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CONSENT AND ASSENT FORMS
SAMPLES AND GUIDANCE
URSINUS COLLEGE INSTITUTIONAL REVIEW BOARD

· This document contains three sample consent forms:
· A basic consent form suitable for most studies at Ursinus College.
· A parental consent and child assent form for studies involving minors. These forms are required for research involving minors, as they are a vulnerable population, and may be necessary for research with neuroatypical research participants.
· Please delete any content that you do not plan to use for your protocol, including the additional consent/assent forms.
· Suggestions to the research team for content are listed in parenthetical italics. These are intended for guidance and not all the guidance may apply to your study. Every consent form is different. Contact the IRB if you have questions about the content of your consent form.
· Be consistent throughout your consent documents, use simple language, short sentences, and be concise.
· Ensure your consent form includes all necessary information for participants to make an informed decision about participation in the study.
· Do not forget to put your consent form on the most current Ursinus College letterhead.
· If the study involves using multiple consent forms for different populations, present all your materials to the IRB at once. Subtitle the consent form with that population’s name (eg. Teachers, Parents, Spanish language consent etc.)
· Use the pronoun “you” consistently throughout on the consent form.
· The consent document should be consistent with your protocol documents submitted to the IRB. Please remove the instructions/examples as appropriate and include proper contact information.
· Remember that consent forms must be stamped by the UC IRB administrator to be valid and for research, recruitment, and consent to begin on your study. 

Thank you for your assistance in helping Ursinus College conduct ethical research in accordance with its mission.




(SAMPLE Basic Consent Form)
Title of Project
Consent Form

You are invited to participate in a research study because you are a student at Ursinus College (include information about why the participants were chosen.) This study, led by Dr. ____ and (student name) of the Ursinus College ____ Department, is funded by ____. 

Before signing this form, please ask [me/us] any questions you have about the research. 

What is this study about?
(Describe in detail the goals of the research.)
This study looks at visual-spatial skills in Greeks and non-Greeks at Ursinus College. Mental rotation, top-down, and bottom-up computer-based tasks will assess visual-spatial skills. We hypothesize that _____ and are using this study to understand ____. 

What will I do in this study? 
(Use this question to thoroughly describe what the participant will do in this study from beginning to end, how data will be collected, what they will see and hear, and how they will interact with the study personnel). 
After you agree to participate, you should sign this form. Then you will fill out a demographic form, with your age, gender, and your vision. You will also fill out a questionnaire about your involvement in Greek Letter organizations. In addition, you will complete a set of computerized tests. You will need to respond as quickly as possible to the images on the computer. Your blood pressure, heart rate, and pupil conformation will be recorded.

Are there alternatives to participating in this study? 
(If needed, this section can describe how the subjects can complete a task or activity without participating in the study, such as in a classroom setting.)

What are the risks and benefits of completing this study?
(Researchers are responsible for minimizing and describing risks to participants. Principal investigator may also include a statement like “Unforeseeable risks may occur that we cannot predict”. If needed, add in information about how you are mitigating risks, numbers that participants can call for counseling, etc., and be clear about what risks are involved in participation)
The only expected risks for completing this study are those experienced in everyday life.  The computerized testing may increase the risk of eyestrain.  You will be given breaks to rest your eyes.  Completing this study will not benefit you directly. 

Will I be compensated for completing this study?
(In research studies, the benefit to the subject and/or society must outweigh the risk. Use of research subject incentives is encouraged to, at the least, compensate participants for their time. If there is no direct compensation, participants should be informed of how the research is important, the intended dissemination of the research, and so on.)
There are no direct benefits to participating in this research, however the results could help us understand _____ and _____. Participants will receive a gift card/extra credit in their course/etc.

Are there any potential costs for participating in this study?
(Potential costs should be explained here by the principal investigator; investigator should be clear and transparent about what costs there are to the participant, including time).
We anticipate some potential costs. These include (insert costs here).

Is participating in this study voluntary?
(The consent form should emphasize the voluntary nature of the research. Consider the context: for instance, if the study is in an educational setting, subjects should be told that the credit they receive will be the same whether they participate in the study or not.)
This study is voluntary. You can choose not to participate in the entire study, and withdraw at any time. You can choose not to complete parts of the study.  Your decision to not participate will not affect your current or future relations with the College or the research team. 

