	                  
SONOMA STATE UNIVERSITY
INSTITUTIONAL REVIEW BOARD FOR THE RIGHTS OF HUMAN SUBJECTS
INFORMED CONSENT GUIDANCE

Use the following information to confirm that all required elements of written informed consent are included in your consent document.  According to U.S. federal regulations (45 CFR 46, also known as the Common Rule), informed consent is required from all subjects even if the study qualifies for exemption or expedited review. 
Including a concise and focused presentation of the key information that is most likely to assist a prospective participant or legally authorized representative at the beginning will help participants understand the reasons why one might or might not want to participate in the research. 

NOTE: For some projects, if your consent form is brief and well-organized, the entire form can be considered a concise and focused presentation of key information. 

Elements of Informed Consent Checklists
These checklists do not need to be submitted with your protocol. They are included to help you prepare informed consent documents. 

	Met
	Required Element

	

	Written in language that is understandable to the people who are being asked to participate (informed consent forms must be translated into the participants’ preferred language). Participants should have an opportunity to discuss the information and ask any questions before they sign the form. 

	


	A statement that the study involves research, who is doing the research, and if the research is sponsored by any particular organization (only necessary if organization is directly funding the research project).

	

	An explanation of the research purpose. A statement that describes how the participant was selected and approximately how many people will be included in the study. 

	


	The expected duration of the participant's participation.

	


	A description of what exactly the research participant will do (briefly describe tasks—e.g., complete a questionnaire, take part in an interview, engage in group discussion, participate in an online survey, etc.). Include a brief description of the setting, the activities in which the participant will engage, if and how the participation will be recorded, the types of questions they will be asked, documents they will fill out or provide and estimated time the process will take to complete etc.  

	




	A description of any benefits to the participant or to others that may reasonably be expected from the research. When there is no expected benefit to the participant, the participant should be made aware of this. Because one cannot guarantee a project’s outcomes, it is not appropriate to describe the project as benefitting general or discipline specific knowledge.

If you plan to offer participant compensation, indicate how much, how many participants are eligible, and how compensation will be distributed. For example, if you plan a participant drawing, you should indicate the odds that a participant will receive a reward, and when the drawing will occur. 

	

	A description of any foreseeable risk, discomfort or potential costs associated with participation (including psychological). For example, some researchers write that the discomfort associated with answering any questions is no more than what people might experience in a typical day.

	

	A statement that describes how you will protect the privacy and confidentiality of participant data. This should include information about how you will maintain the privacy and confidentiality of data collected over the internet. 

	

	A statement of whom to contact for answers to questions about the research, including concerns or complaints.


	


	A statement that participation is voluntary and may choose to skip any question or activity they do not wish to answer or complete.
	

	

	A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled.	

	

	A statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.

	

	Verify that all participants are 18 years of age or older. If individuals younger than 18 will be involved in the research, both a parental or legal guardian permission form and an age-appropriate assent script for the minor must be developed and submitted for review.

	


	Make sure that you do not include any language that could lead the participant or legally authorized representative to waive or appear to waive any of the participant’s legal rights, or releases or appears to release the researcher, the sponsor, the institution, or its agents from liability for negligence.

	

	Include researchers’ name and contact information.  For student researchers, also include the name and contact information for the faculty advisor.

	

	Informed Consent documents, flyers, social media posts or advertising materials need to include the assigned tracking number and contact information for participants to call SSU’s IRB office with questions about their rights as a human subject. The statement below should be bolded: If you have a question about your rights as a human subject, contact irb@sonoma.edu or phone 707.664.2066, tracking number ####.  

	

	Keep IRB relevant records for at least three years after you complete your research project. Deidentified or anonymous information may be kept indefinitely.  If you are a student, you should describe in your application how you will keep both electronic and paper documents secure and confidential after you leave Sonoma State University (e.g., locked cabinet, give them to your faculty advisor to keep).



Additional Consent Elements, if Appropriate

	Met
	N/A
	Additional Item

	

	

	If you include physical activity, statement of whom to contact in the event of a research-related injury to the participant.

	




	




	If you plan to make video or audio recordings, include a statement about 
· Purpose for the recording
· in what form recordings will be kept (e.g., codes for an excel spreadsheet, original recording, transcripts) 
· where and how long you will keep the recordings and who will have access to the recordings (this includes clips shown to public or professional audiences)
· how you will keep these data private and confidential (e.g., stored on a password or encrypted file within a password protected laptop with dual authentication)

	


	


	Place for participant to indicate explicit consent to be recorded. 

