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************************************************************************************************
Consent for Participation in Research

Study Title:  

Principal Investigator’s Name:

Principal Investigator’s Phone Number:

Principal Investigator’s E-mail address:  

Key Information
You are being asked to volunteer for research. Below is some key information to keep in mind when thinking about why you may or may not want to be in the research. Additional details will follow in later sections. 
Introduction

The purpose of this form is to provide you information that will help you decide whether or not to participate in this research study.  The person performing the research will answer any of your questions.  Take your time, read the information below, and ask any questions you might have before deciding whether or not to take part. If you decide to be involved in this study, this form will be used to record your consent.  [Insert if applicable] You must be at least 18 years of age to participate.

Purpose of the Study

You have been asked to participate in a research study about [Insert general statement about study].  
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The purpose of this study is [explain the research questions and purpose in lay/simplified language].






Why am I being asked to take part in this research study?

You are being asked to take part in this study because [name reason here].  

Voluntary Participation 

Your participation in this research study is voluntary. You may decide not to participate at all or, if you start the study, you may withdraw at any time.  Withdrawal or refusing to participate will not affect your relationship with Concordia University, St. Paul in any way. 

If you would like to participate [Insert applicable instructions; e.g., sign and return the form to the PI, etc.].  You will receive a copy of this form.
 
If the participants are prisoners include the following statement:  
Your participation in this research study will have no effect on your parole or probation.

How long will my participation late?

Your participation will last for [X] minutes/hours/etc.  or if multiple visits, explain the scheduling and timing of visits, and for how long.  
What will I be asked to do?

If you agree to participate in this study, you will be asked to:
· Use bullet points to explain the research procedures, whenever possible.  
· Provide a concise and focused presentation, in sequential order, but give enough detail to assure that potential participants can make a truly informed decision.
· Be sure to identify the procedures that are experimental. 
· If surveys, interviews, or questionnaires are to be used, be transparent in the types of questions to be asked. 
· Specify if there will be genetic testing, and why it is necessary to achieve the goals of the study.

Additional information may be provided in the “Additional Details” section of this consent form 
What are the risks involved in this study?

 If risks are minimal include the statement: The risks involved with participation in this study are low and may include [Insert risks such as loss of confidentiality of data, stress from answering sensitive questions, etc. or state that there no foreseeable risks to participating in this study]. 

OR

If risks are greater than minimal include the statement:
[bookmark: _y07oeft9od]The procedures involved in this study may involve risks that are currently unforeseeable. Possible risks associated with this study are [Explain risk of participation, including -as applicable-the likelihood and magnitude of the harm, what will be done to minimize the risks, if the risk is temporary or permanent.  Provide this information in a concise and focused presentation, concentrating on the risks a subject would most likely want to know about.]  

In the event you become sick or injured during the course of the research study, immediately notify the principal investigator or a member of the research team. Treatment for the injury will be available including first aid, emergency treatment, and follow-up care as needed.  If you require medical attention outside of regular business hours, you should contact your healthcare provider, call 911, or go to the Emergency Department. If you require immediate medical attention, you should call 911. If you require such medical services, your care will be billed to you or to your insurance company in the same manner as your other medical needs are addressed. This does not mean that you are releasing or waiving any legal right you might have against the researcher as a result of you participation in this research.

______I have received information on what to do if I am injured because of the study, and I understand where I may seek medical attention if necessary.

What are the possible benefits of this study?

If the study has possible direct benefits to the subject, include this statement:
The possible benefits of participation are [Insert the direct benefits that may reasonably be expected]. 

If the study does not have direct benefits to the research participant, include this statement:  You will receive no direct benefit from participating in this study; however, there may be societal benefits such as [Explain potential benefits to society].  

[bookmark: _sfwotj13jgah]Is there an alternative to participation?
[For a therapeutic trial, describe any therapeutic alternatives available to the subject (e.g., access to the research intervention outside of the study, approved treatments, other clinical trials, continuing with current care, supportive care).] 

