(Informed consent sample document)

The University of Rhode Island

Department of:

Address

Title of Project

CONSENT FORM FOR RESEARCH

Introductory section should begin with words to this effect:

You have been asked to take part in a research project described below.  The researcher will explain the project to you in detail.  You should feel free to ask questions.  If you have more questions later, {Name of P.I.}, the person mainly responsible for this study, {Phone  }, will discuss them with you.  You must be at least 18 years old to be in this research project (if appropriate).

Description of the project:

You have been asked to take part in the study that {here describe the nature of the study and the purpose of the research}.

What will be done:

If you decide to take part in this study here is what will happen:  {explanation of what will happen to the subject; how long the subject will be involved in the study; and state what portions, if any, are considered experimental.  Explain alternative procedures, if any.}

Risks or discomfort:

{Explain any risks or discomfort that might reasonably be expected to happen. If there are no risks or discomforts, state that here.}

Benefits of this study:

{Describe benefits to the subject, or to others, of this study.  If of no direct benefit to the subject, include a sentence to the following effect:}  Although there will be no direct benefit to you for taking part in this study, the researcher may learn more about {       }.  (NOTE:  payment given to the subject for participation in the study is not a benefit, it is a recruitment incentive.)

Confidentiality:

{Describe the way confidentiality of records identifying the subject will be maintained.  Use words to the following effect, if appropriate:} Your part in this study is confidential.  None of the information will identify you by name.  All records will  {describe how records are to be maintained.  If an investigational new drug or device is being used subject must be advised that the FDA has the privilege of inspecting records.}

{Or, if the study involves information that legally must be reported to government agencies, then include the following:}  Your part in this study is confidential within legal limits.  The researchers and the University of Rhode Island will protect your privacy, unless they are required by law to report information to city, state or federal authorities, or to give information to a court of law.  Otherwise, none of the information will identify you by name.  All records will be {describe how they are to be maintained}.

{Alternatively, if the study is anonymous, then this should be stated here.  Indicate to the subject how anonymity will be preserved.}

In case there is any injury to the subject: (If applicable)

{Explain whether any medical or other treatment is available if injury occurs, and who to contact; use words to this effect:} If this study causes you any injury, you should write or call the (names of Faculty Investigator or Sponsor) at the University of Rhode Island at (401)(phone number).  You may also call the office of the Vice President for Research, 70 Lower College Road, University of Rhode Island, Kingston, Rhode Island, telephone:  (401) 874-4328.

Decision to quit at any time:

{Use words to the following effect:} The decision to take part in this study is up to you.  You do not have to participate.  If you decide to take part in the study, you may quit at any time.  Whatever you decide will in no way {penalize you} {affect your grade, status as a student}{etc.} {insert appropriate language}.  If you wish to quit, simply inform {name and phone number of principal investigator} of your decision.

Rights and Complaints:

{Use words to the following effect:} If you are not satisfied with the way this study is performed, you may discuss your complaints with {P.I.'s Name} or with {name and phone of individual}, anonymously, if you choose.  In addition, you may contact the office of the Vice President for Research, 70 Lower College Road, Suite 2, University of Rhode Island, Kingston, Rhode Island, telephone: (401) 874-4328.

You have read the Consent Form.  Your questions have been answered.  Your signature on this form means that you understand the information and you agree to participate in this study. 
________________________

________________________

Signature of Participant


Signature of Researcher

_________________________

________________________

Typed/printed Name



Typed/printed name

__________________________

_______________________

Date





Date

Please sign both consent forms, keeping one for yourself

 (sample consent document for anonymous research)

The University of Rhode Island

Department of:

Address:

Title of Project:

TEAR OFF AND KEEP THIS FORM FOR YOURSELF

Dear Participant:

You have been asked to take part in the research project described below.  If you have any questions, please feel free to call (Student Investigator) or (Faculty Investigator or Sponsor), the people mainly responsible for this study.

The purpose of this study is to (state purpose).  Responses to these items will be (state how responses will be collected and how confidentiality will be maintained).

YOU MUST BE AT LEAST 18 YEARS OLD to be in this research project.

If you decide to take part in this study, your participation will involve filling out a (survey/questionnaire) pertaining to (state appropriate information).

The possible risks or discomforts of the study are minimal, although you may feel some embarrassment answering questions about private matters (delete last phrase if it is not appropriate for your project).

Although there are no direct benefits of the study, your answers will help increase the knowledge regarding (state appropriate information).

Your part in this study is anonymous.  That means that your answers to all questions are private.  No one else can know if you participated in this study and no one else can find out what your answers were.  Scientific reports will be based on group data and will not identify you or any individual as being in this project.

The decision to participate in this research project is up to you.  You do not have to participate and you can refuse to answer any question.

