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Consent to Participate in a Research Study 

KEY INFORMATION For {TITLE OF STUDY}:
Informed consent must begin with a concise and focused presentation of the key information on the reasons why one might or might not want to participate in the research. Include most crucial information from the potential participant’s perspective; must not exceed one page.
We are asking you to choose whether or not to volunteer for a research study about ________________
{insert general description of study}.  We are asking you because_____ {indicate if condition or circumstance makes person eligible for participation}. This page is to give you key information to help you decide whether to participate. We have included detailed information after this page. Ask the research team questions.  If you have questions later, the contact information for the research investigator in charge of the study is below.   
what is the STUDY ABOUT AND HOW LONG WILL IT LAST?

Briefly describe the purpose of the study and the procedures to be followed in lay terms. For detailed descriptions, use the Detailed Consent and/or Appendix.  
By doing this study, we hope to learn _________________. Your participation in this research will last about {state in hours, days, months, years}.  
What are KEY reasons you might choose to volunteer for this study? 

State the most important reason(s) {i.e. potential benefit(s)/rewards} a person may want to volunteer to participate in this study? For a complete description of benefits and/or rewards, refer to the Detailed Consent.
What are Key reasons you might choose NOT to volunteer for this study? 

State the most important reason(s) {risk(s)/disadvantages} why a participant may NOT want to volunteer for this study considering the participant’s perspective. This is generally NOT exclusion criteria unless a specific exclusion is likely to impact willingness to participate. For a complete description of risks, refer to the Detailed Consent. 
DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you really want to volunteer. You will not lose any services, benefits, or rights you would normally have if you choose not to volunteer. 
Add the following for student volunteers: As a student, if you decide not to take part in this study, your choice will have no effect on your academic status or class grade(s).
WHAT IF YOU HAVE QUESTIONS, SUGGESTIONS OR CONCERNS?

If you have questions, suggestions, or concerns regarding this study or you want to withdraw from the study contact _________________ {Principal Investigator, PI} of the University of Kentucky, Department of ________________ {list department} at {PI contact information}.
If you have any concerns or questions about your rights as a volunteer in this research, contact staff in the University of Kentucky (UK) Office of Research Integrity (ORI) between the business hours of 8am and 5pm EST, Monday-Friday at 859-257-9428 or toll free at 1-866-400-9428.
.

detailed consent:

ARE THERE REASONS WHY YOU WOULD NOT QUALIFY FOR THIS STUDY?
State the reasons a participant could be excluded from participating (such as being a smoker, being under 18 years of age, being pregnant, etc.). Include only those events/conditions which would not be pre-determined by a review of records. Include those events/conditions of which the potential participant would ordinarily be aware.
WHERE WILL THE STUDY TAKE PLACE AND WHAT IS THE TOTAL AMOUNT OF TIME INVOLVED?
The research procedures will be conducted at ________________ {state the general facility such as Kastle Hall, Funkhouser Building, the Counseling Center, etc.}. You will need to come ___ times during the study.  Each of those visits will take about ___ {state in minutes or hours}. The total amount of time you will be asked to volunteer for this study is ___ {state in hours/days} over the next ___ {state in days, months or years}.
WHAT WILL YOU BE ASKED TO DO?

Tell the participant what to expect.  
· Give a timeline description of the procedures that will be performed. If you are providing reference material such as a timeline chart, procedure diagram, or other reference to accompany descriptions of procedures and tests for studies, include in an Appendix. 
· Answer the following for the participant: 
· What is being performed as part of the research? 
· For studies that also include involvement of routine program or training participation, differentiate procedures being conducted solely for research. 
· Clearly identify any procedures that are experimental.
· Provide a description of the randomization procedures, if applicable, and describe the chances of being assigned to any one group. Define randomization in simple language such as “by chance.”
· If the research is regulated under the European General Data Protection Regulation (GDPR), reference any special categories of personal information explicitly. To determine what types of data are considered special under the GDPR, please consult the UK GDPR Guidance.
WHAT ARE THE POSSIBLE RISKS AND DISCOMFORTS?
If there are risks to participation, describe them for each procedure. The participant may more easily understand the risks of procedures in the study if the information is presented in table form, graphic, or visual aid. 

