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Consent to Participate in Research 

Study Title:

List the title in this section exactly as it appears on the IRB Application.

Authorized Study Personnel
List by name those personnel authorized to document consent as listed in the IRB Application. Use the following personnel labeling: Principal Investigator and Secondary Investigator(s). Include day phone numbers for all listed individuals. For greater than minimal risk studies, consider including night/home phone numbers and/or other direct contact mechanism. List other study personnel and contact information as appropriate.

Principal Investigator: John Smith, MA
Office: (816) 472-1000

Secondary Investigator: Jane Doe, Ph.D.
Office (816) 472-2000
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KEY INFORMATION

You are being asked to take part in this research study because you [insert condition here].  Research studies are voluntary and only include people who choose to take part.  The purpose of this research is [insert purpose here].  The total amount of time you would be in this study is [insert duration of subject participation here].   During your participation you will be involved in [insert procedures participate will be asked to participate in].  Taking part in this research involves the following risks or discomforts: [insert reasonably foreseeable risks or discomforts here].  Taking part in this study includes the following benefits: [insert reasonably expected benefits here] OR There are no benefits to you for taking part in this study.  You have the alternative of not taking part in this study OR The alternative to taking part in this study is [insert alternative procedures or courses of treatment that might be advantageous to the subject].
Please read this consent form carefully and take your time making your decision. As the researcher(s) discusses this consent form with you, please ask him/her to explain any words or information you do not clearly understand.  To help in your decision-making process you may wish to talk with your family and/or friends before you decide to take part in this research study.  The nature of the study, risks, inconveniences, discomforts, and other important information about the study are listed below.

(Insert one of the following if applicable)

(PI Name) will conduct the study and it is funded by (Sponsor Name).  The sponsor of this study, (Sponsor Name), will pay University of Missouri, Kansas City (UMKC) to perform this research, and these funds may pay part of (PI Name’s) salary.
OR if relevant:

A grant from the National Institutes of Health (NIH) will sponsor this study.  Portions of (PI’s Name) and his/her research team’s salaries will be paid by this grant.
WHY IS THIS STUDY BEING DONE?

The purpose of this study is to…….
Explain succinctly and simplistically why the prospective subject is eligible to participate. As appropriate, major eligibility criteria may be included in this section.
You are being asked to be in this study because you are either an employee or a supervisor working a night shift. You must be 19 years of age or older to participate.
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

Approximately ___ people will take part in this study at UMKC.
WHAT IS INVOLVED IN THE STUDY?

Describe the procedures and their duration chronologically using simplistic language, short sentences, or short paragraphs. The use of subheadings may help organize this section and increase readability for studies with many procedures.
You will be asked to complete 5 surveys using an internet-based questionnaire. Each survey will take 1-2 hours to complete, and you may complete them from your home computer, one each week for 5 weeks. 
HOW LONG WILL I BE IN THIS STUDY?
Describe here how long the study will be (in weeks, days, or months). Describe also (if applicable) if you intend to collect follow-up information and how long this will be done.  For example, until six months after last study drug dose, for the rest of your life, etc.

WHAT ARE THE RISKS OF THE STUDY?

Identify each procedure with a subheading and then state the associated risk(s) using simplistic language. 

Please note: For minimal risk studies (such as questionnaires/surveys) where loss of confidentiality or psychological stress is the only risk; these need to be listed.  
For example: 
There are no physical risks associated with this study.  There is, however, the potential risk of loss of confidentiality.  Every effort will be made to keep your information confidential; however, this cannot be guaranteed.  
Some of the questions we will ask you as part of this study may make you feel uncomfortable.  You may refuse to answer any of the questions, and you may take a break at any time during the study.  You may stop your participation in this study at any time.

This research presents risk of loss of confidentiality, emotional and/or psychological distress because the surveys involve sensitive questions about your work habits. 
ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If direct subject benefits can reasonably be anticipated because of participating in the study, then describe these possible benefits. Conclude with the following standard clause.

[Describe benefits]. However, you may not get any benefit from being in this research study. 

State the possible benefits to society in terms of advancement of knowledge and/or ultimate possible benefits to persons in the prospective subjects’ position.

The benefits to science and/or society may include better understanding of how to help others working night shifts and their coping strategies.
WHAT ALTERNATIVES ARE THERE TO PARTICIPATION IN THIS STUDY?

Describe in reasonable detail, alternatives the prospective subject may have available. 

Please note: If the only alternative is not to participate, please leave this section out of the consent form.

WILL MY INFORMATION BE KEPT CONFIDENTIAL?

The University of Missouri System, Authorization No. 00-018 requires research data to be retained for 7 years after the final report.  

Reasonable steps will be taken to protect your privacy and the confidentiality of your study data.

Next, if the research requires collection of sensitive information (socially, financially, legally, or otherwise) from the prospective subject, follow the introductory standard clause above with a brief description of the precautions which will be utilized to protect the data.

For projects that collect paper-records use this standard clause.
The data will be stored in a locked cabinet in the investigator’s office and will only be seen by the research team during the study and for XX years after the study is complete.
For projects that collect electronic records use this standard clause. Describe the security in detail so the participant can understand what protections are in place.

The data will be stored electronically through a secure server and will only be seen by the research team during the study and for XX years after the study is complete. 

For ALL NIH funded research, and any other research, with a Certificate of Confidentiality:

The Department of Health and Human Services (HHS) has issued a Certificate of Confidentiality to further protect the confidentiality of the information we will collect from you.  With this Certificate, the researcher(s) may not disclose research information that may identify you in any Federal, State, or local civil, criminal, administrative, legislative, or other proceedings, unless you have consented for this use. Research information protected by this Certificate cannot be disclosed to anyone else who is not connected with the research unless:  

1) there is a law that requires disclosure (such as to report child abuse or communicable diseases but not for legal proceedings). 