Are my responses confidential?
(Researchers must aim to minimize risk and confidentiality is a regular risk in research studies. Subjects must be informed of any possibility of loss of confidentiality.)
Your responses will remain private.  You will not be identified in any presentation or publication of the results of this study.  Your responses will be kept on a password-protected computer or locked file-cabinet.

Will the results be made available to me?
(Researchers are encouraged but not required to make research results available to participants in an easy and digestible way. This could include making results available via Ursinus Digital Commons or another outlet.)
Your data will be provided to you if you request it. Research results will be posted online at [URL].

Could my data be used for future research studies?  (NOTE: select one of the statements to include)
(Subjects must be informed if their data is going to be used in future studies. Use of identifiable data for future studies without receiving consent for that data is prohibited.)
Identifiers may be removed and your data may then be used in future studies. 
OR 
Any data collected will not be used for future research studies.

Is this study a registered clinical trial? (https://www.clinicaltrials.gov/)  (NOTE: select one of the statements to include, if needed due to the nature of the research)
Yes this study is registered. The ClinicalTrials.gov Identifier is: __________________
OR
This study is not a registered clinical trial. 

Who do I contact if I have questions?
Professor [NAME] is the researcher leading this study.  If you have any questions about the details of this study, please contact Professor [NAME] by email at xxxx@ursinus.edu or by phone at (610) 000-0000.  If you have any questions about your rights as a subject in this study, please contact the Ursinus College Institutional Review Board by email at irbadmin@ursinus.edu or by phone at (610) 409-3720. If you have an emergency during the course of this study, please call 911 and then inform the study team of the issue. 

You will receive a copy of this form to keep for your records.

Statement of Consent:  I have read the above information and have received answers to any questions I asked. I consent to participate in the study.


Participant Signature________________________________		Date _________________
Witness signature________________________________		Date _________________
(Witness signature required when form is read aloud or when subjects speak English as a second language.)



SAMPLE Parental Consent Form
Title of Project
Consent Form

Your child is invited to be in a research study about expectations regarding lying and telling the truth. Your child was selected as a possible participant because your child is in the age range we are interested in studying. We ask that you read this form and ask any questions you may have before agreeing to allow your child to participate in this study. (include information about why the participants were chosen.) This study, led by Dr. ____ and [student name] of the Ursinus College ____ Department, is funded by ____. 

What will my child do in this study?
(Describe in detail the goals of the research. Use this question to thoroughly describe what the participant will do in this study from beginning to end, how data will be collected, what they will see and hear, and how they will interact with the study personnel).
The purpose of this study is to uncover when and why people begin to expect others to lie. It is also designed to explore which individuals are typically expected to lie and which individuals are typically expected to tell the truth. If you agree to allow your child to participate, your child will be asked to complete a 60-answer questionnaire. Your child will be asked to rate to what degree s/he expects certain individuals to lie/tell the truth. S/he will also be asked for a description of why s/he answered in a particular way.  Examples of individuals your child will be asked to rate include politicians, salespeople, teachers, parents, etc.... The questionnaire will take approximately 1 hour to complete.

Are there alternatives to participating in this study? 
(If needed, this section can describe how the subjects can complete a task or activity without participating in the study, such as in a classroom setting.) 

What are the risks and benefits of completing this study?
(Researchers are responsible for minimizing and describing risks to participants. Principal investigator may also include a statement like “Unforeseeable risks may occur that we cannot predict”. If needed, add in information about how you are mitigating risks, numbers that participants can call for counseling, etc., and be clear about what risks are involved in participation. )
The only expected risks for completing this study are those experienced in everyday life.  The computerized testing may increase the risk of eyestrain.  Your child will be given breaks to rest your eyes.  Completing this study will not benefit you or your child directly. 

Will there be compensation for completing this study?
(In research studies, the benefit to the subject and/or society must outweigh the risk. Use of research subject incentives is encouraged to, at the least, compensate participants for their time. If there is no direct compensation, participants should be informed of how the research is important, the intended dissemination of the research, and so on.)
If eligible your child will receive (insert compensation here).