· When applicable, group the risks into those that are expected, ranking them as rare, occasional, or often, and describe them as such. 
· When applicable, in lay terms, list all reasonably expected side effects and those that are life-altering or potentially life-altering, no matter how rare.   

· Explain risks with ramifications, if applicable. For example, what could happen if the participant experiences tightness in his/her chest during physical exercise being done for the study, or what are the consequences of a breach of confidentiality relative to sensitivity of personal information? 
· Include significant risk of social, psychological, emotional, or financial harm (e.g., breach in confidentiality in sensitive research) and what steps will be taken to addresses these harms (e.g., referral to mental health services, follow-up care, etc.).
The risk section must also contain the following statement, when applicable: In addition to risks described in this consent, you may experience a previously unknown risk or side effect.

WILL YOU BENEFIT FROM TAKING PART IN THIS STUDY?
We do not know if you will get any benefit from taking part in this study. However, some people have experienced __________________ { insert potential benefit not already presented in the Key Information; please note that payment to subjects is not considered a benefit; payment details should be described in the “reward” section below } when ________________________ {qualify when potential benefit experienced}. However, if you take part in this study, information learned may help others.
OR
You will not get any personal benefit from taking part in this study.
IF YOU DON’T WANT TO TAKE PART IN THE STUDY, ARE THERE OTHER CHOICES?
If you do not want to take part in the study, there are other choices such as ____________________(describe whether or not there are any activities the participant could do in order to receive the same level of benefit). OR
If you do not want to be in the study, there are no other choices except not to take part in the study.
WHAT WILL IT COST YOU TO PARTICIPATE?

There are no costs associated with taking part in this study.
OR
Describe any costs the subject may incur as a result of participating in the study (e.g., transportation, parking, data charges for mobile devices). For example: You may have to pay for the cost of getting to the study site and a parking fee.
WHO WILL SEE THE INFORMATION THAT YOU GIVE?

When we write about or share the results from the study, we will write about the combined information. We will keep your name and other identifying information private. If you are collecting social security numbers, inform participants of this fact. Tell participants whether they can withhold their social security number and still participate and whether social security number is necessary in order to pay subjects.
We will make every effort to prevent anyone who is not on the research team from knowing that you gave us information, or what that information is. {Insert description of procedure(s) used for protecting confidentiality of data, including paper records, computer records, jump drives, and portable storage devices.} 
You should know that in some cases we may have to show your information to other people because {insert circumstances in which the participant’s data could be shown or reported to others}. If you have questions about what constitutes a reportable disease and/or condition in the state of Kentucky, see ORI’s summary sheet: “Reporting Requirements for Diseases and Conditions in Kentucky”.
For example, the law may require or permit us to share your information with: 

· a court or agencies, if you have a reportable disease/condition;
· authorities, such as child or adult protective services, if you report information about a child or elder being abused; 
· authorities or a mental health professional if you pose a danger to yourself or someone else (e.g. suicidal thoughts). 
To ensure the study is conducted properly, officials at the National Institutes of Health (if applicable), the National Cancer Institute (if applicable), Department of Defense (if applicable), the University of Kentucky, and _______________ {indicate the sponsor’s name or any group/company that may have access to information} may look at or copy pertinent portions of records that identify you.

Add the following if the research is regulated under the European General Data Protection Regulation (GDPR) and third-party software will be used to collect data. Ensure the software is GDPR compliant: We will be using ________, a data collection software. It is important to note that any data collection process undertaken through the use of third-party software comes with potential risks. Included among these risks is a potential breach of confidentiality. The study team will take all available precautions to prevent this from occurring, although we cannot guarantee that your identity will never become known.
Add the following information if online data-collection applies to study: We will make every effort to safeguard your data, but as with anything online, we cannot guarantee the security of data obtained via the Internet. Third-party applications used in this study may have Terms of Service and Privacy policies outside of the control of the University of Kentucky. 
Add the following information if REDCap is being used as a survey instrument for your research: REDCap is a secure, web-based program to capture and store data at the University of Kentucky. We will make every effort to safeguard your data in REDCap. However, given the nature of online surveys, we cannot guarantee the security of data obtained by way of the Internet.  
Certificates of Confidentiality (CoC):

If your study has a Certificate of Confidentiality from the National Institutes of Health (NIH), add the verbiage below to your consent form:
To help us protect your privacy, this research has a Certificate of Confidentiality. The researchers can use this Certificate to refuse to disclose information that may identify you to anyone not connected with this study, or in any legal proceedings. The exceptions to this rule are release of information:

· you have requested us to provide, for instance, to your insurance company or doctor;

· to the sponsor (e.g., National Institutes of Health) or agency auditing the research (e.g., Food and Drug Administration);

· about child or elder abuse, neglect, or harm to yourself or others; and

· about you if it involves a reportable disease.

