informed consent to take part in a research study
(SUGGESTED WORDING)
TITLE OF STUDY:

INVESTIGATOR:  
«fname» «lname», «dgr»









«phone»
SPONSOR: 


«sponsor»
What is the purpose of this form?
You are being asked to participate in a research study. It is important that you read the following explanation of the proposed procedures. This form describes the purpose, procedures, benefits, risks, discomforts, and precautions of the study. It also describes the alternative procedures that are available to you and your right to withdraw from the study at any time. A member of the study staff will read through the consent with you and discuss all the information. When you think you understand the study, you will then be asked if you agree to take part. If you agree, you will be asked to sign this consent form. Once you sign it, we will give you a signed and dated copy to keep.

You may show this consent form to family, other doctors, and friends before you sign it. You may want to discuss it with them to help you decide if you want to be part of the study. If you don’t know another doctor, but want a second opinion about this study, please ask. The study doctor will give you the name of another doctor that you can talk to.

At the end of your participation in the study, the study drug will not be available to you OR list other options that may occur (other possibilities include extension study, FDA approval of the study, off-label use).
Why is this study being done?

This study is being done to test the ______ of the _______, or compared to__________.
What is being studied?
The condition being studied is xxx, which is: (brief description of disease/condition)

You are being to be in this study because you have been diagnosed with XXXX and (list any other significant criteria necessary for study participation).

The study article being studied is/is not approved by the FDA for the treatment of (study condition).  Once your participation in the study is complete, you will not be able to get the study drug. 

What do you need to know about this study?

About ____ subjects will take part in this study at about ____different locations. The entire study will last for about ___days/months/years. Your participation in the study will be about ____ days/months/years.

What will happen during this study?
During this study, you will have:
· (X) office visits 

· Each office visit will be about (x) weeks apart

· This study will have 2 different groups – one group will receive (x)mg of (study article) and the other group will receive a placebo (a pill that looks like the study drug, but does not contain any active medication)

· You will be randomly assigned to a study group by a process similar to rolling a die. You have an equal chance of being in the either group.

Details of Procedures:

Other Important Information:

The following are being performed for the purposes of this study and are not considered standard care:  

· use of study drug, extra blood draws and office visits, being randomized to a study arm

What are the potential risks of being in the study?

Will you be informed of new information relating to the study?
All new findings discovered during the course of this research study that may reasonably influence your decision to continue to participate in this study will be provided to you by your study doctor as such information becomes available.

Does being in this study provide any benefit?
Participating in this study may or may not provide a direct benefit to you.

Who do you contact in the event of an emergency?
If you experience an adverse reaction or a research-related injury during the course of the study, you should immediately contact Dr. «lname» at «phone» or «erphone» (if  during non-business hours). 

If you seek emergency care, or if you are hospitalized, please alert the doctor who is treating you that you are enrolled in a research study being conducted by Dr.  «lname». 

What happens if you have a research related injury?
If you suffer a physical injury as a result of your participation in this study, you will be reimbursed for medical expenses to treat the injury, to the extent not paid by your insurance. You may receive medical care in the same way as you would normally. No funds have been set aside has been made for payments or other forms of compensation (such as for lost wages, lost time, or discomfort).  However, you do not give up any of your legal rights by signing this consent form.

What other treatments are available?

Will it cost you anything to be in this study?

There will be no charge for any of the required tests and procedures during your participation in the study. However, x, y, and z are considered to be standard of care procedures, and you and/or your insurance provider will be billed for the cost of the procedures. If your insurance provider will not pay for the procedures, or you do not have insurance, the sponsor will pay for these procedures.
Will you be paid for being in this study?
To help defray the costs of your participation, you will be paid $__ per each completed visit, (Optional: up to a total of $__ for completing the entire study). If you should not complete the study, you will be paid for each of the visits you have completed. 

(OR, IF NOT paying:) You will not receive any payment or compensation for your participation in this study.
 Do you have to be in this study?
Your participation in this study is voluntary.  Your refusal to participate or your withdrawal from the study will involve no penalty or loss of benefits to which you are entitled.  You may stop your participation at any time without affecting your ongoing medical care. 

Can you be removed from the study without your permission?

Your study doctor may end your participation in this study for any of the following reasons:  

1. If you develop a side effect or medical condition that may place you at risk of further complications by continuing your participation or if you need a medicine not allowed on this study;

2. If you become pregnant;

3. If you are unable to take the study medication 

4. If you are unable to keep your scheduled appointments;

5. If the study is cancelled by the sponsor, the New England Institutional Review Board or by the FDA;

6. For administrative reasons.
Who will have access to your study and/or medical information?

Records of your participation in this study will be held confidential so far as permitted by law.  However, the study doctor, the sponsor or it’s designee, and, under certain circumstances, the Food and Drug Administration (FDA) and New England Institutional Review Board (IRB) will be able to inspect and have access to confidential data that identifies you by name.  Any publication or presentation of the data will not identify you.  By signing this consent form, you authorize the study doctor to release your medical records to the sponsor, the FDA, and the IRB.
Who do you contact if you have questions about the study?

If you have questions or concerns about the study, you can contact Dr.______at (phone number). 

If you have questions about your rights as a research subject, or other concerns about the research, you can contact the New England Institutional Review Board (NEIRB) at 1-800-232-9570.

VOLUNTEER'S STATEMENT:

I have been given a chance to ask questions about this research study.  These questions have been answered to my satisfaction.  I may contact Dr. «tblSiteInvestigatorsLastName» if I have any more questions about taking part in this study.  Dr. «tblSiteInvestigatorsLastName» or the company he/she is employed by is being paid by the sponsor for my participation in this study.

I understand that my participation in this research project is voluntary.  I know that I may quit the study at any time without harming my future medical care or losing any benefits to which I might be entitled.  I also understand that the investigator in charge of this study may decide at any time that I should no longer participate in this study.

If I have any questions about my rights as a research subject in this study I may contact:



New England Institutional Review Board



Telephone: 1-800-232-9570

By signing this form, I have not waived any of my legal rights.

I have read and understand the above information.  I agree to participate in this study.  I understand that I will be given a copy of this signed and dated form for my own records.

__________________________________


__________
Study Participant (signature)





Date

__________________________________

Print Participant’s Name

__________________________________


__________
Person who explained this study (signature)


Date
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