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	Researcher Name and Contact Information:
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This is a parental permission form for research participation.  It contains important information about this study and what to expect if you permit your child to participate.

Your child’s participation is voluntary.
Please consider the information carefully. Feel free to discuss the study with your friends and family and to ask questions before making your decision whether to permit your child to participate.  If you permit your child to participate, you will be asked to sign this form and will receive a copy of the form.
Concise Summary: (include a 1 paragraph explanation of the study including the basic description, risk/benefit, time required, confidentiality, etc.  Based on CSU policy, this is required for any consent form longer than 4 pages)

Purpose: 
Procedures/Tasks: Describe each procedure to be used in the study, including the instruments used, time required for each procedure, cognitive assessments, etc. Clearly indicate which procedures, tests, visits, etc., are parts of usual standard therapy and which are performed solely for research purposes. Make it clear which tests are routinely performed as standard of care but are providing data for the research), and which tests are only performed for research purposes (not billable to insurance companies). ** Consider attaching a study flow chart/timeline illustrating subject visits and tests or procedures to be performed at each visit and/or include a chart or graph format that reflects the project activities and anticipated time frame of completion.
Where will the study take place and how long will it last? Describe, at the   6th-8th grade reading level, how long the participant’s time commitment will be and where the study will take place. If there are several activities, detail the time commitment for each activity. Note:  This is information specifically for the participant, not the length of your data collection for the entire study.

Voluntary Nature
Your child may leave the study at any time.  If you or your child decides to stop participation in the study, there will be no penalty and neither you nor your child will lose any benefits to which you are otherwise entitled.  Your decision will not affect your future relationship with Colorado State University.
Will I Receive any Compensation for Taking Part in this Study: (If subjects receive class points, remuneration for their time commitment, or token as a thank you, include that information here. Explain when disbursement will occur and conditions of payment. For example, if monetary benefits will be prorated due to early withdraw. Note here if there will be no compensation. Remember that compensation is not considered a benefit.) You and/or your child will/will not be compensated for participating in this research.

By law, payments to participants are considered taxable income. (Please remove if participants will not receive compensation.)
Are there any benefits from taking part in this study? (List direct benefits to subjects, if any. If none, state. If appropriate, list the broader societal benefits briefly (e.g., “There may be no direct benefit to you as a participant in this study, but we hope to learn more about [topic] and may help [future populations with a similar issues/future researchers design interventions to help with a topic] etc. This section must be consistent with the benefits as explained in the protocol submitted to the IRB.)
There may be no direct benefit to your child as a participant in this study. However, we hope to learn more about xxx.
What are the possible risks and discomforts?  (Risks must be explained, including the likelihood of the risk. This section must be consistent with the risks as explained in the protocol submitted to the IRB. If none, state. Keep in mind that loss of confidentiality is almost always a risk in research. If physical injuries or mental health risks are present, a sentence must be included that states whether treatment or resources will be provided from the research team or from the research team’s resources.)
While the level of risk is minimal, your child may become uncomfortable with some questions related to xxx.
What happens if my child is injured? (For studies involving greater than minimal risk)
If you believe your child has been injured as a result of participation in this study, please contact the Principal Investigator at the number listed in the “Who to contact” section of this form.   Colorado State University will not provide medical treatment or financial compensation if your child is injured or becomes ill as a result of participating in this research study.  This does not waive any of your legal rights nor release any claim you might have based on negligence. The Colorado Governmental Immunity Act determines and may limit Colorado State University's legal responsibility if an injury happens because of this study. Should you need medical assistance, you or your health insurance will be responsible for the costs.
Who will see the information given about my child:
Efforts will be made to keep your child’s study-related information confidential.  However, there may be circumstances where this information must be released.  For example, personal information regarding your child’s participation in this study may be disclosed if required by state law.  Also, your child’s records may be reviewed by the following groups (as applicable to the research):

· Office for Human Research Protections or other federal, state, or international regulatory agencies;

· The Colorado State University Institutional Review Board or Office of Research Integrity;
· Other Authorized Officials of Colorado State University who are responsible for the oversight of research
· The sponsor, if any, or federal agency (including the Food and Drug Administration for FDA-regulated research) supporting the study.
For this study, we will assign a code to your child’s data so that the only place your child’s name will appear in our records is on the assent/informed consent documents and in our data spreadsheet which links your child’s name to their code. Only the research team will have access to the link between your child, their code, and their data. All records will be stored in [a restricted access folder; an encrypted, cloud-based storage system; a locked drawer in a restricted-access office] at CSU for three years after completion of the study. After the storage time, the information gathered will be destroyed.   
Future Research: (Include one of the statements below about future research use of information and delete the other.) 
Your child’s de-identified information may be used or shared with other researchers without your additional informed consent. 