This policy does not prevent you from releasing information about your own participation in this study.
CoCs from other agencies: Several non-NIH HHS agencies, including CDC, FDA, HRSA, and SAMHSA, issue Certificates of Confidentiality (CoCs).  If you obtained a CoC from a non-NIH agency, use the suggested template language from the agency.
CAN YOU CHOOSE TO WITHDRAW FROM THE STUDY EARLY?
You can choose to leave the study at any time. You will not be treated differently if you decide to stop taking part in the study.

If you choose to leave the study early, data collected until that point will remain in the study database and may not be removed. 

The investigators conducting the study may need to remove you from the study. Include the following information if applicable: This may occur for a number of reasons. You may be removed from the study if:

· you are not able to follow the directions, 
· they find that your participation in the study is more risk than benefit to you, or 
· the agency paying for the study chooses to stop the study early for a number of scientific reasons. 
ARE YOU PARTICIPATING, OR CAN YOU PARTICIPATE, IN ANOTHER RESEARCH STUDY AT THE SAME TIME AS PARTICIPATING IN THIS ONE?

This section may not apply to social/behavioral/educational studies. If not, delete it.
Include the following information if participating in other studies could put your participant at risk:
You may/may not {please indicate choice} take part in this study if you are currently involved in another research study. It is important to let the investigator know if you are in another research study. You should discuss this with the investigator before you agree to participate in another research study while you are in this study.

WHAT HAPPENS IF YOU GET HURT OR SICK DURING THE STUDY?

This section may not apply to social/behavioral/educational studies that are minimal risk. If not, delete this section.
If you believe you are hurt or if you get sick because of something that is due to the study, you should call _____________ {PI or medical supervisor’s name} at _____________ {provide phone number} immediately. 
For greater than minimal risk research, add information for one (or a combination) of the following as a contact for participants to use in case of illness or injury during his/her participation in the study: 

· a dedicated pager number; 

· a dedicated cell phone number; 

· other reliable 24-hour contact option at your discretion; and/or 

· in addition to one or more of the above, as deemed necessary, referral to 911 for an emergency. 

__________________ {PI or medical supervisor’s name} will determine what type of treatment, if any, is best for you at that time.

It is important for you to understand that the University of Kentucky does not have funds set aside to pay for the cost of any care or treatment that might be necessary because you get hurt or sick while taking part in this study.  Also, the University of Kentucky will not pay for any wages you may lose if you are harmed by this study.  

Medical costs related to your care and treatment because of study-related harm {add study specific language by selecting appropriate options, for example}:  
· will be your responsibility; or 

· will be paid by the sponsor (the only option if industry sponsored) {insert the sponsor’s name here}, with some exceptions. The exception could be your failure to follow instructions; or
· may be paid by your insurer if you are insured by a health insurance company (you should ask your insurer if you have any questions regarding your insurer’s willingness to pay under these circumstances); or
· may be paid by Medicare or Medicaid if you are covered by Medicare or Medicaid (If you have any questions regarding Medicare/Medicaid coverage you should contact Medicare by calling 1-800-Medicare (1-800-633-4227) or Medicaid 1-800-635-2570.).

A co-payment/deductible may be needed by your insurer or Medicare/Medicaid even if your insurer or Medicare/Medicaid has agreed to pay the costs). The amount of this co-payment/deductible may be costly.

