	CONSENT TO PARTICIPATE IN RESEARCH



The information in red is for guidance and needs to be replaced with study specific information by the PI.    Please remove/replace all red text, including these instructions.
Title:  “ Needs to be in quotation marks and include complete title”
Principal Investigator: Complete name and title of PI including office address and contact number
KEY INFORMATION ABOUT THIS RESEARCH:
The following is a short summary of this study to help you decide whether to be a part of this study.  Information that is more detailed is listed later on in this form. [The following should be all one paragraph:]
The purpose of this study is _________________________.
You will be asked to _________________. [include a brief statement of the procedures that will be done.  For example:  You will be asked to complete a survey and a follow-up interview]  We expect that you will be in this research study for _____________.  {hours/days/months/weeks/years, until a certain event]  The primary risk of participation is ______________.    The main benefit is _____________.
Purpose of the study 

You are invited to be in a research study of  type of study because you state why person is eligible for the study.  The purpose of the study is to examine (the stated purpose must be in layman terms.)

Approximately (Number of study participants in complete study) subjects will participate in the study with up to (Number Recruited from site) recruited from this site.  Participation in the study will be a minimum of (length of time required to participate)
Study Procedures and Duration 

Describe all visits and study procedures and the duration for each visit or study procedure; if any procedures are experimental, state specifically that the procedure is experimental.  

In this section you must also explain how the subjects are to be randomized if applicable. 

(i.e. During this phase, you will be assigned by chance (similar to the flip of a coin) to one of two possible treatment groups; (1) or  (2).  You will have a 50/50 chance of being assigned to one of the treatment groups.   Neither your study doctor, nor you, will know what treatment you are receiving. However, if necessary, this information is available.

If there is more than one group, describe the differences between procedures.

Describe here also any alternative procedures or courses of treatment, if any, that might be advantageous to the subject.
Risks and Discomforts
Please describe the risks/discomforts associated with the survey, procedure or anything else involved with the study.  If this is a survey please explain about the risk of confidentiality if the study is not anonymous.  Also explain that some questions may upset the individual.  Please do not state that there are no risks in this study.  There are risks in EVERY study.  

Benefits

Please list all benefits related to the study.  If there is no direct benefit to the subject below is an example that may be used:  There will be no benefit to you from participating in this study.  We hope this study provides information, which contributes to the knowledge of (subject of the survey).  If you are using students as subjects, state that participation in the study will not affect their grades or academic standing.
Costs

Please add one of the following statements as needed (i.e. remove medication or procedures)
“All study treatment procedures required by the protocol and study medication will be provided free of charge during your participation in this study.  You and your insurance company are responsible for the costs related to routine medical treatment. If in doubt about reimbursement, you should contact your third party payor." 
OR
If there are no costs involved in the study, state: "There is no cost to you for participating in this study.
If you are compensating a subject for their time and effort please include a statement similar to the following:  You will be reimbursed for your travel and other expenses at a total sum of $XXXX for the entire length of the study.  If you withdraw or are withdrawn by the study investigators, your reimbursement will be prorated according to the number of visits completed.”

Impartial Third Party Contact
If you wish to contact an impartial third party not associated with this study regarding any complaint you may have about the study or if you have questions about your rights as a subject in this study, you may contact Rebecca German, Human Protections Administrator, Northeast Ohio Medical University, Rootstown, Ohio, 44272, phone (330) 325-6499 or e-mail rgerman@neomed.edu for information and assistance.

Confidentiality
If you agree to become part of this study, your name will be held in confidence.  Only the study staff, sponsor representatives involved in this study, independent ethics committees and inspectors from government regulatory agencies will have direct access to your records to check the study information.

Voluntary Participation / Early Withdrawal
Your participation in this study is voluntary.  You can choose not to take part in the study, or you can quit at any time.  You will not lose any benefits to which you are otherwise entitled. You will not be prevented from participating in future studies.

Significant New Findings 
You will be told in a timely manner of any significant new information that may affect your willingness to stay in this study.

Conflict of Interest:   
This research is funded by (Either state the sponsor’s name or state “not funded”).  The research team (“is” or “is not”) being compensated by the sponsor for conducting the study.  The researchers (“do” or “do not”) however, hold a direct financial interest in the sponsor. 

Include the following sections only if applicable to your study:
Data Use

Include 1 of the 2 statements below only if your study includes the use of identifiable private information or biospecimens.
“This study includes the use of your identifiable data or biospecimens.   The identifiers might be removed from the identifiable private information/biospecimens and after such removal, the information or biospecimens could be used for future research studies.  The unidentifiable date could also be distributed by another investigator for future research studies without additional consent from you.”
OR

“Your information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.”
Commerical Profit:

The specimens we collect from you may be used for commercial profit.  You (will/will not) share in this commercial profit.
Return of Research Results:
Clinically relevant research results, including individual research results, will/will not be disclosed to you. (If they will be returned, describe under what conditions)
Whole Genome Sequencing:
For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen.) 
Informed Consent Statement

I have read the contents of the consent form and have listened to the verbal explanation given by the investigator.  My questions concerning this study have been answered to my satisfaction.  I hereby give voluntary consent to participate in this study.  Signing this consent document does not waive my right nor does it release the investigators, institution or sponsors from their responsibilities.  I may call PI Name or one of his associates during routine office hours at Phone. 
I have been given a copy of this consent form and have had this form explained to me.

________________________________________________

__________________
Signature of Subject







Date

_______________________________________________


__________________

Printed Name of Subject






Date

________________________________________________

__________________

Person Obtaining Consent






Date
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