OR

Your child’s de-identified information will not be used or shared for future research. 

Participant Rights:
You or your child may refuse to participate in this study without penalty or loss of benefits to which you are otherwise entitled. If you or your child is a student or employee at Colorado State, your decision will not affect your grades or employment status.

If you and your child choose to participate in the study, you may discontinue participation at any time without penalty or loss of benefits.  By signing this form, you do not give up any personal legal rights your child may have as a participant in this study.

An Institutional Review Board responsible for human subjects research at The Colorado State University reviewed this research project and found it to be acceptable, according to applicable state and federal regulations and University policies designed to protect the rights and welfare of research participants.

If this research involves the collection of information from records derived from a medical/therapeutic service billable to insurance, please include a HIPAA Authorization. If you are unsure, please contact CSU IRB csu_irb@colostate.edu  Edit the section below as appropriate for the study. If not applicable, delete this section.
***HIPAA AUTHORIZATION*** 

Federal regulations give you certain rights related to your child’s health information. These include the right to know who will receive the information and how it will be used. The Principal Investigator must obtain your authorization (permission) to use or release any health information that might identify your child. 

 
What information may be used and shared? 
The Principal Investigator and study staff will use and share your child’s health information as part of this research study. This may include your name, address, telephone number or other facts that could identify the health information as yours. 

 

Examples of the information that may be used are: 

•                     Medical records 

•                     Information created or collected during the research. This could include your medical history, and dates or results from any physical exams, laboratory tests or other tests. 

 

Who will receive information about your child? 
The study staff may share your child’s personal health information with: 

•                     the funding agency, including persons or companies working for or with the funding agency 

•                     Colorado State University Institutional Review Board 

•                     U.S. Food and Drug Administration (FDA) 

•                     Department of Health and Human Services (DHHS) agencies 

•                     other regulatory agencies responsible for oversight of the conduct of the research

 

Why will this information be used and/or given to others? 
The Principal Investigator, Research Study team, funding agency, and the groups listed in the section above may use your health information: 

•                      to complete this research 

•                      to evaluate the results of the study 

•                      to check that the study is being done properly 

•                      to obtain marketing approval for new products resulting from this research 

 

Is my health information protected after it has been given to others? 
Your child’s health information may be further shared by the groups above. If shared by them, the information may no longer be covered by this Authorization and may be released without your permission. 

What if I decide not to allow the use of my child’s health information? 
You do not have to sign this form. If you do not sign this form, you cannot take part in this research study. 

May I withdraw or revoke (cancel) my permission? 
YES. You may withdraw your permission to use and disclose your child’s health information at any time. You can do this by sending written notice to the Principal Investigator. If you withdraw your permission, you will not be able to continue being in the research study. 

 
What happens if I want to withdraw my authorization? 
Information that has already been gathered may still be used and given to others. If you withdraw your permission, no new health information will be gathered unless you have a side effect related to the study. 

If you withdraw from the study but do not withdraw your Authorization, new health information may be collected until this study ends. 

 
Will my authorization expire? 
This Authorization does not expire unless you withdraw it in writing before then. 

 
May I review or copy the information obtained or created about me? 
YES. You have the right to review and copy your child’s health information. However, your access to this information may be delayed until the study is complete. 

Your decision to withdraw your Authorization or not to participate will not involve any penalty or loss of access to treatment or other benefits to which you are entitled.

Contacts and Questions:
For questions, concerns, or complaints about the study, or you feel your child has been harmed because of study participation, you may contact ___________________.
For questions about your child’s rights as a participant in this study or to discuss other study-related concerns or complaints with someone who part of the research team is not, you may contact the CSU IRB at 970-491-1553.
Signing the parent or guardian permission form

I have read (or someone has read to me) this form and I am aware that I am being asked to provide permission for my child to participate in a research study.  I have had the opportunity to ask questions and have had them answered to my satisfaction.  I voluntarily agree to permit my child to participate in this study. 

I am not giving up any legal rights by signing this form.  I will be given a copy of this form.

	
	
	

	Printed name of participant
	
	

	
	
	

	
	
	

	Printed name of person authorized to provide permission for participant 
	
	Signature of person authorized to provide permission for participant 

	
	
	
	AM/PM

	Relationship to the participant
	
	Date and time
	


Investigator/Research Staff

I have explained the research to the child’s parent or legal guardian before requesting the signature(s) above.   A copy of this form has been given to the parent or legal guardian. 
	
	
	

	Printed name of person obtaining consent
	
	Signature of person obtaining consent

	
	
	
	AM/PM

	
	
	Date and time
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