[For all other studies, describe any alternatives that may be advantageous to the subjects, e.g., alternatives to students instead of participating in studies for research credit (e.g., attending a lecture, write a research paper, etc.). If there are none, this element may be omitted.]

Will participating in the study cost me anything? 
   
If there are no costs to participants include the following statement No. There are no direct costs for taking part in this research study.

     If there are research-related costs include the following statement Yes. [Describe what subjects will need to pay for (certain tests or procedures, study device, etc.). Also describe how subjects can find out the estimated cost and if it would be covered by health insurance or not.] 

Will there be any other study-associated costs (for example, childcare) and will researchers provide any money to cover those costs?

      Yes. You will be reimbursed for [describe costs that will be reimbursed, such as travel, hotel, child care, meals, etc.].
OR     

      No. You will be not reimbursed for costs you incur (e.g., travel, childcare, meals etc.), while participating in this study.  

Will I be paid for taking part in this research?

     No. Participants will not be paid for their participation. 

OR

    Yes. You will receive [amount of $ or credit] [indicate frequency-per  visit, day, etc.] for your time and effort. You will receive the payment by [check, gift card, etc.].   [Describe when and how, for example in the mail after each research visit. Specify if the subject’s SSN will be collected, 1099 issuances etc.]

	Include the following if the subject will be paid $600 or more in a year from the researcher 
	“Please be aware that: 
•	If you are a U.S. Citizen or Resident Alien, as a result of being paid $600 or more in a year from participating in this study, your social security number and amount paid will be reported to the Internal Revenue Service and you may have to pay taxes on this money.
•	If you are a Nonresident Alien: For tax purposes, as a result of being paid $600 or more in a year from participating in this study, such payment may be subject to a 30% tax withholding and reported to the Internal revenue Service.

If you do not wish to be paid for your participation in this study, please initial here: ____”

Include this section if the studies involve students receiving research credit Will I receive research credit for taking part in this research? 
Yes. [describe the specific amount of extra credit participants can earn for their participation and the method by which this is determined.]

Include this next section if there are any alternative procedures or courses of treatment that might be advantageous to the subject.


Is there an alternative to participation?
[For a therapeutic trial, describe any therapeutic alternatives available to the subject (e.g., access to the research intervention outside of the study, approved treatments, other clinical trials, continuing with current care, supportive care).] 

[For all other studies, describe any alternatives that may be advantageous to the subjects. If there are none, this element may be omitted.]

Additional Details
Research Procedures-continued 

If the research requires access to student records and requires compliance with FERPA. This research will require access to information from your educational/student records, specifically [specify the information being accessed]. The information will be given to [specify: PI, etc.] by [specify the individual/office]. The reason we need this information is because [explain]. You may request a copy of your records that are released for this research.

If the research involves collecting biospecimens, and if applicable: It is possible that we will conduct tests on the biospecimen we collect from you to find out your unique DNA blueprint, also known as “whole genome sequencing”. We will do this because [explain].  

If your study is subject to NIH’s Genomic Sharing Policy (even if the data are de-identified, include here:
· what data types will be shared (e.g., genomic, phenotype, health information, etc.), 
· for what purposes (e.g., general research use, disease-specific research use, etc.), and
· whether sharing will occur through open (unrestricted) or controlled access databases (or an approved alternative sharing plan). 

If the subjects may or will be audio/video recorded:  Your participation [will or may] be [audio/video] recorded. [Specify how the recordings will be used, including specifically for the research; Discuss timing of transcription if applicable and disposition (e.g., deletion) of the recordings afterward; explain how the recordings will be kept confidential].  Include the following if the audio/video recordings are optional:

______   I agree to be [audio and/or video] recorded.
______   I do not want to be [audio and/or video] recorded.

Study Risks-continued  

Include this next section if the research involves collecting genetic information.
What should I know about the collection of my genetic information for this study? 
[explain that it is possible that, even if the information is currently considered anonymous, that it may be identifiable to the subject in the future; risks to family members; level of clinical relevance (e.g., if a validated test that is linked to a disease is being conducted on the sample) etc. and also include: 

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that we get from this research
· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

All health insurance companies and group health plans must follow this law by and all employers with 15 or more employees must follow this law.

Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it prohibit discrimination on the basis of a genetic disease or disorder that you already know about. 

Include this next section if the research involves the collection of identifiable private information or identifiable biospecimens

Could my [information and/or biospecimens] be used for future research without asking for my permission?

[bookmark: _mtl9rjidf9jw]Yes. If all identifiers (name, date of birth, etc.) are removed, it is possible that the [data and/or biospecimens] collected for this study may be used for future research studies or distributed to another investigator for future research studies without your consent. 
OR 
No. The [information and/or biospecimens] collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

Include this next section if the research involves collecting biospecimens 
If my biospecimens are used for commercial profit, will I receive any payment?

By signing the consent form, you acknowledge that you have voluntarily donated your [indicate type such as blood, saliva, etc.] for research purposes. There are no plans to compensate you for any commercial uses of the products that may be derived from the specimen, and we will maintain ownership of the specimen.

Include this next section if the research may yield results that have clinical relevance for the subject 

Will I be given the results of any study tests or procedures that are done? 
[bookmark: _9ziyawbxmee7][Include a statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions, e.g., if non-research genetic findings are possible, perhaps have the subject speak with a genetic counselor before signing the consent form etc.] 

Include this next section if participants are required to ingest any substances

Acknowledgment of Ingested Substance(s): In this study, I will be asked to ingest the following substances: [insert detailed description of all substances the subject will be asked to ingest and how much of the substance they will ingest during an experimental session.] 

______I understand that I may be asked to ingest [insert substances and their amounts] as part of my participation in this study.

Acknowledgment of Risk & Liability: 

______I understand that there are risks or adverse reactions associated with the ingestion of the aforementioned substances. I know that these risks include [Insert a description of all foreseeable risks that subjects may encounter through their participation related to ingesting the substances indicated above.] In addition to foreseeable risks, my participation in this study may also involve risks that are currently unforeseeable. 

______I understand that the principal investigator is not liable for any adverse reactions I may experience. 

Additional Details about your Participation
How will my information be protected?

We will make every effort to protect the confidentiality of study records that identify you, but we cannot guarantee total confidentiality. [Address as applicable: storage-short and long term-of data in secured, limited access locations; encryptions, coded data with key to codes kept in a distinct location; how long the data will be kept; disposition of data at end of study, etc.]  Your information will be viewed by the research team and possibly by other people who help administer and oversee research, including the CSP Institutional Review Board. Include the following if the study is federally funded People outside of CSP may also need to see or receive your information for this study. Examples include the study sponsor, and government agencies [e.g., include Office of Human Research Protections (OHRP), the Food and Drug Administration if the study is FDA-regulated, etc.), safety monitors, other sites in the study and organizations that sponsor or help conduct the study.  If information from this study is published or presented at scientific meetings, your name and other identifiable information will not be used. 

Include for studies involving minors If, during the course of this research study, a researcher suspects that a minor (under the age of 18) has been abused, neglected, or placed at imminent risk of serious harm, it will be reported directly to the Department of Children and Families (DCF) or applicable law enforcement agency in your state.

Include the following language, if this study has been or will be registered on clinicaltrials.gov A description of this clinical trial will be available on http://www.ClinicalTrials.gov, [add “as required by U.S. Law” if the registration is per FDAAA801 and 42 CFR 11; https://clinicaltrials.gov/ct2/manage-recs/fdaaa]. 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.

Include if applicable, i.e., when a participant’s personal device is used for the research and/or when a signature is required on separate terms of service or end user agreements; customize as appropriate: To use the [identify the app/technology] for this study, you will be asked to carefully read and separately agree and sign an end user or terms of service agreement. You should know that there is an increased risk to the security of your information if you are asked to use your personal device to download an app, transmit data, provide an electronic signature, or if your personal device is used to collect or store study data that identifies you. Using your personal device may lack sufficient protections for your data, also resulting in an increased risk of a breach of confidentiality.

