Permission to Take Part in a Human Research Study 
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Research Study Title 
[Enter the title in bold. Leave the title out if deception necessitates that the participant cannot know the title of the study.]
Informed Consent [from a Parent for a Child in a Non-Exempt Research Study]
[Remove colored text and italics before submitting online or printing. This consent form requires a signature.] 

[PLEASE BE SURE TO INSERT INFORMATION BELOW. List principal investigator(s), sub-investigators, sponsors and investigational sites where facilities will be used.]

Example:

Principal Investigator:  
XXXXXX, Ph.D. 
Co-Investigator(s):  

XXXXXX, PhD





XXXXXX, MA












XXXXXX, MD

Sub-Investigator(s):  

XXXXXX, PhD

 










XXXXXX, MA












XXXXXX, MD
Faculty Advisor:

XXXXXX, PhD, (MD etc)
[If principal investigator is a graduate student (doctoral or masters)]





Sponsor:


XXXXXX [Company/Federal Sponsor/UCF Department]
[Delete if study is not funded]
Investigational Site(s): 
Orlando Regional Medical Center





Winter Park High School




University of Central Florida, Department...etc.
How to Return this Consent Form: [Explain the process for collecting/returning signed consent forms to the researcher/teacher such as “You are provided with two copies of this consent form.  If you give consent for your child to participate in the research, please sign one copy and return it to the researcher or teacher (for school-based research) and keep the other copy for your records,” etc.]

Introduction:  Researchers at the University of Central Florida (UCF) study many topics.  To do this we need the help of people who agree to take part in a research study.  You are being asked to allow your child to take part in a research study which will include about [n] people _____________   [specify nationally, internationally, at UCF, etc.]  Your child is being invited to take part in this research study because he or she [Insert inclusion criteria such as “is a student at _______ Elementary School” or “is a special education student at ____________”  or “has been identified as having ____________”, etc. – this will be helpful when there are several consent forms in a study because there are different populations being surveyed. If all populations will do the same things, you can list both populations here but two separate consent forms must be used if each population does something different in the study.] 
[Put the first, second and third statements into one paragraph below.]
[First – State who is conducting the research]:  The person doing this research is ____________________ of (Affiliation – UCF Department, etc.) – also include collaborating researchers from other institutions.]

[Second – If the researcher is a graduate or masters student, his/her name may be listed as the researcher conducting the research, but additional language such as the following must be used]:  Because the researcher is a [graduate or masters student] [he/she] is being guided by __________________, a UCF faculty advisor in [Department].

[Third – If undergraduate students are involved in the research, the professor’s name should be listed as the person conducting the research, and additional language such as the following must be used]:  UCF students learning about research are helping to do this study as part of the research team.  Their names are: ____________________________.  
What you should know about a research study:
· Someone will explain this research study to you. 

· A research study is something you volunteer for. 

· Whether or not you take part is up to you.
· You should allow your child to take part in this study only because you want to.  
· You can choose not to take part in the research study. 

· You can agree to take part now and later change your mind. 

· Whatever you decide it will not be held against you or your child.

· Feel free to ask all the questions you want before you decide.

Purpose of the research study:  The purpose of this study is to [Enter the objectives or what the researcher wants to learn. Explain the background of the research problem and describe how this research will attempt to solve the problem.]

What your child will be asked to do in the study:
[Explain exactly what the participant will be required to do using lay language and simple terms. Please describe each process involved such as focus groups, interviews, surveys, pre- and post-testing, etc. Whenever appropriate include the following items: 
· A time-line description of the procedures that will be performed. If practical, prepare a time-line chart or schematic to accompany descriptions of procedures and tests for studies that require more than 1 or 2 steps/visits

· With whom will the subject interact 

· When the research will be done

· List experimental procedures and therapies and identify them as such

· How often procedures will be performed
· Describe any responsibilities of the participant]

[When applicable add:] Your child does not have to answer every question or complete every task. You or your child will not lose any benefits if your child skips questions or tasks.
Location:  [Specify where the participant will have to go (the UCF Communicative Disorders Clinic, the UCF Psychology Department lab, UCF Institute for Simulation and Training lab, etc.) or note if the researcher(s) will go to the participant (meet in an agreed upon public place, to the participant’s home, etc.)]