You do not give up your legal rights by signing this form.
WILL YOU RECEIVE ANY REWARDS FOR TAKING PART IN THIS STUDY?
You will receive ________ for taking part in this study. {If this is a monetary reward/payment, explain how this will be pro-rated should the participant choose to withdraw early. If this is not a cash payment, the IRB strongly suggests that the reward be given to the participant regardless of completion of the study.} 
If applicable, provide the following statement: 
With a few exceptions, study payments are considered taxable income reportable to the Internal Review Service (IRS).  A form 1099 will be sent to you if your total payments for research participation are $600 or more in a calendar year. 
OR
You will not receive any rewards or payment for taking part in the study. 
WHAT IF NEW INFORMATION IS LEARNED DURING THE STUDY THAT MIGHT AFFECT YOUR DECISION TO PARTICIPATE?

This section may not apply to social/behavioral/educational studies or studies consisting of a single interaction. 
If not applicable, delete this section.

We will tell you if we learn new information that could change your mind about staying in the study. We may ask you to sign a new consent form if the information is provided to you after you have joined the study. 
WILL YOU BE GIVEN INDIVIDUAL RESULTS FROM THE RESEARCH TESTS/SURVEYS?
Suggested language {should be revised to fit the study}: 
Generally, tests/surveys done for research purposes are not meant to provide results that apply to you alone.  
OR
You may be given feedback about the results from your tests or surveys done for purposes of this research. 

WILL WE contact YOU WITH INFORMATION ABOUT PARTICIPATING IN future studies?
(If you are planning to contact these research subjects in the future regarding their potential participation in additional research studies, their permission to do so is recommended. If you do NOT plan to contact these research subjects regarding participation in additional studies, DELETE this section. Please note that if you are planning on creating a subject pool, a separate IRB application should be submitted.)

The research staff would like to contact you with information about participating in future studies. If so, it will be limited to {specify frequency} times per year.  
Do you give your permission for the investigator or staff to contact you regarding your willingness to participate in future research studies?                Yes

   No

Initials_________


WHAT ELSE DO YOU NEED TO KNOW?

This statement may not be applicable: If you volunteer to take part in this study, you will be one of about _______ people to do so. (If applicable, you may add the number of subjects at UK or nationally) 

If the PI is a student, he/she should disclose this fact, and, add the following sentence: She/he is being guided in this research by _______________ {Advisor}. There may be other people on the research team assisting at different times during the study. 
(Include if study has a data sharing plan to place data in large-scale national databases)

Science journals and agencies that fund research often ask researchers to share their data.  Sharing data lets researchers explore new questions and repeat studies.  Results of a research study become stronger when they are proven more than once. We may put data from you and other people that take part in the research into scientific databases. The data may be kept in the large databases forever. Some databases are open to anyone on the internet.  Some limit access to approved researchers.  We will not include your name and other information that could identify you.  No one would know just from looking at the data that the information came from you.

If the research is regulated under the European General Data Protection Regulation (GDPR), include the following.  To determine whether the research is subject to the GDPR, see the UK GDPR Guidance.

The European General Data Protection Regulation (GDPR) provides individuals, whose data will be collected, certain rights. These rights include:
· The right to access, correct, or request that your data is removed from the study;
· The right to restrict processing of your data;
· The right to object to the processing of your data; 
· The right to withdraw your consent w/out any penalty; and
· The right to complain about the data collection/handling process. For any complaints, please contact the University of Kentucky Data Privacy at cybersecurity@uky.edu or 859-257-4594 and/or the University of Kentucky Office of Research Integrity at 859-257-9428. 
Include the following statement if the study has a potential for commercialization. The information that you are providing will no longer belong to you. The research may lead to new clinical or educational knowledge, tests, treatments, or products. These products could have some financial value. There are no plans to provide financial payment to you or your relatives if this occurs.
Include the following statement If the study is registered on Clinicaltrials.gov.: A description of this study will be available on https://www.clinicaltrials.gov/. 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. 
Disclose what institution(s) (such as NIH, NCI, etc.) or companies are involved in the study through funding, cooperative research, or by providing study drugs or equipment. An example of such a statement would be as follows:
_______________________ {name of institution/company} is providing financial support and/or material for this study.

Note, if the IRB determines that disclosure of financial interest is necessary to protect the participants’ rights and welfare, you may be asked to include a statement which informs participants of the investigator’s financial interests in the study (i.e. the source of funding and funding arrangements for the conduct and review of the research, or information about a financial arrangement of the investigator and how it is being managed).

WILL YOUR INFORMATION BE USED FOR FUTURE RESEARCH? 

