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INFORMED CONSENT TO PARTICIPATE IN RESEARCH 

Study Title	Comment by Case, Carla: Title of the Study

You are being asked to be in a research study. You are being asked to do the study because [			]. Doing this study is your choice. You can decide not to do this study. If you decide to do this study, you can then choose to stop the study at any time, for any reason. If you do not want to be in the study or stop being in this study, it will not affect your care or treatment outside this study. 	Comment by Case, Carla: Explain how the subject was identified	Comment by Case, Carla: Basic Required Elements of Consent:
•A statement that the study involves research
•An explanation of the purposes of the research
•The expected duration of the subject's participation
•A description of the procedures to be followed
•Identification of any procedures which are experimental
•A description of any reasonably foreseeable risks or discomforts to the subject
•A description of any benefits to the subject or to others which may reasonably be expected from the research
•A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject
•A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
•For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained
•Research, Rights or Injury: An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject
•A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled
•If collecting identifiable data, one of the following:
-A statement that identifiers might be removed from the information or biospecimens and that, after such removal, the information or specimens could be used for future research studies or distributed to another investigator for future studies without additional informed consent being obtained; or
-A statement that the information or biospecimens, even  if identifiers are removed, will not be used or distributed for future research studies.

KEY INFO
· Study Purpose: The purpose of the study is [			]
· Major parts of the Study: You will be asked to [			]
· Risks: The primary risk of doing the study is [			]
· Potential Benefits: The potential benefits are [			]
· How Much Time Will the Study Take: We ask you to do the study for [	]
· Consent: Consent is being sought for this study. Doing the study is voluntary.
· Funding: [			] is funding this study.

* More detailed info below.

INTRODUCTION
Please read all of this form carefully. Ask Principal Investigator (PI) [			] or a member of the study team, to explain any words, or details that you do not know. Ask any questions that you have about this study. Do not sign this consent form unless you know the details. Make sure you have all your questions answered. 

If you decide to do this study, you will be asked to sign this form. You will be given a copy of the signed form. You should keep your copy for your records. It has details, including important names and telephone numbers that you may want later.

If you decide to do this study, the PI may still have you stop doing in the study if she/he thinks it is in your best interest. You may choose to stop being in the study at any time. If you choose to no longer be in the study, any details already received from you will still be used for the study.

For the study, your name and data for the study will be kept confidential, except as required by law. The Department of Health and Human Services (HHS), Office of Human Research Protections (OHRP), and the Institutional Review Board (IRB) at Pacific Northwest University (PNWU) may also look at your records, if needed.

If you have questions about the study, call the PNWU IRB at (509) 249-7852 or email research@pnwu.edu. The IRB is a group of people who review human research studies for safety and protection of people who take part in the studies. Federal law requires the IRB to review and approve any study involving humans. This must be done before the study can begin. The study is also reviewed on a regular basis while it is in progress. 

WHO IS FUNDING THIS RESEARCH STUDY?
This study is being funded by a 	Comment by Case, Carla: State the name of the sponsor (if applicable). Otherwise you may add a statement that the study is not funded.

SITES OF THE STUDY?	Comment by Case, Carla: State where the study will be conducted
The study will take place at

HOW MANY PEOPLE WILL BE IN THIS STUDY?
We are asking [			] people to do the study. 	Comment by Case, Carla: State how many subjects will be enrolled in the study.  This number should coincide with the information provided to the IRB.

ELIGIBILITY	Comment by Case, Carla: Summarize the population your study focuses on. Do NOT include every inclusion and exclusion criteria.
People who have [			] can do the study.

PURPOSE OF STUDY	Comment by Case, Carla: Describe, in lay language, why the study is being conducted. 
The purpose of this study is to

PROCEDURES TO BE FOLLOWED	Comment by Case, Carla: Describe all the procedure to be carried out, including the number of times they will be done. Give and estimate of the amount of time required for each study participant.

Identify which procedures or interventions are standard of care and which are experimental, if applicable.

State the expected duration of each subject’s participation and state the expected duration of the entire study (hours, days, weeks, months, years). If subjects will be followed until death, so state. 

If blood will be collected, specify how much in teaspoons/tablespoons.