Time required:  We expect that your child will be in this research study for ________. [Specify hours/days/months/weeks/years, or until a certain event. Specify how many times the participant will have to come for a session, how long each session will take, whether it will be done during class time or outside class time, etc.] 
[Delete the following section if there is no audio or video taping.] 
Audio or video taping:  
[First – If this study involves audio taping, use this language or modify it to fit the situation]: Your child will be audio taped during this study.  If you do not want your child to be audio taped, your child will <not>  [Delete or add the “not” as appropriate to the protocol] be able to be in the study.  Discuss this with the researcher or a research team member.  If your child is audio taped, the tape will be kept in a locked, safe place. The tape will be erased or destroyed when [Explain when the tape will be erased or destroyed. If the tapes will be kept indefinitely, explain this.].
 [Second – If this study involves video taping, use this language or modify it to fit the situation]:   

Your child will be video taped during this study.  If you do not want your child to be video taped, your child will <not> [Delete or add the “not” as appropriate to the protocol] be able to be in the study.  Discuss this with the researcher or a research team member.  If your child is video taped, the tape will be kept in a locked, safe place. The tape will be erased or destroyed when [Explain when the tape will be erased or destroyed. If the tapes will be kept indefinitely, explain this.].

Funding for this study: [Delete this whole section if there is no funding or if personal funds are being used, otherwise, modify this statement as needed.]  This research study is being paid for by ________________. [Insert federal, state, local or other agency, foundation, or company that is funding the research.]  [If there is a real or perceived conflict of interest by the researcher or other members of the research team, describe the conflict here in general terms and offer the participant a chance to talk with the researcher about the conflict.]  

Financial disclosure statement:  [Delete this whole section if the researcher or research team will not benefit from the creation or marketing of a commercial product.  If this research supports the creation or marketing of a product for which the researcher or research team may benefit financially, a statement should be inserted to this affect The statement should also note that the sponsors and researchers do not plan to share with the participant any profits from the creation or sale of the product nor in patent rights.]  
Risks:
[Describe any reasonably foreseeable risks or discomforts to the subject for the procedures required by the study. The risks of procedures may be presented in a table form. If there are risks to participation in the research, describe them for each relevant procedure (For example, MRI, survey procedure, etc.)]

[First –Think about how people might feel or react to your research procedures (embarrassment, humiliation, loss of confidence, emotional trauma, etc.) before stating that there are no risks involved.]  

[Second - If no risks are anticipated, state]:  There are no expected risks for taking part in this study.  There are no reasonably foreseeable risks or discomforts involved in taking part in this study. [Instead, you may also omit the section on risks from the consent form.]
[Third – If the research procedures involve gathering data of a sensitive nature about issues such as alcohol consumption, use of  illegal drugs, physical or sexual abuse, criminal activity, unpleasant childhood memories, etc., you must include the name of a resource counseling or intervention agency (UCF Community Counseling Center, UCF Victim Services, etc.) with contact information.  If the researcher (social worker, psychologist) is qualified to handle problems do to the sensitive nature of the questions, this may be noted as the plan to minimize risks.]   

 [Fourth – List the physical, psychological, economic, and social risks/discomforts and the relative chance of the risk occurring. Samples are listed in the UCF IRB Protocol Application.  The risks you select in there should match what you state here.] 

[Fifth – Explain any risks that might be associated with a breach of confidentiality, including risks to employability, insurability, and/or criminal and civil liabilities.]