2) you have consented to the disclosure, including for your medical treatment; or 

3) the research information is used for other scientific research, as allowed by federal regulations protecting research subjects. 

Disclosure is required, however, for audit or program evaluation requested by the agency that is funding this project or for information that is required by the Food and Drug Administration (FDA).
 
You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research. If you want your research information released to an insurer, medical care provider, or any other person not connected with the research, you must provide consent to allow the researchers to release it. 

Finally, you should understand that the investigator is not prevented from taking steps, including reporting to authorities, to prevent serious harm to yourself or others.

Finally, for all protocols, conclude with the following standard clause.
The only persons who will have access to your research records are the study personnel, the Institutional Review Board (IRB), and any other person, agency, or sponsor as required by law. The information from this study may be published in scientific journals or presented at scientific meetings but the data will be reported as group or summarized data and your identity will be kept strictly confidential.

WHAT ARE THE COSTS TO YOU?

This section should state the financial obligations the subject may incur because of participating in the study. If there are no financial obligations to the subject, then use the following standard clause.

There is no cost to you to be in this research study.


Please note: If there are potential additional costs to the subject for participating in the study and they are not being compensated for them, you must clearly state this in this section.
WHAT ABOUT COMPENSATION?

If the subject will receive compensation for participating in the research, state the amount of compensation and conditions for payment. A prorated payment system should be used when appropriate and commensurate with the degree of participation required. If no compensation will be provided, state that.

You will receive $5.00 for each survey completed for your participation in this study.

WHAT SHOULD YOU DO IF YOU HAVE A PROBLEM DURING THIS RESEARCH STUDY?

Your estimation of risk determines what additional information you will include in this section. For studies classified as minimal risk, use the following standard clause.

Your well-being is a concern of every member of the research team. If you have a problem as a direct result of being in this study, you should immediately contact one of the people listed at the beginning of this consent form. 
[Think about also providing resources to participants dependent on the project parameters. For example, provide them with student health or wellness contact information].

For studies classified as greater than minimal risk, use the following standard clause.

UMKC appreciates people who help it gain knowledge by being in research studies. It is not UMKC policy to compensate human subjects in the event this research results in injury/harm. The University, in fulfilling its public responsibility, has provided medical, professional, and general liability insurance or self-funded coverage for any injury/harm in the event such injury/harm is caused by the negligence of the University, its faculty and staff. In the event you have suffered an injury/harm as the result of participation in this research study, you are to advise the researcher listed on page one and contact the University Risk Management Office, telephone (573) 882-1181 who can review the matter and provide further information. 
[Think about also providing resources to participants dependent on the project parameters. For example, provide them with student health or wellness contact information].

WHAT ABOUT MY RIGHTS TO DECLINE PARTICIPATION OR WITHDRAW FROM THE STUDY?
Use the following standard clause.

You can choose to stop participating at any time without penalty or loss of any benefits to which you are entitled. However, if you decide to stop participating in the study, we encourage you to talk to the researcher first to make sure it is safe to do so.

You can decide not to be in this research study, or you can stop being in this research study (“withdraw’) at any time before, during, or after the research begins for any reason. Deciding not to be in this research study or deciding to withdraw will not affect your relationship with the researcher(s) or with the University of Missouri Kansas City (list others as applicable).

You will not lose any benefits to which you are entitled.

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

You may ask any questions concerning this research and have those questions answered before agreeing to participate in or during the study.

For study related questions, please contact the researcher(s) listed at the beginning of this form.

For questions about your rights as a research participant, or to discuss problems, concerns or suggestions related to your participation in the research, or to obtain information about research participant’s rights, contact the UMKC Institutional Review Board (IRB) Office
· Phone:
(816) 235-5927
· Email:
umkcirb@umkc.edu
STATEMENT OF CONSENT
The purpose of this study, procedures to be followed, risks and benefits have been explained to me. I have been allowed to ask questions, and my questions have been answered to my satisfaction. I have been told whom to contact if I have questions, to discuss problems, concerns, or suggestions related to the research, or to obtain information. I have read or had read to me this consent form and agree to be in this study, with the understanding that I may withdraw at any time.  I have been told that I will be given a signed copy of this consent form.

__________________________________________



Printed Name of Subject







   

__________________________________________

___________     ____________
Signature of Subject






Date

   Time
__________________________________________



Printed Name of Person Obtaining Consent





   

__________________________________________

___________     ____________
Signature of Person Obtaining Consent



Date

   Time
If applicable, add or substitute any of the following:
__________________________________________



Printed Name of Legal Representative






   

__________________________________________

___________     ____________
Signature of Legal Representative




Date

   Time
__________________________________________


Relationship to Subject







CONCISE SUMMARY





In general, we would expect that to satisfy § __.116(a)(5)(i), the beginning of an informed consent would include a concise explanation of the following: 


(1) the fact that consent is being sought for research and that participation is voluntary; 


(2) the purposes of the research, the expected duration of the prospective subject's participation, and the procedures to be followed in the research; 


(3) the reasonably foreseeable risks or discomforts to the prospective subject; 


(4) the benefits to the prospective subject or to others that may reasonably be expected from the research; and 


(5) appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the prospective subject. 





As a general matter, a brief description of these five factors would encompass the key information most likely to assist a reasonable person (or legally authorized representative) in understanding the reasons why one might or might not want to participate in research, as required by § __.116(a)(5)(i) and § __.116(a)(4). 
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