One of the following statements is required if any identifiable samples or any identifiable private information is collected:  

Your information collected for this study will NOT be used or shared for future research studies, even if we remove the identifiable information like your name, clinical record number, or date of birth. 
OR

All identifiable information (e.g., your name, clinical record number, or date of birth) will be removed from the information or samples collected in this study. After we remove all identifiers, the information or samples may be used for future research or shared with other researchers without your additional informed consent.  
STORING AND SHARING YOUR INFORMATION FOR FUTURE USE
If you plan to STORE or SHARE information from this study for future secondary uses, refer to the Medical Consent Template for applicable sections to insert in the detailed consent. 

If the sole objective of the current study is to develop a research registry or data repository, use the ORI Repository/Registry/Bank Template to create the consent form and obtain consent for future secondary use/sharing. 
If using an Appendix for lengthy reference information, tables, graphics, illustrations, etc. include here. If not using the Appendix, DELETE THIS PAGE.  

Appendix: Title
{specify what is included in the title}

INFORMED CONSENT SIGNATURES
Include the following if this study may enroll individuals under supervision of the Kentucky Department of Corrections (DOC) including: inmates, parolees, or individuals likely to be incarcerated by the DOC:

If you are under the supervision of the Kentucky Department of Corrections (DOC), (including prisoners, parolees, state probationers or individuals awaiting sentencing for felony convictions), please note: 
The DOC requires researchers to provide the DOC with the name of participants and the title of the research study.  By agreeing to be in the study, you are allowing the researcher to provide your name and the study title to the DOC.  The researcher will not share any of your research data or confidential information with the DOC. The DOC may ask you to sign a separate consent form that verifies that you are volunteering for a study that is not a part of the DOC. If you do not want to sign the DOC consent form, you should choose not to participate in this study. If you chose not to sign the DOC consent, we would have to withdraw you from this study.
This consent includes the following:

· Key Information Page

· Detailed Consent 

· If Appendix is used, list here

You are the subject or are authorized to act on behalf of the subject.  You will receive a copy of this consent form after it has been signed.
	___________________________________________                      _____________________

Signature of research subject or, if applicable,


  
         Date
parent or guardian  





___________________________________________




Printed name of research subject or, if applicable,
parent or guardian  

	Remove this shaded section if not seeking IRB approval to obtain consent from a legally authorized representative

___________________________________________                      _____________________

Signature of Legally Authorized Representative                                             Date
___________________________________________

*Printed name of research subject’s legal representative




*If applicable, please explain Representative’s relationship to subject and include a description of representative’s authority to act on behalf of subject:

________________________________________________________________________________

________________________________________________________________________________



	________________________________________________________________          ___________

Printed name of [authorized] person obtaining informed consent and 
HIPAA authorization (if HIPAA applies)






   Date

Add other desired signature lines (e.g. investigator) per sponsor request or investigator preference.


The following detailed consent template includes sample language for many different types of research. remove text that does not apply to your research. 


Instructions are italicized in blue font. Remove the instructions, unwanted text, and underlines and reformat the final form to fit the protocol. 


Use lay language and terminology throughout the document. Tools are available on the � HYPERLINK "https://www.research.uky.edu/office-research-integrity/informed-consentassent" ��ORI Informed Consent Webpage� including links to � HYPERLINK "https://plainlanguage.gov/guidelines/words/use-simple-words-phrases/" ��simple words and phrases�; � HYPERLINK "https://www.cdc.gov/other/pdf/everydaywords-060216-final.pdf" ��everyday words�; and � HYPERLINK "https://www.research.uky.edu/uploads/ori-d780000-layterm-pdf" ��lay term glossaries.� Check readability scores and use these tools to develop clear language that is appropriate for your subject population. 


FUTURE USE: 


If you plan to STORE or SHARE information from this study for future secondary use, refer to the � HYPERLINK "https://www.research.uky.edu/admin/structure/eck/entity/reusable_files/466" ��Medical Consent Template� for applicable sections to insert in the detailed consent. ��OPTIONAL APPENDIX:


Lengthy lists of examples, tables, decision tools, glossaries, reference lists, or graphics may be best presented in an Appendix instead of paragraph text. If using an appendix, state in the Detailed Consent when additional information can be found in the Appendix. Delete Appendix place holder if not used. 
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