If pregnancy testing will be performed, please state (specifying blood or urine pregnancy test).
If you agree to be in this study, we will ask you to do the following things: 

WHAT OTHER OPTIONS ARE THERE?	Comment by Case, Carla: If investigational intervention occurs as part of the research, describe the alternative (standard) intervention available. If appropriate, state that an alternative is to not participate in the research study.
The alternative to this study is to NOT do the study.

REMOVAL FROM STUDY
You may be removed from the study. You may be removed if you choose not to attend the study visits and follow the procedures listed above. You may also be removed if you have any unexpected problems during the study. You can also be removed upon your request.

RISKS	Comment by Case, Carla: Describe possible risks or discomforts (physical, psychological, financial, loss of confidentiality, etc.) and the likelihood of the risk to the subject from the research procedures or the study, and any side effects that may reasonably be expected. [Keep in mind that loss of confidentiality is almost always a risk in research.]

For women of childbearing potential, include a warning statement of any risk to an embryo or fetus if the subject is or should become pregnant while in the study, and the need for a pregnancy test. If there is risk to a nursing baby, please include a statement. If birth control is required, please include a list of acceptable types of birth control. For men, clarify if they should avoid fathering a child while in the study.
Having

BENEFITS	Comment by Case, Carla: Describe any benefits to the subject that can reasonably be expected from participation in the study. State if there are no direct benefits to the subject, and describe any potential future benefits to a particular population. Payment for participation is not a benefit.
People may benefit from

RESEARCH RELATED INJURY
Emergency medical treatment will be given to you if you are hurt or get sick as a direct result of being in this research study. You or your insurance carrier will be required to pay for any such medical care. Any needed medical care is available at the usual cost. All needed facilities, emergency treatment, and professional services are available to you, just as they are to the general public. The institution will not pay for your treatment if you become ill or injured as part of this study. 

COSTS
There is no cost to do this study.	Comment by McCarroll, Michele: If there are costs to subjects related to being in the study state them in this section. State who will be financially responsible (the subject, his/her insurance carrier, the sponsor, etc.) for the costs. Otherwise, state that there are no costs associated with participation, if true.
	Comment by Case, Carla: If there are costs to subjects related to being in the study state them in this section. State who will be financially responsible (the subject, his/her insurance carrier, the sponsor, etc.) for the costs. Otherwise, state that there are no costs associated with participation, if true.


COMPENSATION
Incentives will be made using [			]. We will give you a [			] and each time you receive an incentive for doing the study, [			] after each completed visit. 

Due to federal tax law, you need to do a W-9 form. If you get over $600 from PNWU in a single calendar year (either in a single study or multiple studies), you will be issued an IRS 1099 form. This may affect your taxes. Only incentives for being in research studies will be used to decide if you should receive the IRS form. Money for study-related parking, food and other expenses are not included in this IRS disclosure. Research incentives provided to PNWU employees will be reported as income and will be included in your annual W-2.	Comment by Case, Carla: Exceptions to the W-2 form are: If the IRB approves that this information will be harmful to subject participants and a certificate of confidentiality is obtained. Information about Certificates of Confidentiality can be found at https://grants.nih.gov/policy/humansubjects/coc.htm. Suggested language for the informed consent can be found at
https://grants.nih.gov/policy/humansubjects/coc/helpful-resources/suggested-consent.htm

PRIVACY AND CONFIDENTIALITY
Doing this study involves some loss of privacy. The study team will make every effort to keep your info private. This is not completely guaranteed. For this study, the study team will get info about [____________]. This info and anything else we collect will be kept private. Only the study team and you will view it. It will not be shared with anyone else. 	Comment by Case, Carla: State what and where you will get information about the participant.	Comment by Case, Carla: Research funded by NIH may require additional information about data management and sharing. Check with OSA for suggested language.

You will be assigned a number. This number will be used to identify you during the study. This assigned number will not be based on your name or other info that can identify you. This number will be used only for research purposes. Only people directly related to the study will have access to the info. The data will be stored on a secure computer server or in a locked cabinet if paper is used.