[Sixth – Describe any limitations on confidentiality based on possible legal issues. For example, if the research team is likely to uncover abuse, neglect, or reportable diseases, explain that this information may be disclosed to appropriate authorities per Florida law.]
[Seventh – Virtual reality research often involves the chance that simulator sickness will occur. It is not likely that this type of research will involve the use of children, but an explanation will be needed if it does. Explain briefly what simulator sickness is, how the chance of occurrence will be minimized and how it will be handled if it occurs.  Standard descriptive language may be either of the following]:  There is a small risk that people who take part will develop what is ordinarily referred to as simulator sickness.  It occurs once in awhile to people who are exposed to prolonged continuous testing in simulated environments. Symptoms consist of nausea and a feeling of being light-headed. The risk is minimized as a result of the short duration of each session in the simulator.  Your child will be instructed to tell the researcher and remain seated until the symptoms disappear if he or she experiences any of the symptoms mentioned. 

[OR]

Side effects of VE (virtual environment) use may include stomach discomfort, headaches, sleepiness, dizziness and decreased balance.  However, these risks are no greater than the sickness risks participants may be exposed to if they were to visit an amusement park such as Disney Quest (Disney Quest is a VE based theme park), Disney World or Universal Studios parks and ride attractions such as roller coasters. Your child will be given [n]-minute breaks during the exercise to lessen the chance that he or she will feel sick. Your child will be instructed to tell the researcher and remain seated until the symptoms disappear if he or she experiences any of the symptoms mentioned. 

[Eighth - If the research may result in additional costs to the participants, add]: Taking part in this research study may lead to added costs to you. [Describe what these costs are. Indicate what will be paid for by the research study.]
Benefits:  

[First – Think about what the individual participant (not the researcher) might gain from the study.  This is called a direct benefit.  If there are no anticipated benefits, state]:  There are no expected benefits to your child for taking part in this study. [Instead, you may also omit the section on benefits from the consent form.]
[Second - Two common direct benefits to participants are learning more about the research process or building the participants’ skills in an area. Modify this sample language to fit your needs]:  We cannot promise any benefits to you, your child, or others from your child taking part in this research. However, possible benefits include __________________. [Then describe the potential direct benefits of participation.] [or] Your child will not benefit directly for taking part in this research, besides learning more about how research is conducted. 

[Third – If you provide a token gift, describe it in the compensation section.]

[Fourth – If you mention benefit to the greater society at large, be sure to say if it in any way can benefit the participant individually.  Benefits to society may not outweigh risks to participants.]
[Fifth – For studies involving prisoners or children in juvenile rehabilitation facilities, include the following statement]:   Taking part in this research study will not improve your child’s housing or correctional program assignments. 
Alternatives:

[If there are no alternatives other than not participating, this section may be deleted.]
Instead of being in this research study, your choices for your child may include: ______________. [List alternative procedures.  For student participant pools describe alternatives for course credit.]
Compensation or payment:  

[First – If participants will not receive any payment, gift or extra credit, use the statement]: There is no compensation or other payment to you or your child for your child’s part in this study. [If it is a classroom study, use]: There is no compensation, payment or extra credit for your child’s part in this study

[Second – If participants will be paid, describe how much they will be paid for partial involvement, the timing of payment, and how much for completion of the study.  If possible, note when they will be paid and whether it will be cash, check, etc. – sample language]: Compensation for your child’s participation will be $15 for the two-hour session ($7.50 per hour).  If your child completes any part of the experiment, you will receive compensation for the time your child spent in the experiment.

[OR]

This research study involves two phases of data collection.  If your child comes to the first session and completes the test instruments, you will receive $10 in cash at the time your child completes the instruments.  If your child comes to both sessions and completes all the study requirements, you will receive an additional cash payment of $10 at the time your child completes the second set of test instruments, for a total payment of $20.  
[Third – If participants will be given a token gift, state what that gift is.  All participants must receive the same gift to minimize chances of coercion. Acceptable gifts might be a dollar bill, a pen, or a State of Florida scratch off lottery ticket where everyone has the same chance of winning.  Do not include a drawing for a prize that only one or two participants will receive or a lottery which is not approved by the State of Florida.] 

