	VA  Department of Veterans Affairs
	VA  RESEARCH  CONSENT  SCRIPT

	Subject Name:                                                                                                                   Date:                  

	Title of Study:   Title of Study      

	Investigators: Principal Investigator                  VAMC: Cleveland (541)



[Delete all shaded text and unused examples prior to finalizing the consent document.]
The purpose of this research study… [This section should briefly explain what the research is about and the reason that the potential subject is being asked to participate.  It should be clear that the study involves research.]   You are invited to participate because you are…  [Mention the sponsor of the study, if applicable.  Mention the number of subjects that will be enrolled at all sites and at this site.]
[This section should provide a clear concise statement of what subjects will experience during their participation.  Describe the procedures to be followed in chronological order and in easily understood language.  Spell out acronyms at first use.]
In this study we ask that you come to the Louis Stokes Cleveland Department of Veterans Affairs Medical Center (LSCDVAMC) [mention how many times] to have …
The amount of time required for your participation will be [provide an estimate of the expected duration of the participant’s participation in the study].


The inconvenience of this study is [explain the inconveniences associated with the study,  e.g. attending extra clinical visits, completing daily diaries, collecting and storing daily urine samples, etc.  Explain any discomforts or risks that are reasonably foreseeable.  Include procedures and/or measures used to minimize and risks].  There are no known risks associated with this research – OR – There are certain risks or discomforts associated with this research.  They include…  

[Describe any benefits to the participant and to others that may reasonably be expected from the research.]  You may directly benefit from participating in this study.  The potential benefits to you from participation in this study may include… Your participation in this study may aid in our understanding of….

 – OR – You will not directly benefit from participating in this study; however, your participation in this study may aid in our understanding of….

 
[Describe/disclose alternative procedures or treatments, if any, that could be advantageous to the participant.]  If you do not wish to participate in this study, the following alternative treatments are available... – OR - Your alternative is to not participate.

[Describe the extent to which confidentiality of records identifying the participant will be maintained.]  Your research records will be labeled with a code number.  The list that matches your name with the code number will be kept in a locked file in the research team’s office. The research records will be kept in a password-protect computer file that only the study team has access to.  The results of this research study may be published in scientific journals or presented at scientific meetings, but your name and identity will not be used.  Any information connecting you to the study will be kept strictly confidential.  Your identity may be known to the LSCDVAMC Institutional Review Board, Federal Agencies such as the Government Accounting Office (GAO), the Office for Human Research Protections (OHRP), the Medical Research and Education Foundation [if participant reimbursement is administered by the Foundation], Case Western Reserve University [if faculty], and the study sponsor [if applicable] as it will have access to your records that are related to this study.

Your participation in this study is voluntary and you don't have to take part in it if you don’t want to.  If you choose not to participate, your refusal will not result in any penalty or loss of VA or other benefits to which you are entitled.  And if you join the study, you have the freedom to withdraw from it at any time without penalty or loss of VA or other benefits to which you are entitled.
The following is a list of contact names and phone numbers.

To obtain answers to questions about the research contact the following: 

· During the Day:  [include contact name and contact number]

· After Hours: [include contact name and contact number] 

To voice concerns or complaints about the research contact the following: 
· The Research Compliance Office at (216) 791-3800 ext. 4625, or

· The LSCDVAMC Patient Representative at (216) 791-3800 ext. 4026

To obtain answers to questions about their rights as a research participant contact the following: 
· The Research Compliance Office at (216) 791-3800 ext. 4625, or

In the event that you sustain a research related injury contact the following:

· During the Day:  [include contact name and contact number]

· After Hours: [include contact name and contact number] 

In the event the study staff could not be reached contact the following: 
· During the Day:  [include contact name and contact number]

· After Hours: [include contact name and contact number] 

In the event the you wish to talk with someone other than the study staff contact the following: 
· The LSCDVAMC Institutional Review Board Office at (216) 791-3800 ext. 4658

To provide input concerning the research process contact the following:

· The LSCDVAMC Institutional Review Board Office at (216) 791-3800 ext. 4658

To check whether a study is being conducted at the LSCDVAMC and whether study staff are permitted to represent the study contact the following:

· The LSCDVAMC Institutional Review Board Office at (216) 791-3800 ext. 4658
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