If you agree to do this study, your personal details will not be given to anyone unless we receive your permission in writing. Your details will only be given if the law requires it or to protect your rights or safety. The following groups may have access to study records that identify you: 
· OHRP
· HHS
· PNWU IRB
· PNWU, Institutional Official/Chief Research Officer
· People who review the study to make sure you are safe and that the study follows the law.
· Any official at PNWU may be involved to make sure the study quality is maintained
· Any and all law enforcement officials based on a court order may have access.
· Any and all employees of, or consultants to, PNWU as part of their job, may see your info. 
· Funding Agency [			]	Comment by Case, Carla: Include only if applicable to your study.
· Name of commercial sponsor or manufacturer of the drug, device, or biologic 
· Collaborating researchers: 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this web site at any time.	Comment by Simmons, Jeremy: If your study will be posted on www.clinicaltrials.gov , you must include this language, unaltered, in the informed consent. If you aren’t sure whether your study qualifies as a clinical trial, or whether you are required to register it, please reach out to OSA.

Doing this study is up to you. You may stop at any time. You will not be penalized. All of your personal details are private.

If you have any questions or concerns doing this study, you can contact a member of the study team. Below are the details for the study team.

	Comment by Case, Carla: Add the names/contact information for your study team.
PI: 	Full name, credentials			Phone number				email
Co-I:	Full name, credentials			Phone number				email
Research Personnel: Full name, credentials	Phone number				email	

If you have question about your rights as a research study subject, call the PNWU Institutional Review Board (IRB) at (509) 249-7852 or research@pnwu.edu.

FERPA AUTHORIZATION AGREEMENT – AUTHORIZATION TO USE OR DISCLOSE YOUR IDENTIFIABLE EDUCATIONAL INFO FOR A RESEARCH STUDY

State and Federal laws, including the Family Educational Rights and Privacy Act (FERPA), require researchers to protect your education info. This section of the consent form describes how researchers, with your authorization (permission), may use and release (disclose or share) your education info for this research study. Please read section carefully.

If you agree to do this study, the study team may use, create, or share your educational info details as part of the study. The study team will do so only if you give permission to use, create or share your educational info details as part of the study. This form gives you details to help you decide if you will give such permission. Please read this form carefully. After reading this form, you can refuse to sign this form.

If you sign this document, you give permission to the [______________]. Principal Investigator, [______________ and the study team at PNWU as well as other individuals at [___________] who may need to access your info to do their jobs. 	Comment by Case, Carla: Element #2 - The names or other specific identification of the person or persons (or class of persons) authorized to make the requrested use or disclosure.	Comment by Case, Carla: Element #4 - A description of the purpose(s) of the requested use or disclosure.

The education info that we may use or disclose (release) for this research study includes info in your education record related to your [_____________] as well as any info collected or created during the course of this study. 	Comment by Case, Carla: Element #1 - A description of the education info to be used or disclosed, identifying the info in a specific and meaningful manner. This list of education info should be specific to the research study.  For example, instead of “entire academic record” use “info related to your failure of anatomy class.”  An “entire academic record” could include test scores, previous transcripts, course failures…a lot of personal/sensitive info that you may not need for your study.  You don’t have to list every data point, but be specific enough that a potential subject can understand and evaluate your request. 

The parties listed in the preceding paragraph may disclose the education info described above to the following persons and organizations for their use in connection with the research study: 	Comment by Case, Carla: Element #3 - The names of individuals, organizations, companies, and/or class of individuals to whom officials and researchers (the covered entity) may disclose (share) or who may use the subject’s educational info in relation to the research study.  
· People working with the PI of the study
· Outside people or places that need access to this info to do things related to the study
· Other researchers and institutions that are conducting or participating in this study
· The study sponsor [________________] and any companies that they use to oversee, manage, or conduct the study
· OHRP, FDA, HHS, and other federal and state agencies that have the right to use the info as required by law
· Members and staff of any appropriate IRB and data safety board	Comment by Case, Carla: Include reference to a Data and Safety Monitoring Board only if your study has a Data and Safety Monitoring Board

PNWU is required by law to protect your education info. By signing this document, you authorize PNWU to use and/or disclose (release) your education info for this study. Those persons who receive your education info may not be required by Federal privacy laws (such as the Privacy Rule) to protect it and may share your info with others without your permission, if permitted by laws governing them. You may not be allowed to see or copy the info described on this form as long as the study is in progress, but you have a right to see and copy the info upon completion of the study in following PNWU policies.