[Fourth – If extra credit will be given for class participation in a research study, tell how much credit will be given for both full and partial completion of the research tasks.  This should be pre-approved by the instructors.  The following language may be used or modified if all instructors will not offer extra credit or it is not yet known]:  There is no direct compensation for your child taking part in this study.  It is possible, however, that extra credit may be offered for his or her participation, but this benefit is at the discretion of your child’s instructor.  (This would probably only be used if a college student was under age 18, and the study did not exclude those under age 18.) 

[Fifth – An alternative assignment of equal effort should be offered to those students under age 18 who choose not to participate but are not excluded from participation]:  If your child chooses not to participate, you or your child may notify his or her instructor and ask for an alternative assignment of equal effort for equal credit.  There will be no penalty.
Confidentiality:  [Leave this whole section out if the research study is completely anonymous or if confidentiality has not been promised.] We will limit your personal data collected in this study. Efforts will be made to limit your child’s personal information to people who have a need to review this information. We cannot promise complete secrecy. Organizations that may inspect and copy your information include the IRB and other representatives of UCF. 
[Describe any limitations on confidentiality based on possible legal issues. For example, if the research team is likely to uncover abuse, neglect, or reportable diseases, explain that this information may be disclosed to appropriate authorities.]

[If data or specimens will be retained after the study for future research, explain where the data or specimens will be stored, who will have access to the data or specimens, and how long the date or specimens will be retained.]

[Include for research where the sponsor may pay for medical expenses of the subject.] If the sponsor pays any of your child’s medical expenses, we may be required to give the sponsor your child’s name, date of birth, and Medicare ID or social security number.

[Include for a clinical trial. Otherwise delete.] The sponsor, monitors, auditors, the IRB, the Food and Drug Administration will be granted direct access to your child’s medical records to conduct and oversee the research. By signing this document you are authorizing this access. We may publish the results of this research. However, we will keep your child’s name and other identifying information confidential.
[Include for FDA-regulated controlled drug and device trials (except Phase I drug trials) and FDA-regulated pediatric post-market surveillance trials of devices. Otherwise delete.] 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.
[Include if a HIPAA authorization is required. Otherwise delete.] Federal law provides additional protections of your child’s medical records and related health information. These are described in an attached document.

Certificate of Confidentiality:  [Delete this whole section if a Certificate of Confidentiality has not been granted by the National Institutes of Health Office of Extramural Research.  This certificate is used only in studies collecting highly sensitive information.  It is an additional protection for participants which prevents researchers from having to disclose information even if a subpoena is issued by a court.  For more information and sample consent language, visit http://grants2.nih.gov/grants/policy/coc/appl_extramural.htm.  If this study is being funded by the National Institute of Justice and a it contains a research or statistical component under which personally identifiable information will be requested, you will be required to obtain a Privacy Certificate.  NIJ suggested language should be inserted here.]

Anonymous research:  [If some parts of the study are confidential and other parts are anonymous, clearly explain which part is which.   For example surveys may be anonymous, but the focus group part may be confidential. Anonymous means that no one, not even members of the research team, know the identity of participants.]  This study is anonymous.  That means that no one, not even members of the research team, will know that the information your child gave came from him or her.



Study contact for questions about the study or to report a problem:  If you have questions, concerns, or complaints, or think the research has hurt your child talk to [Insert language similar to this]: John/Jane Doe, Graduate Student, Physical Therapy Program, College of Health and Public Affairs, (407) 823-0000 or Dr. ___________, Faculty Supervisor, Department of Health Professions at (407) 823-2233 or by email at ____________.


IRB contact about you and your child’s rights in the study or to report a complaint:    Research at the University of Central Florida involving human participants is carried out under the oversight of the Institutional Review Board (UCF IRB).  This research has been reviewed and approved by the IRB. For information about the rights of people who take part in research, please contact: Institutional Review Board, University of Central Florida, Office of Research & Commercialization, 12201 Research Parkway, Suite 501, Orlando, FL 32826-3246 or by telephone at (407) 823-2901. You may also talk to them for any of the following: 

· Your questions, concerns, or complaints are not being answered by the research team.

