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Appendix E: 
Sample Informed Consent Statements

These samples are provided to assist investigators in preparing effective informed consent statements that will enable subjects to make informed decisions as to whether they want to participate in the research.  

These samples are not expected to fit every type of research.  

These samples must be modified to fit the particular needs and situation of the research.   In all cases, an appropriate heading must be included whether or not the same contact information is included in the body of the consent statement.
Investigators are not required to use these samples but all the information suggested for each sample should be included in consent statement provided to the IRB for review.  In all cases, an appropriate heading must be included whether or not the same contact information is included in the body of the consent statement.

The samples provided are:

1. Passive Informed Consent for Paper-based Surveys
2. Passive Informed Consent for Electronic Surveys
3. Active Informed Consent for Interviews and other Minimal Risk Studies
· Includes instructions on when and how signatures of witnesses should be obtained
4. Active Informed Consent for Interviews and other Minimal Risk Studies by Parent/Guardian or Legal Representative for a Subject that Includes Assent by the Subject 

· For use with special classes of subjects (vulnerable populations) when subject is capable of understanding their role and providing written assent regarding their involvement
5. Active Informed Consent for Social-Behavioral Research with More Than Minimal Risk

· Includes instructions for use with vulnerable populations and how signatures of witnesses should be used

*****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     

Appendix E.1:
SAMPLE Passive Informed Consent for Paper-based Surveys or Questionnaires
Instructions for Investigators:  

1. Edit the Required Heading: If you are faculty, staff, or an outside investigator: delete the lines for “Faculty Sponsor” and “Course Name and Number,” and then replace “Faculty Sponsor Phone Number” with “Investigator’s Phone Number.”  

2. When editing the sample text, please use (a) one tense throughout the document (either "I" or "You") for consistency and use headings as needed, (b) replace all text in brackets [such as this] with text that is appropriate for your study, (c) delete instructions that are not appropriate to your study, and (d) delete these instructions as they are not meant to be seen by subjects.

3. The name of the research project must be on each page of the statement and each page must be numbered.
***************************
Required Heading for Passive Consent Statements:
William Paterson University
Project Title:








Principal Investigator:







Other Investigators:







Faculty Sponsor:







Faculty Sponsor Phone Number:






Department:








Course Name and Number:







Protocol Approval Date:










IRB Contact Phone Number:

973-720-2852
SAMPLE Text for Passive Consent Statements:
This [insert survey or questionnaire] concerns [insert descriptive statement]. [If student research, insert: It is being conducted to fulfill the requirements of the above named course.]  I understand that my participation is voluntary and I may stop completing the [insert survey or questionnaire] at any time and I do not have to answer any question(s) I choose not to answer.  
The risks associated with my completing this [insert survey or questionnaire] are [insert the list of risks from the protocol] and I accept them.  Benefits of my participation in this study are [insert description of benefits] and I accept them.
I understand that any data collected as part of this study will be stored in a safe and secure location, and that this data will be destroyed when this research is completed or when the data is no longer needed by the investigator.

I understand that I will be an anonymous participant in this study, that no one, including the investigators will be able to connect my responses to me.  I understand that my identity will not be revealed in any way through the way that data and findings are reported.  To protect my identity, I will not write my name on this document. 
I understand that by providing consent for this study I am also providing consent for my anonymized responses to be included in datasets that may be used in the future the investigator of this study or other investigators for research related to the purpose of this research study.
By providing consent for this study I am also confirming that I am at least 18 years old.
Consent:

If I do not want to complete this [insert survey or questionnaire] I may return it uncompleted as instructed for completed surveys or I may keep it.  
If I do choose to participate, I will complete and return this [insert survey or questionnaire] by [insert return instructions]. 
DO NOT INCLUDE SIGNATURES.  REQUESTING SIGNATURES FOR ANONYMOUS SERVEYS AND QUESTIONNAIRES WILL COLLECT IDENTIFYING INFORMATION THAT DOES NOT NEED TO BE COLLECTED.

