informed consent to take part in a research study

TITLE OF STUDY:

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




«phone»
SPONSOR: 


«sponsor»
INTRODUCTION
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.

PURPOSE 

· Brief explanation of the primary purpose of the study

· Brief explanation of any secondary objectives, if needed

BACKGROUND 

· Brief explanation of condition being studied

· Brief explanation of the study article – what it is, mechanism of action, previous human experience, FDA approval status (including for other conditions)

· Statement of why individual is being asked to be in the study 

GENERAL INFORMATION ABOUT THE STUDY

· List the number of subjects and sites who will participate

· List the length of the study 
· List the length of the subject’s participation
· Explain if the study article is available at the end of the study
STUDY PROCEDURES

General overview (as applicable):

· Number of office visits and timing of visits

· Study articles in use (different drugs, placebo, etc.)

· Description of different study arms

· Explanation of process for assignment to study arms and chance of being in each arm

Details of Procedures:

· Screening procedures

· List all procedures that will occur at each visit

· Description of subject’s obligations at home (when to use study article, when to write into diaries, etc.)

· Process for Early Termination

Other Important Information:

· Medications that should be taken while on study

· Foods that should not be eaten while on study

· Other responsibilities of which the subject should be aware

WHAT IS EXPERIMENTAL

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

· List non-standard care of procedures that are being done 

· (Ex. –use of study drug, extra blood draws and office visits, being randomized to a study arm)

RISKS

· List risks of study article (in lay terms)

· List risks of other study procedures (blood draws, x-rays, etc.)

· If applicable, list risks of breach of confidentiality

· If applicable, state there may be unknown risks including an allergic reaction

Comments on Risks section:

It is recommended that the risk section be organized by the risks by each study drug. In each drug category, group the potential risks their likelihood of occurrence and include a numerical value for the likelihood.  For example:

Likely (20% chance of occurring)

Less likely (10% chance of occurring)

Rare (less than 5% chance of occurring)

Within each “likelihood” group, list the potential risks by organ system, being sure to use only lay terms.  Try to explain the consequences of events. For example, if a potential side effect is elevated liver function tests, also or alternatively state that the liver damage may occur.  Also, state if the potential side effects are likely to resolve, and if so, in what time period. When applicable state what the subject may feel or notice as a result of the abnormality and how severe these effects might be.

Try to avoid providing information that will not further a subject’s understanding of the risks. For example, it is usually not necessary to list details of previous clinic trials, such as the number of subjects in the trial or the length of time of the trial. The goal of the this section is to synthesis the experience with clinical studies and clinical use so that the subject might know what to expect. It is almost never necessary to include side effects secondary to placebo, when these have been reported in placebo controlled trials.

Information for Women

· State any potential or unknown risks to women who are pregnant or breastfeeding

· State any particular birth control requirements/recommendations

Information for Men

· State any particular birth control requirements/recommendations

NEW FINDINGS
· Briefly describe the plan for disseminating any new information to subjects

BENEFITS

· List possible direct benefits to subject. Depending on the phase of the research, there may not be a potential direct benefit to the subject.

CONTACT INFORMATION IN THE EVENT OF AN EMERGENCY

· List PI name and phone number (including non-business hours number) for contact if the subject experiences a research related injury

RESEARCH RELATED INJURY (required only if study is more than minimal risk)

· Describe where/how a subject is treated if he/she experiences a research related injury

· Describe the plan for compensating an individual for the treatment of a research related injury

· If subject’s insurance companies will be billed for research related injuries, explain the plan for uninsured subjects

· Describe the plan for compensating an individual for other expenses related to a research related injury (lost wages, disability, discomfort)

ALTERNATIVE TREATMENT

· List currently approved treatments

· List other options (not being treated, etc.)

COSTS OF PARTICIPATION

· List any additional costs that the subject may incur as a result of participation
· List which parts of the study the sponsor will pay for
COMPENSATION FOR PARTICIPATION

· State amount of compensation to be provided to subjects per visit
· If no compensation, state that there is no compensation
VOLUNTARY PARTICIPATION

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. 

REMOVAL FROM THE STUDY
· List all possible reasons that the PI may remove a subject from the study  (ex., study is terminated by sponsor, the FDA, or NEIRB; subject has a side effect)

CONFIDENTIALITY
· List all entities (FDA, IRB, etc.) that will have access to study records and/or medical records

· Describe procedures in place to ensure that unauthorized individuals do not gain access to the study records

· NEIRB does not require that this section is HIPAA compliant

QUESTIONS ABOUT THE STUDY

· List PI name and phone number for study related questions and concerns

· List NEIRB for questions about rights as research subject

VOLUNTEER'S STATEMENT:

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

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

If I have questions about my rights as a research subject, other concerns about the research, or I am unable to reach the investigator, I can 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 agree to participate in this study.  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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