· You cannot reach the research team.

· You want to talk to someone besides the research team.

· You want to get information or provide input about this research. 

If your child is harmed because he or she takes part in this study:  [Leave this whole section out if you believe the research is minimal risk which is no greater than the risks normally encountered in everyday life.   Use the following paragraph if the risks are possibly greater than minimal risk.]  If your child is injured or made sick from taking part in this research study, medical care will be provided. Depending on the circumstances, this care may be provided at no cost to you. Contact the investigator for more information.
 [For all research where the risks are possibly greater than minimal risk, include]: If you believe your child has been injured during participation in this research project, you may file a claim with UCF Environmental Health & Safety, Risk and Insurance Office, P.O. Box 163500, Orlando, FL 32816-3500 (407) 823-6300.  The University of Central Florida is an agency of the State of Florida for purposes of sovereign immunity and the university’s and the state’s liability for personal injury or property damage is extremely limited under Florida law. Accordingly, the university’s and the state’s ability to compensate you for any personal injury or property damage suffered by your child during this research project is very limited.  

[Remove the following section if not applicable to the research:]

Withdrawing from the study:

[Describe the adverse consequences to withdrawing from the research or omit if not applicable]: You may decide not to have your child continue in the research study at any time without it being held against you or your child. If you decide to have your child leave the research, _______________________. [Describe the adverse consequences. For example, student in a participant pool may lose course credit.] If you decide to have your child leave the study, contact the investigator so that the investigator can____________. [Describe the procedures for orderly termination by the participant or omit if not applicable.] 
The person in charge of the research study or the sponsor can remove your child from the research study without your approval. Possible reasons for removal include ___________. [Add additional reasons why the subject may be withdrawn, if appropriate. For example: failure to follow instructions of the research staff, if the person in charge decides that the research study is no longer in your best interest.] The sponsor can also end the research study early. We will tell you and your child about any new information that may affect your child’s health, welfare or your choice to have your child stay in the research.
[Remove the following section if not applicable to the research:]
Results of the research:

[When applicable indicate that the investigator believes that the biologic specimens obtained could be part of or lead to the development of a commercial product.]

[When applicable indicate when and how the subject will be informed of the results of the research.]
[There are several signature pages attached to this template consent. Use the signature page(s) appropriate for your study. The IRB recommends that you make separate consent documents for each signature page to be used.]

[Place HIPAA authorization if any between this page and the signature block.][If applicable, place a description of any sub-studies between this page and the signature block. Note that any elements of consent disclosure specific for the sub-study need to be included.] [Permission of both parents is required for all research involving children unless one of the following two conditions are met: 1) The other parent is deceased, unknown, incompetent, or not reasonably available, or one parent has legal responsibility for the care and custody of the child; 2) The research is in the first two categories (Research not involving greater than minimal risk or Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects) AND the convened IRB or reviewer using the expedited procedure has determined that the permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.]
[Use this Signature Block for research involving children when the study qualifies for a “waiver of written documentation of consent.” For studies that will take place in schools, the researcher signature can be waived and the parent/guardian signature is used for communication with the researcher. ] 
	Your signature below indicates your permission for the child named below to take part in this research. 

	DO NOT SIGN THIS FORM AFTER THE IRB EXPIRATION DATE BELOW

	
	

	Name of participant
	

	
	
	

	Signature of  parent or guardian 
	
	Date

	
	
	· Parent

· Guardian (See note below)

	Printed name of parent or guardian
	
	

	
	
	

	
	
	

	

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.