*****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     

Appendix E.2:
SAMPLE Passive Informed Consent for Electronic or Online Surveys or Questionnaires

Instructions for Investigators:  

1. Edit the Required Heading: If you are faculty, staff, or an outside investigator: delete the lines for “Faculty Sponsor” and “Course Name and Number,” and then replace “Faculty Sponsor Phone Number” with “Investigator’s Phone Number.”  

2. When editing the sample text, please use (a) one tense throughout the document (either "I" or "You") for consistency and use headings as needed, (b) replace all text in brackets [such as this] with text that is appropriate for your study, (c) delete instructions that are not appropriate to your study, and (d) delete these instructions as they are not meant to be seen by subjects.
3. The requirement for a subject to choose an option to exit or continue into the survey does not mean that their consent is “active” they have not also provided their name.  This action confirms their choice and enables their chosen next step.

4. The consent section suggests the use of yes or no options for subjects to continue.  Investigators can use this point to confirm that subjects are at least 18 years old or fit exclusion other criteria, or other options that would be appropriate and supportive of both subject choice and the needs of the study. 
5. The name of the research project must be on each page of the statement and each page must be numbered.

***************************

Required Heading for Passive Consent Statements:
William Paterson University

Project Title:








Principal Investigator:







Other Investigators:







Faculty Sponsor:







Faculty Sponsor Phone Number:






Department:








Course Name and Number:







Protocol Approval Date:










IRB Contact Phone Number:

973-720-2852

SAMPLE Text for Passive Consent Statements:

This [insert survey or questionnaire] concerns [insert descriptive statement]. [If student research, insert: It is being conducted to fulfill the requirements of the above named course.]  I understand that my participation is voluntary and I may stop completing the [insert survey or questionnaire] at any time and I do not have to answer any question(s) I choose not to answer.  

The risks associated with my completing this [insert survey or questionnaire] are [insert the list of risks from the protocol] and I accept them.  Benefits of my participation in this study are [insert description of benefits] and I accept them.

I understand that any data collected as part of this study will be stored in a safe and secure location, and that this data will be destroyed when this research is completed or when the data is no longer needed by the investigator.

I understand that I will be an anonymous participant in this study, that no one, including the investigators, will be able to connect my responses to me.  I understand that my identity will not be revealed in any way through the way that data and findings are reported.  To protect my identity, I will not include my name in any of my responses. 
I understand that by providing consent for this study I am also providing consent for my anonymized responses to be included in datasets that may be used in the future the investigator of this study or other investigators for research related to the purpose of this research study.
By providing consent for this study I am confirming that I am at least 18 years old.

Consent:

If I do not want to complete this [insert survey or questionnaire] I will [insert instruction to close browser, select “no” and click continue, or to complete another action that will take the subject out of the survey].  
If I want to participate, I will [insert instruction to select “yes” and click continue or to complete another action that will take the subject into the survey].
*****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     

Appendix E.3: 
SAMPLE Active Informed Consent for Interviews and Other Minimal Risk Studies
Instructions for Investigators:  
1. It is the expectation of the IRB that the investigator will retain the signed copy of every consent statement and that every subject will receive a copy.

2. Edit the Required Heading: If you are faculty, staff, or an outside investigator: delete the lines for “Faculty Sponsor” and “Course Name and Number,” and then replace “Faculty Sponsor Phone Number” with “Investigator’s Phone Number.”  

3. When editing the sample text, please use (a) one tense throughout the document (either "I" or "You") for consistency and use headings if needed, (b) replace all text in brackets [such as this] with text that is appropriate for your study, (c) delete instructions that are not appropriate to your study, and (d) delete these instructions as they are not meant to be seen by subjects.

