Title of study must appear in the Header of every page.

Shortened title of study must appear at the top of every page


INSTRUCTIONS FOR FORM:
· Please follow italicized instructions listed in brackets and highlighted areas.
· Green font indicates new elements of the consent according to 2018 Common Rule updates. Please update to black font and delete instructions in final clean version of the form. 
· Include the shortened title as a header and complete the information needed for the footer.

· Delete all instructions from the consent template when finished.

· Make sure that formatting is correct and delete all colored fonts and hanging headers.

· Only a size 12 font or larger may be used.
· Info given to participant/parent must be one sided only.
NOTE:  No letterhead or logos are allowed
PLEASE NOTE: This form is to be used for minimal risk research involving participants under the age of 18 when the research takes place in an education setting. This form allows investigators to provide participants’ parents with more information and the opportunity to decline their child’s participation. This form of parental permission in which parental permission is not documented with a signature can be used when criteria for the approval of a waiver of documentation of parental permission is met and deemed appropriate. See IRB Policy 8-2 Vulnerable Participants: Children as Research Participants; section 5.1.3.1. 
[The informed consent document as a whole must present information in sufficient detail relating to the research, and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective participant’s or legally authorized representative’s understanding of the reasons why one might or might not want to participate]
Parent Supplemental Information Letter with “Decline to Participate" Option Template
Title of Study: [insert the full name of the study]
Research's Name {insert name of PI and degree}
Key Information about this Study

Note: Key Information is a new requirement under the revised Common Rule which went into effect on 1/21/19. More information is available on the Key Information Guidance document)

This part of the informed consent must be organized and presented in a way that facilitates comprehension.
5 key factors that are suggested to be key information. 
1. A statement that the project is research and participation is voluntary
2. A summary of the research including purpose, duration, and a list of procedures
3. Reasonable foreseeable risks or discomforts
4. Reasonable expected benefits
5. Alternative procedures or course of treatment (if any)
 
These 5 factors are simply a summary of the parts of the consent that are most important to a prospective participant provided at the beginning of the consent. They must be addressed in further detail according to the consent template.  
Purpose 

You are being asked to allow your child to be in a research study at their school that is being conducted by [insert principal investigator’s name and dept/division] from Wayne State University to [insert general statement about the study].  
Your child has been selected because [insert reason for selection]. 

Study Procedures
If you decide to allow your child to take part in the study, your child will be asked to [Explain in simple, non-scientific terms what the participants will be asked to do as part of the research study].

· Describe what tasks the participants will do as part of the research study (e.g. fill out surveys, complete questionnaires, assignment to study groups, etc). 

· Describe what the topics of questions will be asked, and whether or not the child has the option of not answering some of the questions and remaining in the study.

· Describe how long the child will be in the study, over what periods of time, how many visits or sessions, how long it will take to complete procedures or interviews during each session.

· Describe where the copies of the materials (questionnaires, interview questions, etc.) will be for the parents to review.

Benefits [select only one of the following statements and delete the one that does not apply].
· There may be no direct benefits for your child; however, information from this study may benefit other people now or in the future.
· The possible benefits to your child for taking part in this study are [describe any direct benefit to the participant (e.g. information about better coping skills, awareness of available resources.) If there is also an indirect benefit please add:  Additionally, information from this study may benefit other people now or in the future.]

Risks [select only one of the following statements and delete the one that does not apply].
· There are no known risks at this time to your child for participation in this study. 
· By taking part in this study, your child may experience the following risks [describe, in lay language the risks that are inherent to the study].
Add when information must be reported to authorities

The following information must be released/reported to the appropriate authorities if at any time during the study there is concern that: include applicable bullet(s)
· child abuse or elder abuse has possibly occurred, 

· you have a reportable communicable disease (i.e., certain sexually transmitted diseases or HIV)

· you disclose illegal criminal activities, illegal substance abuse or violence

There may also be risks involved from taking part in this study that are not known to researchers at this time.

Costs 

There are no costs to you or your child to participate in this study.

Compensation [select only one of the following statements and delete the one that does not apply].
· You or your child will not be paid for taking part in this study.
· For taking part in this research study, you <if parent compensated> and/or your child <if child is being compensated> will receive <enter form, amount if applicable and schedule> [Compensation is anything given as a token of appreciation, (e.g. gift cards, pizza parties, small gifts, candy bars, etc). All payments to participants should be prorated for partial participation. Payment schedule should be listed.].

Research Related Injuries
1) If the risks to the study are no more than minimal (i.e., protocol may be expedited or exempted), this disclaimer, including the header, may be removed if IRB chair or designee concurs with its elimination.
2) Please note, if applicable, the language in this section must match the Clinical Trial Agreement (CTA)/Contract. The Sponsored Programs Administration will assist the PI with the language. 

In the event that this research related activity results in an injury, treatment will be made available including first aid, emergency treatment, and follow-up care as needed. Consider revising the wording of this sentence to fit your study, such as removing “first aid” for survey only studies.  Care for such will be billed in the ordinary manner to you or your insurance company. No reimbursement, compensation, or free medical care is offered by Wayne State University [or (insert, as applicable, the name(s) of the Detroit Medical Center, Wayne Health, sponsor, and any other facility involved with this study]. If you think that you have suffered a research related injury, contact the PI right away at [insert phone number].

Confidentiality
All information collected about your child during the course of this study will be kept confidential to the extent permitted by law.  [select only one of the following statements and delete the one that does not apply].
· All information collected about your child during the course of this study will be kept without any identifiers.
· Your child will be identified in the research records by a code name or number. Information that identifies your child personally will not be released without your written permission. However, the study sponsor (if applicable), the Institutional Review Board (IRB) at Wayne State University or federal agencies with appropriate regulatory oversight (Office for Human Research Protections [OHRP], Office of Civil Rights [OCR], etc.), may review your child’s records. 

Voluntary Participation /Withdrawal:
Your child’s participation in this study is voluntary.  [If this a one-time study the upcoming sentence can be removed,] You may decide that your child can take part in this study and then change your mind.  You are free to withdraw your child at any time. Your decision about enrolling your child in the study will not change any present or future relationships with Wayne State University or its affiliates, your child’s school, your child’s teacher, your child’s grades or other services you or your child are entitled to receive.

Questions
If you have any questions about this study now or in the future, you may contact [insert name of PI] or one of [his/her] research team members at the following phone number [insert telephone number]. If you have questions or concerns about your rights as a research participant, the Chair of the Institutional Review Board can be contacted at (313) 577-1628. If you are unable to contact the research staff, or if you want to talk to someone other than the research staff, you may also call the Wayne State Research Subject Advocate at (313) 577-1628 to discuss problems, obtain information, or offer input.
Participation
[Internet survey studies only:] The data you provide may be collected and used by Amazon as per its privacy agreement. Additionally, this research is for residents of the United States over the age of 18; if you are not a resident of the United States and/or under the age of 18, please do not complete this survey.

If you do not contact the principal investigator (PI) within a 2-week period, to state that you do not give permission for your child to be in research, your child will be enrolled into the research. You may contact the PI [enter at least 3 options for contact such as: email, phone number, address, fax number, tear off sheet and other mechanisms for parental contact].

Optional Tear Off 

If you do not wish to have your child participate in the study, you may fill out the form and return it to your child’s teacher.

I do not allow my child _______________________________to participate in this research study.





Name 

_______________________________________

Printed Name of Parent

_______________________________________                        _____________

Signature of Parent






        Date

Submission/Revision Date: [insert date]  
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