Informed Consent Directions

For all Category 3 proposals, signatures are required at the bottom for participants. If minors are involved you must provide two separate consent forms: 1) One for parent/guardians and 2) one for minors (17 years of age and younger). The minors form should be in a language understandable to their age level. 

Proposals are approved more quickly if researchers use the attached sample informedconsent forms and modify them to fit your project. The following elements must beincluded: 
A. Statement that the study involves research and why it is being conducted.
B. Explanation of the purpose of the research and the expected duration of the participant's involvement (e.g. how long will it take to complete the survey and number of questions).
C. Description of the procedures to be followed, and identification of any procedures 
that are experimental.
D. Description of any benefits to the participant's or to others which may reasonably be 
expected from the research.
E. Description of any reasonably foreseeable risks and discomforts to the participant.
F. Statement describing the extent, if any, to which confidentiality of records 
identifying the participant will be maintained, stored for how long, how destroyed.
G. For research involving more than minimal risk, an explanation as to whether any 
medical treatment is available if injury occurs; or counseling available for questions that might be sensitive, and if so, what they consist of, or where further information may be obtained.
H. Name and phone number of whom to contact for answers to pertinent question
about the participant's rights, and whom to contact in the event of a research-related injury to the participant.
I. Statement that participation is voluntary, and refusal to participate will involve no
penalty or loss of benefits to which the participant is otherwise entitled.
J. Statement that participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.
K. Name of institution should be fully spelled out (ex. Greater Rochester Collaborative
Masters in Social Work Program through SUNY Brockport and Nazareth College).


Whether presented orally or in writing, to the participants' the IRB must be provided a written description of these elements of informed consent to be presented to them. If the research cannot practically be completed without this requirement being waived or altered, please say so here, and include a debriefing procedure.

If minors are involved - in addition to parental consent adequate provisions must be made for soliciting the assent of the children capable of providing their agreement. According to federal regulations, assent means .."a child's affirmative agreement to participate in research. Mere failure to object, absent affirmative agreement, should not be construed as assent. Procedures for obtaining assent of children must be appropriate to their age level, maturity, and psychological state. The essential information given to the child must include a description of the procedures and clear indication that their participation is voluntary. If the research is being conducted in schools, it must be clearly stated that this research is not part of the child's regular school program, not being conducted by the school, and that participation will not affect the child's grade.

In cases where there is inconsistency between the consent of the parent and the agreement of the child, the following rule will be followed: A "no" from the child overrides a "yes" from the parent, but a "yes" from the child does not override a "no" from the parent.

Non-participation in a research project being conducted as part of a class or group (whether or not minors are involved), must detail alternatives for those in the class not participating in the research. For example, if extra credit is being offered for participation then the researcher must detail how those not participating have an alternative method of obtaining extra credit. This is to minimize coercion to participate. Another example would be if an investigator is conducting research in a classroom where they will be observing, interviewing and taping the class. Please explain what procedures will be followed for those children in the class whose parents have not given permission, or where the child does not agree to participate in the research.

9. If the participants are to be drawn from an institution or organization (e.g. hospital, social service agency, prison, school, etc.) that has the responsibility for the participant's, then a copy of that assurance or if not available, documentation of permission from the institution must be submitted to the Board before final approval can be given.

10. If the subjects will come into contact with any mechanical, electrical, electronic or other equipment, Form 101, must be completed in order for the safety of the equipment to be checked. See appendix. 

Three sample informed consent forms follow. 
Please note the following additional items that should be included in any consent form if applicable to your project.
If one of the following applies to your proposal please add this to the consent form above the section regarding whom to contact for information.
6. Payment for participation - include the amount of payment and procedures to be paid. Please note that participants must be paid even if they don't complete the study. If you are paying participants more than $600 annually please contact the IRB Administrator for specific language that must be included in your consent form. Also see attached appendix.

7. Taping (audio and video) - if you are audio/video taping you have two options:
a) If you require participants to consent to the taping in order to participate, you should clearly state this in the consent form in the study description section. 
b) If it is acceptable for participants to refuse taping and still participate, you should include a separate section for taping information at the end of the consent form with a separate signature line for consent to the taping.