 [Use this Signature Block for research involving children when using the long consent form when a witness signature is not required] 
	Your signature below indicates your permission for the child named below to take part in this research and to the use and disclosure of this child’s protected health information: [Remove latter section if there is no HIPAA authorization]

	DO NOT SIGN THIS FORM AFTER THE IRB EXPIRATION DATE BELOW

	
	

	Name of participant
	

	
	
	

	Signature of first parent or guardian 
	
	Date

	
	
	· Parent

· Guardian (See note below)

	Printed name of first parent or guardian
	
	

	
	
	

	Signature of second parent
	
	Date

	
	

	Printed name of second parent
	

	If signature of second parent not obtained, indicate why: (select one)

· IRB determined that the permission of one parent is sufficient [NOTE: REMOVE IF THE IRB HAS NOT APPROVED THIS OPTION]
· Second parent is deceased

· Second parent is unknown

· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child

	Assent
	· Obtained

· Not obtained because: [NOTE: REMOVE ALL OPTIONS NOT APPROVED BY THE IRB]
· IRB determined that assent of the child was not a requirement 

· The capability of the child is so limited that the child cannot reasonably be consulted.

	
	

	Signature and Printed name of person obtaining consent and assent
	

	My signature and date indicates that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the participant or the participant’s legally authorized representative, and that informed consent was freely given by the participant or the legally authorized representative.

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.


[Use this Signature Block for research involving children when using the long consent form when a witness signature is required] 
	Your signature below indicates your permission for the child named below to take part in this research and to the use and disclosure of this child’s protected health information: [Remove latter section if there is no HIPAA authorization]

	DO NOT SIGN THIS FORM AFTER THE IRB EXPIRATION DATE BELOW

	
	

	Name of participant
	

	
	
	

	Signature of first parent or guardian 
	
	Date

	
	
	· Parent

· Guardian (See note below)

	Printed name of first parent or guardian
	
	

	
	
	

	Signature of second parent
	
	Date

	
	

	Printed name of second parent
	

	If signature of second parent not obtained, indicate why: (select one)

· IRB determined that the permission of one parent is sufficient [NOTE: REMOVE IF THE IRB HAS NOT APPROVED THIS OPTION]
· Second parent is deceased

· Second parent is unknown

· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child

	Assent
	· Obtained

· Not obtained because: [NOTE: REMOVE ALL OPTIONS NOT APPROVED BY THE IRB]
· IRB determined that assent of the child was not a requirement 

· The capability of the child is so limited that the child cannot reasonably be consulted.

	
	

	Signature and printed name of person obtaining consent and assent
	

	
	
	

	Signature of witness to signature
	
	Date

	
	

	Printed name of witness to signature
	

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.


[Use this Signature Block for research involving children when using either the long or short consent form when a witness signature is required] 
	Your signature below indicates your permission for the child named below to take part in this research and to the use and disclosure of this child’s protected health information: [Remove latter section if there is no HIPAA authorization]

	DO NOT SIGN THIS FORM AFTER THE IRB EXPIRATION DATE BELOW

	
	

	Name of participant
	

	
	
	

	Signature of first parent or guardian 
	
	Date

	
	
	· Parent

· Guardian (See note below)

	Printed name of first parent or guardian
	
	

	
	
	

	Signature of second parent
	
	Date

	
	

	Printed name of second parent
	

	If signature of second parent not obtained, indicate why: (select one)

· IRB determined that the permission of one parent is sufficient [NOTE: REMOVE IF THE IRB HAS NOT APPROVED THIS OPTION]
· Second parent is deceased

· Second parent is unknown

· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child

	Assent
	· Obtained

· Not obtained because: [NOTE: REMOVE ALL OPTIONS NOT APPROVED BY THE IRB]
· IRB determined that assent of the child was not a requirement 

· The capability of the child is so limited that the child cannot reasonably be consulted.

	
	

	Signature and printed name of person obtaining consent and assent
	

	My signature and date indicates that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the participant or the participant’s legally authorized representative, and that informed consent was freely given by the participant or the legally authorized representative.

	
	
	

	Signature of witness to consent process
	
	Date

	
	

	Printed name of witness to consent process
	

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.
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