4. For studies that require parental/guardian consent for children below the age of 12, or by someone who is the legal representative of any subject: (a) edit text to be “my child” or another descriptive phrase instead of “I” or “You” as appropriate, (b) add a line to write the name of the subject, and (c) in the signature area, change “Subject” to an appropriate title for the person who will be signing.
5. Witnesses:  Only include the witness signature block when a justification for the use of witnesses was included in the protocol.

6. The name of the research project must be on each page of the statement and each page must be numbered.

***************************

Required Heading:
William Paterson University

Project Title:








Principal Investigator:







Other Investigators:







Faculty Sponsor:







Faculty Sponsor Phone Number:






Department:








Course Name and Number:







Protocol Approval Date:










SAMPLE Text for Active Consent Statements:

I have been asked to participate in a research study on [insert descriptive statement].  The purpose of this study will be to determine [insert descriptive statement].  I understand that I will be asked to [insert activity(ies)].  I understand that my participation is entirely voluntary and I may end my participation in this research at any time.  

Risks associated with my completing this [insert survey or questionnaire] are [insert the list of risks from the protocol] and I accept them.  Benefits of my participation in this study are [insert description of benefits] and I accept them.

I understand that any data [and recordings] collected as part of this study will be stored in a safe and secure location, and that this data [insert one of these choices: “will be anonymized for long-term storage or use,” or “will be destroyed,] when this research is completed.  I understand that I will be [insert as appropriate, audio-recorded and/or video-recorded] and that these recordings [will be destroyed] when [insert as appropriate, “the interview is transcribed” or “the research is completed”].  I understand that I will be [photographed] and that these images [will be destroyed] when the research is completed.

I understand that, as a participant in a focus group, I will not reveal what any of the other members of the group said or did during the focus group session.  

I understand that my identity will be protected at all times and that my name will not be used without my separate written permission.  I understand that the results of this study will not be reported in a way that would identify individual participants. 
I understand that by providing consent for this study I am also providing consent for my anonymized responses to be included in datasets that may be used in the future the investigator of this study or other investigators for research related to the purpose of this research study.
If I have questions about this study, I may call the investigators [insert name(s)] or the other individuals listed in the heading of this document.  If I have any questions or concerns about this research, my participation, the conduct of the investigators, or my rights as a research subject, I may contact the Institutional Review Board (IRB) at 973-720-2852 or by email to IRBAdministrator@wpunj.edu.
By signing this consent form, I am agreeing to participate in this research study.
Name of Subject

Signature of Subject


Date: 


Name of Investigator


Signature of Investigator



Date:


Name of Witness


Signature of Witness



Date:


*****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     *****     

Appendix E.4: 
SAMPLE Active Informed Consent for Interviews and other Minimal Risk Studies by Parent/Guardian or Legal Representative for a Subject that Includes Assent by the Subject
Instructions for Investigators:  

1. This form of consent can be used in studies when a child, minor or individual who does not have authority to sign for themselves but who have the capacity to understand what they are being asked to do as the subject of in the study, and who will also be able to provide their “assent” when the research is beginning (and throughout the course of the research), initial assent can be provided at the same time that consent is provided.  

2. It is the expectation of the IRB that the investigator will retain the signed copy of every consent statement and that every subject will receive a copy.

3. Edit the Required Heading: If you are faculty, staff, or an outside investigator: delete the lines for “Faculty Sponsor” and “Course Name and Number,” and then replace “Faculty Sponsor Phone Number” with “Investigator’s Phone Number.”  

4. When editing the sample text, please use (a) one tense throughout the document (either "I" or "You") for consistency and use headings if needed, (b) replace all text in brackets [such as this] with text that is appropriate for your study, (c) delete instructions that are not appropriate to your study, and (d) delete these instructions as they are not meant to be seen by subjects.

5. Witnesses:  Only include the witness signature block when a justification for the use of witnesses was included in the protocol.