Participation in this study is not expected to be harmful or injurious to you.  However, if this study causes you any injury, you should write or call the (names of Student Investigator and Faculty Investigator or Sponsor) at the University of Rhode Island at (401)(phone number).

If you have other concerns about this study, you may contact the University of Rhode Island's Vice President for Research, 70 Lower College Road, Suite 2, URI, Kingston, RI, (401) 874-4328.

You are at least 18 years old.  You have read the consent form and your questions have been answered to your satisfaction.  Your filling out the survey implies your consent to participate in this study.

If these questions are upsetting and you want to talk, please use the phone numbers below: (appropriate in cases where questions are of a sensitive nature)

(Names and phone numbers of resources available, e.g., Counseling Center, Women's Resource Center,  AA, etc.).

Thank you,   (Name of Investigator)

Assent template for use with minors

The University of Rhode Island

Department of ______________

[Address]

 [Title of Project]

ASSENT FORM FOR RESEARCH

[This form should be written in language appropriate to the developmental level of the minor subject.  Introductory section should begin with words to this effect]:

My name is [identify yourself to the child by name].  We are asking you to take part in a research study because we are trying to learn more about [briefly outline the study].  We will explain the project to you in detail.  You should feel free to ask questions.  If you have more questions about this study later, please call [contact person], the person responsible for this study, at [phone number].

Description of the Project:

[Describe the nature of the study and the purpose of the research.

Special attention must be given to processes for quitting or withdrawal from research.

The researcher should be cognizant of signs of discomfort shown by the child throughout the study, and periodically inquire about the child’s feelings.  Include procedures for withdrawal that address these considerations.]

What will be done:

If you agree to be in this study, you will be asked to [here describe, in lay terms, what will happen to the subject, the duration/frequency of the subject’s involvement, note any parts of the study that are considered experimental and explain alternative procedures, if any exist]

Risks or discomfort:

[Explain any risks or discomforts, physical or otherwise, that might reasonably be expected as a result of participation; if none are expected, state that here]

Benefits of this study:

[Describe anticipated benefits to the subject, or to others, of the study.  If there is no foreseeable direct benefit to the subject, include a sentence to this effect:]  Even though there will be no direct benefit to you for taking part in this study, we may learn more about ______________.

Confidentiality:

[Describe the manner in which subject confidentiality will be maintained]  Your part in this study is (confidential/anonymous) [as applicable].  [Use words to this effect, as applicable:]  No one else will know if you were in this study and no one else can find out what answers you gave.  We will keep all the records for this study  [here describe how/where records are to be stored/maintained]

Decision to quit or not participate at any time:

[Using words to this effect:]  You might want to talk this over with your parents before you decide whether or not to be in this study.  The decision to be part of this research is up to you.  You do not have to participate.  We will also ask your parents to give their permission for you to take part in this study, but even if your parents say “yes”, you can still decide not to do this.  If you do decide to participate, you can always drop out of the study at any time.  Whatever you decide will not be held against you in any way.  No one will be upset if you don’t want to participate or even if you change your mind later and want to stop.  If you want to quit the study, just let [contact person / phone number] know or ask one of your parents to call us.

Remember, you can ask any questions you may have about this study.  If you have a question later that you didn’t think of now, you can call me at [insert phone number] or ask me next time.  Would you like to read or hear about this study a second time?

Signing your name at the bottom of this form means that you have read or listened to what it says and you understand it.  Signing this form also means that you agree to participate in this study and your questions have been answered.  You and your parents will be given a copy of this form after you have signed it.

_______________________________             _______________________________

Signature of participant


   Signature of Researcher

_______________________________             _______________________________

Typed/printed Name



   Typed/printed Name

____________________


   ____________________

Date





   Date

Sample Children’s Assent Form

My name is Mrs. Brown.  I am doing a study to try to find out more about the different ways kids your age learn.  

If you agree to be in this study, here is what will happen: I will ask you to do some drawing, talking, and remembering.   For example, I may ask you to point to a picture while you say a sentence.  Some of the things you would do will be easy for you; others might be harder for you to do.  It will take you about 30-45 minutes to finish the study.

You can ask questions about the study at any time.  Also, if you decide you don’t want to finish, you can stop whenever you want.  There are no right or wrong answers because this is not a test.

You should talk this over with your parents before you decide to be in the study or not.  I will also ask your parents to give their permission for you to be in this study.  But even if your parents say “yes”, you can still decide not to do this.

Signing this paper means that you have read this form or had it read to you and that you want to be in the study.  If you don’t want to be in the study, don’t sign the paper.  Remember, being in the study is up to you.  No one will be mad if you don’t sign this paper or even if you change your mind later.

Signature of participant: ____________________________   Date: ________________

Signature of Investigator: ___________________________   Date: ________________

