institution>> and other groups or organizations that have a role in this study will have access to and may copy both your medical and research records due to your participation in this study.  This access is necessary to ensure the accuracy of the findings and your safety and welfare.  If any publication or presentations result form this study, you will not be identified by name.  Results will be reported in a summarized manner that you cannot be identified.

Your <<images>> will be kept permanently on file at ACRIN and may be used for future research.  All personal identifiers are removed and replaced with unique identifying number.
Will I have to pay for anything?

This section should include procedures/tests that will be covered by the study.  Procedures that are not covered by the study should include a statement to indicate that they will be paid either by the patient or a third party payer (insurance, etc.).

Taking part in this study may 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 may be billed for the costs of medical care during the study if these expenses would have happened even if you were not in the study, 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.

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.

WILL I BE PAID FOR BEING IN THIS STUDY?

This section should describe any monetary compensation, if subjects are being compensated for their time and travel.  An itemized amount of the total monetary compensation ($ amount per each visit/procedure or upon completion of the study) should be documented here.  If no compensation is provided, a statement indicating that is needed in this section.

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

WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is voluntary. You may choose not to take part in the study.  If you decided to participate, you are free to leave the study at any time.  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.  
During the study, we may find out more information that could be important to you.  A Data Safety and 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.

At any time, the study doctor may discontinue your participation in this study.  The study doctor may decide to take you off this study if...[include reasons]

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

(This section must be completed)
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 ER doctor of their participation in a clinical trial.


Name


Telephone Number
For information about this study, you may contact:


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?

You may call the NCI’s Cancer Information Service at

1–800–4–CANCER (1–800–422–6237) or TTY: 1–800–332–8615

You may also visit the NCI’s Web sites for comprehensive clinical trials information, http://cancertrials.nci.nih.gov, or 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 have also had the opportunity to take this consent form home for review or discussion if you want to.  

You willingly give your consent to participate in this study.  A copy of this signed consent form will be given to you.  You may also request a copy of the protocol (full study plan).



__________________
Printed Name of Study Participant/
Signature
Date
Legal Representative



__________________
Printed Name of Person Obtaining Consent 
Signature
Date
Consent for Pathology Collection and/or Biomarker specimen: a separate consent can be drafted for the pathology collection and/or biomarker specimen.  It can also be incorporated into the sample informed consent form.
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