All participants completing interviews must sign a consent form.
8. Referrals - if the study has the potential to arouse questions and concerns in participants ( i.e. regarding their substance use, etc., include an agency and phone number for participants to contact if they feel the need to do so (ex. College Counseling Center).

9. Studies conducted in classrooms/school settings - you must include on the consent forma statement that participation in the research will not affect participants' grades or classstandings.

10. Research conducted on the Internet - should include the following statement on the consent form: "This project has been approved by the SUNY College at Brockport's Institutional Review Board. Approval of this project only signifies that the procedures adequately protect the rights and welfare of the participants. Please note that absolute confidentiality cannot be guaranteed due to the limited protections of Internet access."


C. SAMPLE OF GENERAL INFORMED CONSENT FORM 
(not involving minors). This can be modified to fit the needs of your project. Note that it contains the required elements of informed consent.
STATEMENT OF INFORMED CONSENT
The purpose of this research project is to examine some of the ways adults, 65 and older, take care of their health. Four areas will be studied including exercise, diet, taking medications, and seeking medical care. This research project is also being conducted in order for me to complete my masters thesis for the Department of ___________ at the State University of New York College at Brockport.

In order to participate in this study, your informed consent is required. You are being asked to make a decision whether or not to participate in the project. If you want to participate in the project, and agree with the statements below, please sign your name in the space provided at the end (required for all Category 3 proposals). You may change your mind at any time and leave the study without penalty, even after the study has begun.

I understand that:

1. My participation is voluntary and I have the right to refuse to answer any questions. 

2. My confidentiality is guaranteed. My name will not be written on the survey. There will be no way to connect me to my written survey. If any publication results from this research, I would not be identified by name. 

3. There will be no anticipated personal risks or benefits because of my participation in this project. 

4. My participation involves reading a written survey of X# of questions and answering those questions in writing. It is estimated that it will take X# of minutes to complete the survey. 

5. Approximately X # people will take part in this study. The results will be used for the completion of a master’s thesis by the primary researcher. 

6. Data will be kept in a locked filing cabinet by the investigator. Data and consent forms will be destroyed by shredding when the research has been accepted and approved. 

I am 18 years of age or older. I have read and understand the above statements. All my questions about my participation in this study have been answered to my satisfaction. I agree to participate in the study realizing I may withdraw without penalty at any time during the survey process. Returning the survey (and/or completing interview if appropriate) indicates my consent to participate. 

If you have any questions you may contact:

	Primary researcher
	Faculty Advisor

	Name
	Name

	Phone Number

Email
	Department and phone number

Email


____________________________________________ _____________________

	Participant Signature
	Date


 

D. Sample of an Informed Consent Form for parents for research involving minors.
The form should be modified for your proposal. Two forms must be submitted to the IRB for approval if the proposal involves minors. One form for parent/guardian and one for minors. They both must be written in language understandable to the educational level of the parent and child.
STATEMENT OF INFORMED CONSENT FOR PARENTS OF MINORS
This form describes a research study being conducted with young people and their families. The purpose of the research is to learn about the stresses or problems that families face. The person conducting the research is a faculty member (staff or student) at SUNY College at Brockport. You are being asked to give permission for you and your son or daughter to participate in this research. If you agree to participate in this study, you will be asked to complete a questionnaire about your feelings and behaviors, and your child will be asked to do the same regarding feelings and behaviors, family and friends, and school. S/he will also complete a short interview. This study will take about two hours. (Include if appropriate: Your child will be paid XX dollars for the two hours of her/his time.)

A possible risk of being in this study is the feeling that some questions asked are of a personal nature. There are no other anticipated risks. You and your child do not have to answer any question you do not want to. You will have a chance to discuss any questions you have about the study with the interviewer/ researcher after you complete the interview/questionnaire 

The possible benefit from being in this study could be that information will be learned that would allow professionals to better help families deal with problems. Information from this study might also suggest ways that young people can get along better in school or with their parents or can avoid legal trouble.

