FORM D – To be used for all Social and Behavioral Science projects
CSUDH Institutional Review Board (IRB)

Consent to Act as a Research Subject (template)

Note to investigators:  All items in blue italics are instructions or optional language AND SHOULD BE DELETED from the actual consent form.

Informed consent is the knowing consent of an individual or his/her legally authorized representative and must be obtained without undue inducement, force, fraud, deceit, duress, or other forms of constraint or coercion.

The consent document should be worded in the second person and must be adjusted for the educational background, age, language, or other characteristics of the subject population.  Avoid jargon.  For the general public, it is recommended that you not exceed a 5th grade reading level.

Use the following format when you will be using a signed consent form.  The items in bold should be included verbatim, however you do not need to put them in bold in your consent document.  Again, Items in italics are instructions for your use and should not be included in the final form.
TEMPLATE

California State University, Dominguez Hills

Consent to Act as a Research Subject

(insert your study title)

Key Information:  Include the following information (everything in black bold type), verbatim, and fill in other details, as specified: You are being invited to participate in a research study. Participation is completely voluntary. The purpose of the study is to (Include one sentence explanation of why).  The study will take a total of (include total time commitment) and you will be asked to (one sentence explanation of study procedures). Risks and/or discomforts to you will be as follows: (Risks can be social, economic, or psychological.  Do not assume that there are no risks although they may be minimal.  Identify the risks or discomforts the subjects might encounter as a result of participation.  Outline the provisions you have made to minimize or eliminate them.  (For example, “Because of the personal nature of the questions that will be included on the questionnaire, you may reflect on unpleasant memories.  If you begin to feel uncomfortable, you may discontinue participation at any time, either temporarily or permanently, and it will not affect your relationship with the researcher” or the school, or the job, etc. as appropriate.). There is no direct benefit to you (or list the direct benefits).  The results from the study may (one sentence explanation of societal benefits).

Investigators:  Provide the name and academic degrees of all investigators involved in the study, the department, institution, and phone number.  If you are a student, include the name of the person supervising your research.
Purpose of the Study:  Provide an explanation of what the study is designed to accomplish using language that is clear to the target audience.  Include the number of subjects being recruited and the eligibility criteria used to identify potential participants.
Description of the Study:  Describe the procedures that will involve the subject, the location where the research will be conducted, and the expected duration of each activity.  If there will be a preliminary screening to determine eligibility, indicate what will happen to the information gained during that screening.  (For example, “To determine if you are eligible to participate, you will be asked to complete a questionnaire about your health history.  If your responses indicate that you are not eligible, the information obtained during screening will be omitted from the study and shredded to protect your privacy.”)  If there will be interviews or questionnaires, indicate the types of topics that will be covered.  Use a list or bulleted format if there are several activities involved.  If there is any procedure that is experimental (a new drug or device, for example), identify and describe it briefly.  

Risks or Discomforts:  Risks can be social, economic, or psychological.  Do not assume that there are no risks although they may be minimal.  Identify the risks or discomforts the subjects might encounter as a result of participation.  Outline the provisions you have made to minimize or eliminate them.  (For example, “Because of the personal nature of the questions that will be included on the questionnaire, you may reflect on unpleasant memories.  If you begin to feel uncomfortable, you may discontinue participation at any time, either temporarily or permanently, and it will not affect your relationship with the researcher” or the school, or the job, etc. as appropriate.) 

Benefits of the Study:  Include a statement to describe the potential benefits to the subject, science and society that may result from this research.  If there are no benefits that the subject can reasonably expect, say so.  If there are possible benefits the subject might expect as a result of the participating, describe them, but indicate there is no guarantee, however, that you will receive any benefits from participating in this study. 

Confidentiality:  Describe the extent, if any, to which confidentiality of records identifying the subject will be maintained (including how the data will be used and stored and who will have access to it. Note: all files containing subject information must be password-protected.  See webpage for details.)  If video or audio tapes are used to record information, describe how they will be used, who will have access, and how long they will be stored or when they will be erased.  Indicate whether the subject will be allowed to review and/or edit the tapes prior to any publication.  If confidentiality will be maintained, include that confidentiality will be maintained to the extent allowed by law.  Inform the participant that there are times when certain information may need to be disclosed to the appropriate authorities such as in cases where the investigator is a mandated reporter.  Such cases may involve the disclosure by the participant of suicidal ideation, homicidal ideation, child or elder abuse.  The following is an example of wording you could use in study cases:  “Please know that the investigator is a mandated reporter for certain types of information you may share.   If you mention suicidal thoughts, intention to seriously harm others or knowledge of child or elder abuse, the investigator will be required to report such information to the appropriate authorities.”  However, feel free to use the best wording that applies to your study.  
Incentives to Participate:  Occasionally incentives (cash, t-shirts, tickets to amusements or toy stores, grades or extra credit for students) are offered to participants to compensate them for their time and effort.  If appropriate, describe what is being offered and what is required of the subject to obtain it. The California law (Penal Code 319) prohibits rewarding or compensating study participants with entry into a chance giveaway (drawing, lottery, raffle, or the like) for any material prize (cash, gift cards, etc.).  However, if the chance to win is not contingent on participating in the study, such drawings can be permitted.  In this case insert the following statement, “You can participate in the drawing even if you do not complete or participate in the study by asking the investigator to include you.” If there is no incentive, just say so.

Voluntary Nature of Participation:  Participation in this study is voluntary.  Your choice of whether or not to participate will not influence your future relations with California State University, Dominguez Hills [include the name of other institutions(s) involved in the research, if appropriate].  If you decide to participate, you are free to withdraw your consent and to stop your participation at any time without penalty or loss of benefits to which you are entitled.
Questions about the Study: If you have any questions about this study or your rights as a participant, you may call the investigator (name and campus phone number), or the Institutional Review Board for the Protection of Human Subjects at CSUDH, 310-243-3756.  

Your signature below indicates that you have read the information in this document and have had a chance to ask any questions you may have about the study.  Your signature also indicates that you agree to be in the study and have been told that you can change your mind and withdraw your consent at any time.  You have been given a copy of this consent form.  You have been told that by signing this consent form you are not giving up any of your legal rights.

Name of Participant (please print)

Signature of Participant
Date



Signature of Investigator
Date


If you are requesting permission to audio or videotape; create a second signature line for that.  An individual could conceivably be willing to participate, but not to be included in an audio or videotape.
Your signature below indicates that you are giving permission to audio/video tape your responses.
Signature of Participant
Date



Subject recruitment and data collection may not be initiated prior to formal written approval from the 

California State University, Dominguez Hills Institutional Review Board
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