This authorization [________________] expires two years from the signature date or at the end of the study, whichever occurs first. You may change your mind and revoke (take back) this authorization at any time. Even if you take back this authorization, the study staff may still use or disclose education info they already got for the study. 	Comment by Case, Carla: Element #5 - The authorization expiration date or expiration event that relates to the individual or to the purpose of the use or disclosure .

However, you can change your mind and cancel this Authorization at any time. To revoke this authorization, you must write to: 

Chair, PNWU IRB
Office of Scholarly Activity
111 University Parkway, Suite 202,
Yakima, WA 98901

For more info, you may contact the IRB Administrator at 509-249-7852 or research@pnwu.edu

If you take back this authorization, you may no longer be allowed to participate in the study described in this form. 

WHOM TO CONTACT	Comment by Case, Carla: Include the name and phone number of the Principal Investigator in case a subject should have any problems or questions.  Include both daytime and after-hours numbers.

Include the name(s) and phone number(s) of other members of the research team (e.g., co-investigators).  Please consider including the contact info of any Co-Investigators who interact with subjects.  Include both daytime and after-hours contact info.


RIGHT TO REFUSE TO SIGN THIS FERPA AUTHORIZATION 
You have the right to refuse to sign and give your Authorization. If you do not sign this form, your non-study related enrollment in the university, or your eligibility for other educational benefits will not be affected in any way. However, if you do not sign this form, you will not be able to participate in this study. 

SIGNATURE OF SUBJECT 
I have read (or someone has read to me) the above info. I have been given an opportunity to ask questions and my questions have been answered to my satisfaction. I agree to participate in this study. I agree to give the study team my education info for this study. I will be given a copy of this signed and dated form. 

Note: Before you are allowed to take part in this study, the consent form must be signed and given to the study team. If you have any questions about the info given in this form, please ask the study team. If you have questions about anything else relevant to this study, please feel free to ask the study team. 

WHOM TO CONTACT	Comment by Case, Carla: Include the name and phone number of the Principal Investigator in case a subject should have any problems or questions. Include both daytime and after-hours numbers.

Include the name(s) and phone number(s) of other members of the research team (e.g., co-investigators). Please consider including the contact info of any Co-Investigators who interact with subjects. Include both daytime and after-hours contact info.
PI: 	Full name, credentials	
Address
Phone number	
email

RIGHT TO REFUSE TO SIGN THIS AUTHORIZATION 
You have the right not to sign this consent. If you do not sign this form, your non-study related education will not be affected in any way. If you do not sign this form, you will not be
able to do this study. 

SIGNATURE OF SUBJECT 
I have read (or someone has read to me) the above info. I have been given an opportunity to ask questions and my questions have been answered to my satisfaction. I agree to participate in this research and authorize the use and disclosure of my education info for this study. I will be given a copy of this signed and dated form.

Note: Before you can take part in this study, the consent form must be signed and given to the researchers. If you have any questions about the info given in this form, please ask the researchers. If you have questions about anything else relevant to this study, please feel free to ask one of the researchers. 




VOLUNTARY CONSENT

All of the above has been explained to me. All of my current questions have been answered. I was encouraged to ask questions about this study. I know that future questions will be answered by the study team listed on this form.

By signing this form, I do not waive any of my legal rights. I agree to take part in this study. A signed copy of this consent form will be given to me.

	
	
	

	Date/Time
	
	Participant’s Printed Name

	
	
	

	Date/Time
	
	Participant’s Signature for Authorization

	
	
	

	Date/Time
	
	Principal Investigator or Representative’s Printed Name

	
	
	

	Date/Time
	
	Principal Investigator or Representative’s Signature	Comment by Case, Carla: Informed consent forms should be written in simple language that is understandable at an 8th grade reading level or 6th grade reading level for vulnerable populations

(Use the Flesch-Kincaid function in WORD to determine reading level)

https://youtu.be/wYQ9CbHBnq0
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