	

	

	Place for participant to indicate explicit consent for recordings to be presented to the public.   

	


	

	Place for participant to indicate explicit consent that they recognize that video (or audio) recordings will not keep their personal information confidential or anonymous.

	

	

	Statements regarding reporting requirements for drug, child abuse and suicide.

	

	

	If you plan to collect information that can be traced back to individual participants, you must include one of the following statements (this requirement does not include volunteer contact information that is collected and deleted separately from the project data):
i. A statement that identifiers will be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another researcher for future research studies without additional informed consent from the participant or the legally authorized representative, if this might be a possibility; 
or
ii. A statement that the participant's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

	

	

	If you present informed consent in a non-English language, confirm who translated the form and their expertise. 



Documentation of Informed Consent

Unless a waiver has been approved, informed consent must be documented using a written consent form, either on paper or electronically, and signed by the participant or their legally authorized representative. The Institutional Review Board (IRB) at Sonoma State University evaluates each request on a case-by-case basis, considering all details of the specific study. A copy of the signed consent form must be provided to the participant or their legally authorized representative. If participants are not given a written explanation of informed consent, the IRB requires a clear script outlining the process researchers will use to confirm consent. Records of informed consent must be retained for a minimum of three years following the completion of the research.

In other words, the consent form may be either of the following:
 
	Signed Consent Form

	A written consent document that may be read to the participant or the participant's legally authorized representative. The researcher should give either the participant or legally authorized representative adequate opportunity to read and discuss it before it is signed. We expect researchers to keep signed copies of the informed consent (paper or electronic) separate from collected data. 

	Written Request for Waiver



	Requests for waiver must be in writing, providing a thorough explanation of the situation and a description of the proposed alternative method of obtaining informed consent.  If waiver of written informed consent is requested, it does not waive the requirement for informed consent. If oral consent is planned, detailed text of the oral consent must be submitted by the investigator to provide participants or legally authorized representatives with a written statement regarding the research. Such statement must follow the same format and details as the Informed Consent Guidance. An IRB may waive the requirement for the researcher to obtain a signed consent form for some or all participants, if the board finds:

1. The only record linking the participant and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality. Each will be asked and the subject's wishes will govern.
2. The research presents no more than minimal risk of harm to participants, and involves no procedures, for which written consent is normally required outside of the research context.
3. The research could not be carried out without a waiver such as anonymous telephone or internet-based surveys. 
4. The participants or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm. The research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained.
5. In cases in which the documentation requirement is waived, investigators are required to provide participants or legally authorized representatives with a written statement regarding the research.
6. Researchers should include a copy of any script that they will use to ask for consent, and a plan for how they will record that the participant agreed.






	
Sample Informed Consent Form

The following sample includes the required elements of written informed consent documents. It is provided as a reference from which a consent form can be developed.  It is not provided with the intention that it be precisely emulated.

