.  ______________________________________________________________________ YOUR LANGUAGE SHOULD BE APPROPIATE FOR THE POPULATION YOU ARE STUDYING 
************************************************************************SFASU
CONSENT TO PARTICIPATE IN A RESEARCH STUDY
(TITLE OF RESEARCH STUDY)

(The study title should be placed at the top of all pages of the consent form).
The following information describes the research study in which you are (your child is) being asked to participate.  Please read the information carefully. At the end, you will be asked to sign if you agree to participate (and/or to allow your child to participate). 
PURPOSE OF STUDY:                                                                                                             You are being asked to participate in a research study.  The purpose of this study is to (describe the purpose of the study in general terms in lay language that will be understandable to the research subject/parent/guardian).

(Optional) You are (Your child is) being asked to be in the study because: (Include only if it makes sense to tell participants why they are being approached.)   

PROCEDURES:                                                                                                                           (Describe the step-by-step activities [i.e., procedures] in which the subject will be involved. You may wish to number the steps for added clarity.) 

Describe in lay language, step-by-step, what will be required of, or done to, the research participants. Be concise.  If the procedures are all to be listed in the consent form and there are multiple steps, use headers, bullets, tables, pictures when appropriate. 

· If it is important for the participants to know prior to consenting that the study involves randomization, explain that they will be assigned by chance, like flipping a coin, to a study group.  Explain the study groups.

· Indicate if there are specific requirements of the research participants, such as follow-up interviews or questionnaires. 

· If appropriate, give the number of participants; if multicenter, give figures of all sites combined

· Questionnaires: What types of questions are being asked.

· Interviews: What type of questions are being asked

· Observation: What activities are being observed

· Audio/Video: Will the participant be audio or video taped.

· Medical Records: If medical records will be accessed, what type of information will be extracted.

The length of time you are (your child is) expected to participate in the study is (estimate total duration of the subject's participation, either as a one-time activity or as a repeated activity over a period of time).
RISKS AND/OR DISCOMFORTS:                                                                                          Describe immediate and long-term physical, psychological, and social risks/discomforts. Describe how the researchers are minimizing the risks/discomforts.  If there are no known risks state this fact.
We do not anticipate you (your child) will experience any personal risk or discomfort from taking part in this study.  
or This study may involve some risks or discomfort to participants.  Risks of participation might include...  (Note any discomforts participants may encounter, explaining their significance. Outline risks, physical or psychological, that could be greater than those encountered in everyday life.  Describe provisions you have made to address such risks.)There may be uncommon or previously unknown risks.  You should report any problems to the researcher.

· Questionnaires/ Interviews: You may skip any question you do not wish to answer (if applicable).

· Audio/Video: If you feel uncomfortable being audio/ videotaped, it can be turned off at your request (if applicable).

BENEFITS:                                                                                                                                      It is possible that you (your child) will benefit from this study by... (Describe potential benefits to the individual research subject.  Note that compensation for participation is NOT considered a benefit.) 
or No benefit can be promised to you (your child) from your participation in this study.  The study is expected to benefit (define the larger population, e.g., science or society) by (describe potential benefits to the larger population).  
ALTERNATIVES:
If the study is examining an investigational treatment/intervention and the subject has other options for treatment outside the study, those alternatives must be explained. A standard alternative is to not participate in the research.
CONFIDENTIALITY: 

(Describe the extent to which confidentiality of research records identifying the subject will be maintained. Briefly but as clearly as possible describe the key procedures for protecting the privacy and confidentiality of the individual’s data, such as, 

· How records will be secured.

· Who will have access to individually identifiable data (e.g. research collaborators, sponsors, etc.).

· Whether names or ID numbers will be used (if codes or numbers are assigned, describe how the linkage file will be secured). 
By signing this consent, you authorize the Investigators(s) and his/her/their staff to access your (study information) as may be necessary for purposes of this study. 

If the study is industry-sponsored, add- This information will also be shared with the Sponsor of this study, and persons working with the sponsor to oversee the study].  The investigators and their assistants will consider your records confidential to the extent permitted by law.  The U.S Department of Health and Human Services (DHHS) may request to review and obtain copies of your records.  Your records may also be reviewed for audit purposes by authorized University or other agents who will be bound by the same provisions of confidentiality. 
· For studies having a federal Certificate of Confidentiality:

· Insert language provided by the federal agency that issued the certificate or ask your IRB for appropriate language.

· For studies that involve video or audio recording:

· Describe what will be done with tapes.

· Include plans for storage during use and what will be done after transcription, e.g., how long the tapes will be kept.

· Advise participants that audio and video recordings may be requested to be turned off, if that is true for the study.  
· For studies that involve group interviews or focus groups
· Advise participants that they do not need to reveal their name, or that they may use a fictitious name.  
· Advise participants that they must agree not to reveal anything they learn from group discussions or other activities.
· For studies that involve an interpreter:

· Describe how you will help ensure that the bilingual interpreter will maintain confidentiality.

COSTS:                                                                                                                                         There are no costs associated with your (your child's) participation in this study.  or (Describe any costs to the subject for participation in the research project. 

(If relevant) Although injury is unlikely, if injury should occur, treatment will in most cases be available.  If you (your child has) have insurance, your (your Child’s) insurance, or if your (your child’s) insurance company refuses to pay, you (your child) will be expected to pay.  Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not routinely available.

or (Describe any compensation to the subject for participation in the research project).   [Compensation may include cash payments or reimbursements to the subject, free services that the subject would not otherwise receive, or credit in academic courses.].) 
If the study places the participant at some risk of injury, include the following statement:  You (your child) may be exposed to risk of injury from participation in this study.  If injury occurs, treatment will in most cases be available.  If you (your child) have insurance, your (your child’s) insurance company may or may not pay for these costs.  If you (your child) do not have insurance, or if your (your child’s) insurance company refuses to pay, you (your child) will be expected to pay.  Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not routinely available.  (For sponsored studies and other risks, please see the boiler plate language on the HSRO Website)
COMPENSATION:                                                                                                                  

If there will be compensation, say so. Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the participant withdraws from the study prior to completion.   Include information about any reimbursement for parking, transportation, etc. If there will not be compensation, say so.
RIGHT TO DECLINE OR WITHDRAW:                                                                                                       Your (your child’s) participation in this study is voluntary.  You (your child is) are free to refuse to participate in the study or withdraw your (his/her) consent at any time during the study.  (If relevant) Your (Your child’s) withdrawal or lack of participation will not affect the treatment you (are/ will be) receiving at (clinic).  The investigator reserves the right to remove you (your child) without your (your child’s) consent at such time that they feel it is in the best interest for you (your child).

If you are an employee or student at SFASU, your desire not to participate in this study or request to withdraw will not adversely affect your status as an employee or grades.
 

CONTACT INFORMATION:                                                                                           (Principal Investigator's name) (phone number) will gladly answer any questions you may have concerning the purpose, procedures, and outcome of this project. If you have questions about your rights as a research subject you may contact Office of Research and Sponsored Programs (ORSP) 936-468-6606 or the SFASU IRB at irb@sfasu.edu
PARTICIPANT AGRREMENT:                                                                                                    I have read the information in this consent form and agree (to allow my child) to participate in this study.  I have had the chance to ask any questions I have about this study, and they have been answered for me. I am entitled to a copy of this form after it has been read and signed. 
____________________________                               __________________

Signature of Participant




    Date

____________________________                               __________________
Signature of person obtaining consent                                    Date
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