Guidance on Developing an Informed Consent Statement

Elements of an Informed Consent Statement (ICS)
See 45 CFR 46.116 (1998)
1- That the study involves research; 
2- The purposes of the research; 

3- The expected length of time of research participation; 

4- The procedures to be performed and which, if any, are experimental; 

5- Reasonably foreseeable risks and discomforts; 

6- Reasonably expected benefits to subjects or others; 

7- Alternatives, including treatment, that could benefit the individual more than research participation; 

8- The level of confidentiality protecting any identifiable information recorded on the subject; 

9- Whether compensation and medical treatment will be available for injuries resulting from research; 

10- The identity of the person(s) to notify if the subject has questions or suspects research-related injury; and 

11- That participation is voluntary, refusal will not be penalized, and participation may cease at any time without penalty. 

SAMPLE INFORMED CONSENT STATEMENT
You are being asked to take part in a research project called  [The project title goes here] conducted by [Investigator’s name, degree, and affiliation]. The purpose of this study is [to learn more about whatever the topic is]. The expected length of time of your participation is [fill this in]. During the course of this study, the following will occur: [using lay language, describe step-by-step what will be required of, or done to, the research subject. State what information will be gathered and whether by interviews, record extraction, etc.] 

The possible risks to you as you take part in this study may be thoughts and feelings of sadness as you think about your past, your family, and what you did to get here [Replace our example with a complete description of the risks]. You have been told that, should you want to, you can be referred to staff at [the DTC Office] to talk about this experience afterwards [if this is necessary].

You will not benefit directly from taking part in this study. Your charges, sentence, court conditions, program requirements or your treatment by AOC staff will not change. Answering questions may help people know more about [whatever the topic is].

Since this research does not involve treatment, there are no alternative therapies or treatment. You may choose not to take part.  All answers that you give will be kept confidential. There are several exceptions to this secrecy: if you tell the researcher that you are thinking about hurting yourself or hurting someone else, this information is not a secret. The researcher must pass this information on to AOC staff.

The researcher is using [specify your methods here] to ensure the confidentiality of your identity and your answers. [Indicate how privacy and confidentiality will be protected. How will records be secured? To whom will access be limited? Will names be used, or will there be ID numbers only, and a linkage file? Is any sensitive information being collected, and will it be treated differently?] The Administrative Office of the Court staff is not conducting this research project. They will not get a copy of your name or of your answers. They will receive a copy of the overall results at the end of the study but will not be able to identify you personally from the copy they receive.

No individuals in this project will be identified in any report or publication about this study. Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information. This is very unlikely, but if disclosure is ever required, the AOC will take all steps allowable by law to protect the privacy of personal information. [Indicate how privacy and confidentiality will be protected. How will records be secured? To whom will access be limited? Will names be used, or will there be ID numbers only, and a linkage file? Is any sensitive information being collected, and will it be treated differently?]

You can stop taking part in this study at any time. There is no penalty to you if you withdraw. There is no reward to you if you take part. Your charges, sentence, court conditions or program requirements will not change if you take part or if you do not take part in this study.

If there are questions and/or additional concerns, you may contact the Principal Investigator, [Investigator’s name and address]. This research has been reviewed and approved by the Human Subjects Review Committee of the Court Programs and Management Services Division of the Administrative Office of the Courts.  If you have any questions or concerns regarding your rights as a research subject, you may contact the Administrator of the Committee at the Court Programs and Management Services Division, P. O. Box 2448, Raleigh NC 27602, (919-789-3624).
I have read the information provided above. I have had the opportunity to ask, and have had answered, all my questions about this study. I voluntarily agree to participate in this study. I understand that I will receive a copy of this form after it has been signed if I want one.
_______________________________ 

_________________

Signature of Research Subject


 
Date

_______________________________

Printed Name of Research Subject

_______________________________

_________________

Signature of Person Obtaining Consent


Date

_______________________________

Printed Name of Person Obtaining Consent

If consent is read aloud to subject unable to read, a witness to the reading must sign below:

_______________________________

_________________

Signature of Witness to Consent



Date

_______________________________

Printed Name of Witness to Consent
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