	[bookmark: _Hlk36206135]
Informed Consent for Research Involving Human Subjects

You are invited to participate in a research project [in which we hope to learn something about some topic]. It is being conducted by [include names and your position/role at SSU Jane Doe, a student, faculty, or group] from Sonoma State University. If the study is being conducted by a student, the faculty advisors name also needs to be included. If you participate it will require you to [complete a task that will require enter amount of time. You are selected because [provide a reason]. The study (does/does not) ask for personal information and contains (procedural safeguards to protect your privacy). Your participation is completely voluntary [if data is being gathered anonymously let them know here].
If you decide to participate Dr. ___________________ and his/her student researchers (include all first names and last names of researchers) will (describe the procedures to be following, including their purposes, how long they will take, and their frequency.  Describe the discomforts and inconveniences reasonably to be expected. If applicable, add: We cannot and do not guarantee or promise that you will receive any benefits from this study.)
(Describe appropriate alternative procedures that might be advantageous to the subject, if any. Any standard treatment that is being withheld must be disclosed.)
Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law.   We will ensure the privacy and confidentiality of the subjects by collecting data anonymously. [Include any of the following information you may be collecting]. The following information will be collected for contact purposes [in some cases for gift card distribution] All, telephone numbers, email addresses, and file consisting of pseudonyms cross referencing the names will be kept password protected [and/or encrypted] separate from other study materials. All electronic notes and recordings [Indicate if files consisting of recordings are encrypted] will be kept in a password protected file. [Identify if the device or devises (PC, desktop, iPad etc.,) being used by all researchers, are password protected only accessible to PI and Co-PI. 
If you have paper documents let participants know how you plan on keeping them secure. Some researchers have included the following.] I will be securing paper documents in a locked cabinet within a private or professors locked office, with no other persons besides researchers and faculty advisor having access (indicate who will have access). All written notes will be destroyed upon completion of the project’s transcription. All data will be aggregated and scrubbed of any digital footprint before presenting or publishing. 
It is required to disclose the amount of time documents relevant to the study will be kept.  [Sonoma State University and federal regulations require principal investigators to retain IRB relevant records for at least three years after completion of the research.  If the study is funded by a sponsor or outside entities other regulation may require principal investigators to retain original data for a longer period of time. Student researchers need to include security measures in place to keep both electronic and paper documents after leaving Sonoma State University.] 
Records relevant to the study will be retained for at least three years after completion of the research.  If relevant, indicate how long you will keep video and/or audio recordings (Recordings can be deleted after transcription). You also should indicate whether these materials will be transcribed either by you or a transcription program. If you plan to use a transcription program, the name of the program and an explanation of how participants’ privacy and data security will be protected are required. Video and/or audio recordings will be retained for transcription purposes estimated to be completed by ___________ at which time they will be destroyed. If you give us your permission by signing this document, we plan to disclose (indicate format) ___________ (common text: aggregated data will be included on the poster or presentation and shared during the annual Sonoma State University Symposium (If shared with other individuals, companies or other educational institutions, state the persons or agencies to whom the information will be furnished, the nature of the information to be furnished, and the purpose of the disclosure).  
(If the subject will receive compensation, describe the amount or form of payment.)  Include details on identifiable information being collected for contact purposes or the delivery of the renumeration. (If there is a possibility of additional costs to the subject because of participation, describe it.)  (If physical injury is a possibility from physical activity or from such stimuli as light, noise, fumes, electrical apparatus, etc.)
Your decision whether or not to participate will not prejudice your future relations with Sonoma State University (add the named cooperating institution, if any).  If you decide to participate, you are free to skip a question or withdraw your consent and to discontinue participation at any time without prejudice.
If you have any questions, please ask us.  My name is (provide name) and I can be reached at (telephone number; email address).  (Student researchers: also provide the name, telephone, and email address of your faculty advisor.) If you have a question about your rights as a human subject contact irb@sonoma.edu or phone 707.664.2066.
 (A statement similar to the following is required) YOU ARE MAKING A DECISION WHETHER OR NOT TO PARTICIPATE.  YOUR SIGNATURE INDICATES THAT YOU HAVE READ, UNDERSTOOD, AND AGREE TO THE ABOVE INFORMATION. IN ADDITION, YOUR QUESTIONS HAVE BEEN ANSWERED AND YOU CERTIFY THAT YOU ARE AT LEAST 18 YEARS OF AGE AND FREELY CONSENT TO PARTICIPATE IN THIS STUDY.  
If you plan to make either audio or video recordings, include a place for participant to indicate explicit consent to be recorded (check boxes are often used).   
Print Name ______________________________________
Signature ________________________________________		                     Date: ________________
                      Research Participant					

Provide the following information if your study includes participants under age 18 who can sign for themselves  

Child’s Print Name ________________________________
Child’s Signature                                                                      Date  __________________
Print Researcher Name or Individual Obtaining Signature Consent: __________________
Signature of Researcher or Individual Obtaining Signature Consent: __________________ Date____________

For minors or others who cannot sign for themselves, provide a line for the authorizer to specify his/her relationship to the subject and to sign and date the form.  Provide a line for the signature of a legally authorized adult. 

Child’s Name _________________________________   Relationship to the subject ______________________
Signature of a legally authorized adult   _______________________________               Date  _______________


Once the legally authorized adult provides consent the teacher is able to read the consent document to the child. The following statement is required above their signature.

I CONFIRM THAT I READ THE SCRIPT ABOVE TO MY STUDENT AND THE ABOVE DECISION REFLECTS THAT OF THE CHILD, WITHOUT UNDUE PRESSURE FROM ANY ADULT.

Print Participant Name: __________________________ Date Consent Obtained: ______________
Print Researcher Name or Individual Obtaining Oral Consent: ______________________
Signature of Researcher or Individual Obtaining Oral Consent: _______________________
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