Are there any potential costs for participating in this study?
(Potential costs should be explained here by the principal investigator; investigator should be clear and transparent about what costs there are to the participant, including time).
We anticipate some potential costs. These include xxxxx (Potential costs should be explained here by the principal investigator). 

Is participating in this study voluntary?
(The consent form should emphasize the voluntary nature of the research. Parents should be made aware that their children will not be penalized for not participating. Consider the context: for instance, if the study of children is in an educational setting, subjects should be told that the credit they receive will be the same whether they participate in the study or not.)
Your decision whether or not to allow your child to participate will not affect your current or future relations with Ursinus College or with your child's school. If you decide to allow your child to participate, you are free to withdraw your child at any time without affecting your relationship with the College or your child's school. Furthermore, your child may refuse to participate or discontinue participation at any time.  

Are all responses confidential?
(Researchers must aim to minimize risk and confidentiality is a regular risk in research studies. Subjects must be informed of any possibility of loss of confidentiality.)
The responses will remain private. Your child will not be identified in any presentation or publication of the results of this study.  All responses will be kept on a password-protected computer or locked file-cabinet.

Will my child’s results be made available to me?
(Researchers are encouraged but not required to make research results available to participants in an easy and digestible way. This could include making results available via Ursinus Digital Commons or another outlet.)
Your child’s data will be provided to you if you request it. Research results and publications will be posted online at [URL].

Could my child’s data be used for future research studies?  
(Subjects must be informed if their data is going to be used in future studies. Use of identifiable data for future studies without receiving consent for that data is prohibited.)
(NOTE: select one of the statements to include)
Identifiers may be removed and the data may then be used in future studies. 
OR 
Any data collected will not be used for future research studies.

Is this study a registered clinical trial? (https://www.clinicaltrials.gov/)  (NOTE: select one of the statements to include)
Yes this study is registered. The ClinicalTrials.gov Identifier is: __________________
OR
This study is not a registered clinical trial. 

Who do I contact if I have questions?
Professor [NAME] is the researcher leading this study.  If you have any questions about the details of this study, please contact Professor [NAME] by email at xxxx@ursinus.edu or by phone at (610) 000-0000.  If you have any questions about your rights as a subject in this study, please contact the Ursinus College Institutional Review Board by email at irbadmin@ursinus.edu or by phone at (610) 409-3720. If you have an emergency during the course of this study, please call 911 and then inform the study team of the issue. 

You will receive a copy of this form to keep for your records.

Statement of Consent:  
I have read the above information, and have received answers to any questions I asked.  I consent for my child to participate in the study.

Child's name: ________________________


Signature of Parent ____________________________________ Date _____________


SAMPLE Child Assent Form
Title of Project
Child Assent Form

(Children (individuals under the age of 18 in Pennsylvania) must be given a thorough explanation of your research study at the developmental level appropriate to the child’s age, maturity, experience, and condition. This explanation should describe the study being done, the study procedures to be used, the possibility of discomfort and inconvenience, and the purpose of the research. 

You must ask whether the child wishes to participate in research. Failure of the child to object is not assent. Study teams should seek affirmative agreement from the child. 

Interaction with children in a school context requires additional safeguards, which might include parental consent via a letter mailed home, or giving the child additional assurance that non-participation will not affect their grade. It is important that researchers thoroughly consider the rights and welfare of children in their research.) 


We are doing a study to try to learn about people who tell the truth and people who lie.  We are asking you to help because we don’t know very much about whether kids your age expect people to lie or tell the truth.

If you agree to be in our study, we are going to ask you some questions about people. We will want to know if you think they usually tell the truth or if they usually lie. For example, we will ask you if a politician, teacher, parent, or other people usually lie or usually tell the truth.  

You can ask questions that you might have about this study at any time. Also, if you decide at any time not to finish, you may stop whenever you want. Remember, these questions are only about what you think. There are no right or wrong answers because this is not a test.

If you sign this paper, it means that you have read this and that you want to be in the study. If you don’t want to be in the study, don’t sign the paper. Remember, being in the study is up to you, and no one will be mad if you don’t sign this paper or even if you change your mind later.



Signature of Participant ________________________________ 		Date _____________
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