6. The name of the research project must be on each page of the statement and each page must be numbered.

***************************

Required Heading:
William Paterson University

Project Title:








Principal Investigator:







Other Investigators:







Faculty Sponsor:







Faculty Sponsor Phone Number:






Department:








Course Name and Number:







Protocol Approval Date:










SAMPLE Text for Active Consent Statements:

_____[insert full name]________ has been asked to participate in a research study on [insert descriptive statement].  The purpose of this study will be to determine [insert descriptive statement].  As their [insert appropriate title], I understand that ___[insert name or pronoun]___ will be asked to [insert activity(ies)].  I understand that their participation is entirely voluntary and that they may end they may decline to participate or may participation in this research at any time.  

Risks associated with ___[insert name or pronoun]___ participating in this study are [insert the list of risks from the protocol] and I accept them.  Benefits of their participation in this study are [insert description of benefits] and I acknowledge them.

I understand that any data [and recordings] collected as part of this study will be stored in a safe and secure location, and that this data [insert one of these choices: “will be anonymized for long-term storage or use,” or “will be destroyed”] when this research is completed.  I understand that ___[insert name or pronoun]___  will be [insert as appropriate, audio-recorded and/or video-recorded] and that these recordings [will be destroyed] when [insert as appropriate, “the interview is transcribed” or “the research is completed”].  I understand that I will be [photographed] and that these images [will be destroyed] when the research is completed.

I understand that, as a participant in a focus group, ___[insert name or pronoun]___ I will not reveal what any of the other members of the group said or did during the focus group session.  

I understand that my and ___[insert name or pronoun]___ identities will be protected at all times and that neither of our names will be used without my separate written permission.  I understand that the results of this study will not be reported in a way that would identify individual participants. 
I understand that by providing consent for this study I am also providing consent for my anonymized responses to be included in datasets that may be used in the future the investigator of this study or other investigators for research related to the purpose of this research study.
If I or ___[insert name or pronoun]___ have questions about this study, we may call the investigators [insert name(s)] or the other individuals listed in the heading of this document.  If I have any questions or concerns about this research, my participation, the conduct of the investigators, or my rights as a research subject, I may contact the Institutional Review Board (IRB) at 973-720-2852 or by email to IRBAdministrator@wpunj.edu.

By signing this consent form, I am agreeing to participate in this research study.

Consent Provided by:

Name: 

Signature


Date: 


Assent Provided by:

Name: 

Signature


Date: 


Name of Investigator


Signature of Investigator



Date:


Appendix E.5:
SAMPLE Active Informed Consent for Social-Behavioral Research with More Than Minimal Risk
Instructions for Investigators:  

If you are conducting biomedical research with more than minimal risk, contact the IRB at 973-720-2852 or grants@wpunj.edu to discuss how this sample can be modified for your research.

1. It is the expectation of the IRB that the investigator will retain the signed copy of every consent statement and that every subject will receive a copy.

2. Edit the Required Heading: If you are faculty, staff, or an outside investigator: delete the lines for “Faculty Sponsor” and “Course Name and Number,” and then replace “Faculty Sponsor Phone Number” with “Investigator’s Phone Number.”  

3. When editing the sample text, please use (a) one tense throughout the document (either "I" or "You") for consistency and use headings if needed, (b) replace all text in brackets [such as this] with text that is appropriate for your study, (c) delete instructions that are not appropriate to your study, and (d) delete these instructions as they are not meant to be seen by subjects.

4. Consent for studies that require parental/guardian or other legal representative to provide consent for a subject: (a) edit text to be “my child” or another appropriate phrase instead of “I” or “You,” (b) add a line for the representative to write the subject’s name, and, (c) in the signature area, change “Subject” to an appropriate title for the person providing consent.

5. Assent for studies that require parental/guardian or other legal representative to provide consent for a subject: (a) change the heading of the form to indicate that this is for the subject to assent to participate, (b) in the signature area, change “Witness” to an appropriate title for the legal representative who provided consent.

7. Witnesses:  Only include the witness signature block when a justification for the use of witnesses was included in the protocol.