Include the following if there is/will be a Certificate of Confidentiality obtained for the study. For more information on Certificates of Confidentiality and to see sample consent language provided by the NIH, go to https://grants.nih.gov/policy/humansubjects/coc.htm.

Additional confidentiality protections:
Certificate of Confidentiality. This research is covered by a Certificate of Confidentiality. This means that the researchers cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. They also cannot provide them as evidence unless you have agreed.  This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena.
 
There are some important things that you need to know.  
· The Certificate DOES NOT stop reporting that federal, state or local laws require. Some examples are laws that require reporting of child or elder abuse, some communicable diseases, and threats to harm yourself or others.  
· The Certificate CANNOT BE USED to stop a sponsoring United States federal or state government agency from checking records or evaluating programs. 
· The Certificate DOES NOT stop disclosures required by the federal Food and Drug Administration (FDA).
· The Certificate also DOES NOT prevent your information from being used for other research studies if allowed by federal regulations.
 
Researchers may release information about you when you say it is okay. For example, you may give them permission to release information to insurers, medical providers or any other persons not connected with the research.  The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information.

All studies: What will happen if I decide to withdraw from the study?
     
[If no consequences] If you decide to leave the study, contact the researchers so they know.  The researchers may ask you the reason, but you are not required to provide it.

OR

If consequences If you decide to leave the study, talk with the researchers first. The researchers will help you withdraw in the safest way. [Describe e.g., exams or procedures may be needed for safe withdrawal. For some studies, an intervention should be withdrawn gradually or the PI may recommend follow-up to ensure the subject's safety when an investigational intervention is prematurely terminated due to a subject's withdrawal; describe the consequences of a subject's decision to withdraw from the research and the procedures for orderly termination of participation by the subject.]

     Required if the study is FDA regulated After you leave the study, no new information will be 
     collected from you. Information that has already been collected will remain in the study 
     database and be used to determine the results of the study. 

     Option for non-FDA regulated research After you leave the study, no new information will 
     be collected from you. Information that has already been collected [can be withdrawn from 
     the database if you choose/ will remain in the study database and be used to determine the 
     results of the study/ other description]. 
     
Option if the PI may terminate participation In addition, the researchers could end your 
     participation in this study if they don’t feel that it is in your best interest, or if the study is 
     stopped early. [Explain any other reasons or other circumstances where the researchers may 
     terminate the subject’s participation]

Who can I contact with questions about the study? 

Prior to, during or after your participation you can contact the Principal Investigator (using the contact information on page one) for any questions or concerns or if you feel that you have been harmed or injured as a result of being in the research. 
 
Who can I contact with questions concerning my rights as a research participant?

Prior to, during or after your participation you can contact the IRB Office at irb@csp.edu to:
· Discuss problems, concerns, and questions about your rights as a person in a research study
· Obtain information
· Offer input.
The IRB Office is not affiliated with any specific research study. You can contact anonymously if you wish.

Consenting to be in this Study: 

You have been informed about this study’s purpose, procedures, possible benefits, and risks, and you will receive a copy of this form. You have been given the opportunity to ask questions before you sign, and you have been told that you can ask other questions at any time. You voluntarily agree to participate in this study. 

Depending on your study design, please choose the appropriate option below, then delete all instructions as well as the option you will not be using.  
Either:
If you will be obtaining documented (signed) consent
If you sign below, it means you have read this consent form and agree to be a participant in this study.  By signing this form, you are not waiving any of your legal rights.
Or
If you are requesting a waiver of documented (signed) consent
If you [e.g., click the ‘I accept’ button below, answer the survey questions, etc.], it means that you have read this consent form and agree to be a participant in this study. By agreeing to participate, you are not waiving any of your legal rights.

________________________________				
Printed Name 	of Participant						 


_________________________________				_________________
Signature	Date

 
________________________________					
Printed Name of Person Obtaining Consent					


________________________________				_________________	
Signature of Person Obtaining Consent					Date
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