Any information that you and your child give in this study remains confidential and will be known only to the project staff. . [ Sometimes needed with minors when interviewing about high risk behaviors: The only exception that there could ever be to this is that if in talking to your child, project staff find that there is something happening in her/his life that is an immediate and serious danger to her/his health or physical safety. In that case, the study staff may have to contact you as parents and possibly another professional. We would always talk to your child about this first.) Except for this consent form, all questionnaires/interviews will be given a code number and your names will not be on them. If publications in scientific journals arise from this research, results will be given anonymously and in group form only, so that you and your child cannot be identified. 

( Include if appropriate: Your child's interview will be tape recorded, so that their answers can be recorded accurately.) If you have any questions during this study you may call (insert name of investigator and phone number).

Your participation in this study and your child's is completely voluntary. (If needed: Being in it or refusing to be in it, will not affect the services or benefits that your child is entitled to through her/his school, agency, etc.). You and your child are free to change your mind or stop being in the study at any time during it. 

You are being asked whether or not you want to participate and have your child participate in this study. If you wish to participate, and you agree with the statement below, please sign in the space provided. Remember, you may change your mind at any point and withdraw from the study. Your child can refuse to participate even if you as parent/guardian give permission for your child to participate.

I understand the information provided in this form, agree to participate in this project and to have my child___________________________________ participate.

	child's name


If you have any questions you may contact:

	Primary researcher
	Faculty Advisor

	Name
	Name

	Phone Number

Email
	Department and phone number

Email



___________________________________________ ______________________

	Signature of parent/guardian 
	Date


E. Sample of an Informed Consent Form for research involving minors.
The form should be modified for your proposal. Two forms must be submitted to the IRB for approval if the proposal involves minors. One form for parent/guardian and one for minors. They both must be written in language understandable to the educational level of the parent and child.
STATEMENT OF INFORMED CONSENT FOR MINORS
This form describes a research study being conducted with young people and their families. The purpose of the research is to learn about the stresses or problems that families face. The person conducting the research is a faculty member (staff or student) at SUNY College at Brockport. If you agree to participate in this study, you will be asked questions about your feelings and behavior, your family and friends, and school. You will also fill out some questionnaires (or complete interviews). Your parents will also do the same kinds of things with a staff member from the study. This study will take about two hours. (Insert if appropriate: You will be paid X dollars for the two hours of your time.) 

A possible risk of being in this study is your feeling that some questions asked of you are of a personal nature. There are no other anticipated risks. You do not have to answer any question you do not want to. You will have a chance to discuss any questions you have about the study with the interviewer/ researcher after you complete the interview/questionnaire. 

The possible benefit from being in this study could be that information will be learned that would allow professionals to better help families deal with problems. Information from this study might also suggest ways that young people can get along better in school or with their parents or can avoid legal trouble.


Any information that you give in this study remains confidential and will be known only to the project staff. [ Sometimes needed with minors when interviewing about high risk behaviors: The only exception that there could ever be to this is that if in talking to you, project staff find that there is something happening in your life that is an immediate and serious danger to your health or physical safety. In that case, your parents or another professional might have to be contacted. We would always talk to you about this first.) Except for this consent form, all questionnaires/interviews will be given a code number and your name will not be on them. If publications in scientific journals arise from this research, results will be given anonymously and in group form only, so that you cannot be identified. 

( Include if appropriate: Your interview will be tape recorded, so that your answers can be recorded accurately.) If you have any questions during this study you may call (insert name of investigator and phone number).

Your participation in this study is completely voluntary. (If needed: Being in it or refusing to be in it, will not affect the services or benefits that you are entitled to through your school, agency, etc.) You are free to change your mind or stop being in the study at any time during it. 

You are being asked whether or not you want to participate in this study. If you wish to participate, and you agree with the statement below, please sign in the space provided. Remember, you may change your mind at any point and withdraw from the study. You can refuse to participate even if your parent/guardian gives permission for you to participate.

I understand the information provided in this form, agree to participate as a participant in this project.
___________________________________________ ______________________

	Signature of participant
	Date


 

______________________________
Birthdate of participant

_________________________________________ ________________________
Signature of a witness 18 years of age or older Date


If you have any questions you may contact:

	Primary researcher
	Faculty Advisor

	Name 
	Name 

	Phone Number

Email
	Department and phone number

Email