6. The name of the research project must be on each page of the statement and each page must be numbered.

***************************
William Paterson University

Project Title:








Principal Investigator:







Other Investigators:







Faculty Sponsor:







Faculty Sponsor Phone Number:






Department:








Course Name and Number:







Protocol Approval Date:










***************************
INVITATION TO PARTICIPATE:  I am being asked to participate in a research study because [enter reason for subject’s selection].
PURPOSE: [State the purpose of the study in lay language and clearly state the nature of the research project.]
PROCEDURES: [The subject must be informed exactly what his/her participation will involve. This may include the length and frequency of hospitalization; types of medication; placebo administration; types and number of tests; amount of blood to be drawn (in terms a lay person can understand such as ounces, tablespoons, teaspoons); randomization; questionnaires, including the type of information to be asked; video-taping; diets; withholding of standard treatment; follow-up studies; duration of participation; etc.  State if subjects will be video or audio recorded or photographed.]
RISKS: [Describe potential physical and/or psychological risks in lay language and as described in your protocol.]
BENEFITS: [Describe the direct benefits to the subject and/or to society.  If there are no direct benefits to the subject, a statement reflecting this fact must be included.]
ALTERNATIVES TO PARTICIPATION: [When appropriate, describe in lay language how the subject would be treated if not otherwise engaged in a research study and any potential adverse effects from the alternatives.]
COMPENSATION:  [When appropriate, describe any fees (in dollar amount) or items subject might receive (like a gift card) to be provided to the subject for participation, describe partial payment or no payment for early termination or bonus for completion, and describe how this compensation will be provided.  If no compensation will be provided, include a statement that there will not be financial compensation for participation.]
DATA MANGAGEMENT AND DISPOSITION: [Describe where informed consent statements and research data will be kept and how these items will be secured in different locations.  Describe what will happen to recordings and photographs after the study is completed – the destruction of data, recordings and photographs is preferred by the WPU IRB because of the difficulty in maintaining security over prolonged periods of time.]

CONFIDENTIALITY, use this text: I understand that all information collected in this study will be kept strictly confidential, except as may be required by law.  I understand that, as a participant in a focus group, I will not reveal what any of the other members of the group said or did during the focus group session.  If any publication results from this research, I will not be identified by name. I understand that all of my identifiable private information will be removed from the data generated for this study if the data will be retained past the end of the study.
ADDITIONAL INFORMATION: [Provide a statement that any significant new findings developed during the course of the study that may relate to the subject's willingness to continue participation will be provided to the subject.  The investigator must provide the subject and the IRB with a written statement concerning any significant finding(s) that may potentially influence a subject's decision to continue participating in the study.  In this circumstance the investigator must renegotiate informed consent.  If this is a long-term study, obtaining subject’s informed consent several times during the project may be required.]  
DISCLAIMER/WITHDRAWAL, use this text: I agree that my participation in this study is completely voluntary and that I may withdraw at any time without prejudice.
BROAD CONSENT, use this text:  I understand that by providing consent for this study I am also providing consent for my anonymized responses to be included in datasets that may be used in the future by the investigator of this study or other investigators for research related to the purpose of this research study.
SUBJECT RIGHTS, use this text:  I understand that if I have any questions pertaining to my participation in this particular research study, I may contact the investigator by calling the telephone number(s) listed at the top of page one. I have been given the opportunity to ask questions and have had them answered to my satisfaction.  I also understand that if I wish further information regarding this research, my participation, the conduct of the investigators, or my rights as a research subject, I may contact the Institutional Review Board (IRB) at 973-720-2852 or IRBAdministrator@wpunj.edu. 
CONCLUSION, use this text:  I have read and understand the consent form.  I agree to participate in this research study.  Upon signing below, I will receive a copy of the consent form.
Name of Subject

Signature of Subject

Date: 

Name of Investigator

Signature of Investigator

Date:

Name of Witness

Signature of Witness

Date:
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