The  information in italics and yellow highlights is being provided as additional clarification of the federal requirements.  DELETE THIS AND ALL OTHER INSTRUCTIONS IN ITALICS and yellow highlights before submitting.  
· The permission form must be written in 1st  person (e.g., You are being asked to take part in a research study about…).  
· The page numbering already inserted in the footer must be maintained to show what each page number is out of the total number of permission form pages (e.g., 2 of 4).
[PAGE 1 MUST BE PRINTED ON Department Letterhead]
Permission Form
Title of Study:      
Principal Investigator:      
University of Rochester Department:      
Co-Investigators:       Delete if not applicable.
Faculty Advisor:        Delete if not applicable.
Introduction:
You are being asked to allow your child to take part in a research study.  This form describes what you may expect if you decide to allow your child to be in the study  Please read this permission form carefully and ask the person who presents it any further questions you may have before you decide whether or not you and your child want to take part [OR, you want to allow your child to take part]. 

The study researchers are …,[M.D.,] and …, [Ph.D.,] from the [University of Rochester, Department of . . .].
Your child is being asked to take part in this study because he/she… specify prospective subject's condition, situation, or other reason for recruitment to study, e.g., "Your child has come the emergency room three times in the past six months." Or "Your child is being asked to take part in this study as a healthy volunteer."
Purpose(s) of Study:
Research is designed to benefit society by gaining new knowledge.  The purpose of this study is to Describe the general purpose of the study and include relevant background information. Limit explanation to why study is being done, explaining in one or two sentences, e.g., "…learn more about how people communicate pleasant and unpleasant feelings."
Description of Study Procedures

Describe in age-appropriate language, step-by-step, what will be required of or done to the research subject.  Avoid describing study procedures in lengthy narrative form.  If there are multiple steps, use headers, bullets, tables, pictures whenever available... See examples below.
If you allow your child to take part in the research study, the following procedures will occur:
Example procedure wording:
· Indicate the length of time of the individual participant’s active involvement.  Include expected time needed for study visits as well as the overall length of time..    

· For studies that involve questionnaires, include a statement informing the parent that the child may choose not to answer a question for any reason.

· If the study involves randomization, explain that they will be assigned by chance, like flipping a coin, or like picking numbers out of the hat, to a study group.  Explain how the study groups are different.
· Indicate if there are specific requirements of the research participants, such as follow-up interviews or questionnaires. 
· Prospective specimens to be collected (e.g. blood draw, hair, saliva, placenta, etc), including frequency and size/amount(i.e. blood draw – 2 tablespoons). Describe what will be done with the specimens, including plans for destruction/storage of the specimens upon completion of this study.
· For studies that involve collection of data through x-ray, CT scan, or MRI, describe the procedure and frequency.  For example:
· X-ray:  Your child will have an x-ray of [the lungs, done once at the beginning of the study, and again at the end of the study]
· CT scan: Your child will need to lie still on a table with [XXX] inside a large doughnut-shaped machine.  The table will move and the machine will make clicking and whirring noises as the scans are taken.
·  MRI: [Once every two weeks, every 3 months, done once at the beginning of the study, and again at the end of the study] your child will have a Magnetic Resonance Imaging (MRI) exam.  For the MRI exam, your child will lie down on a narrow bed which will then be placed in a machine that is shaped like a tunnel/tube that is 6 feet long by 2 feet wide and open at each end.
All these procedures will be done at . . .If different procedures will take place at different locations, specify accordingly.
Number of Subjects:  
About state total accrual goal here children will take part in this study.  If appropriate, give a short description about cohorts here. For multi-center studies,  give figures for both the whole study and for local enrollment at UR.
Risks of Participation:  <consistent with protocol and application>
For each research procedure, describe immediate and long-term physical, psychological, and social risks/discomforts. Describe how the researchers are minimizing the risks/discomforts.  If there are no known risks state this fact.
Sample Wording:

· Some of the videos are likely to produce unpleasant feelings, but your child will be able to stop watching at any time if he/she feels too uncomfortable.

· Some of the focus group discussion or survey questions may make your child uncomfortable or upset, but he/she is free to decline to answer any questions or to leave the group at any time.
· Blood draw/venipuncture- your child may experience temporary discomfort from the needle stick, bruising, and rarely, infection. Drawing blood sometimes makes people feel faint.
Benefits of Participation  

Choose or modify ONE of the following groups of sentences as appropriate to the specific study:
Your child may not benefit personally from being in this research study.

-OR
Your child may or may not benefit from being in this research study.
-OR
Your child is expected to benefit from being in this research study because ….
Sponsor Support 
The RSRB requires that all consent forms disclose which agencies or institutions (e.g., National Institutes of Health, Department of Defense, Center for Disease Control, State agencies), foundations or industry sponsors are funding the research. 

If the study is not being funded by an external agency, i.e., Department funds, personal funds, you are not required to identify.
The University of Rochester is receiving funds from sponsor name here to conduct this study. 
 Insert conflict of interest statement here if applicable.
Payments
Choose ONE applicable sentence.  If the second sentence is selected, then:
· Describe any payment or gift and schedule for their receipt. 

· Indicate if parents will receive payment or gift separate from child.

· For studies with more than one visit/interaction, address how the payment will be prorated in the event the child withdraws from the study prior to completion.

· Include information about any reimbursement for parking, transportation, etc.
Your child will not receive anything for taking part in this study.

OR
Your child will be receiving XXX for taking part in this study
Costs
When there are no costs at all to be charged to the subject, this should be stated. By the same token, when participation in the study may result in any costs whatsoever to subjects, clear, complete information regarding these costs must be provided.
Compensation for Injury
This section is to be omitted if the study involves no more than minimal risk and no chance of personal injury. 
The University of Rochester does not plan to provide for problems that could result from your participation in the study.

OR
If your child is directly injured by the drugs [or devices] that are being studied, or by clinical procedures solely required to participate in the study, you may need to pay for treatment of those injuries, but you will not be required to pay for emergency medical treatment provided at Strong Memorial Hospital or Highland Hospital.  The University may seek payment for this care from your health insurer or third parties.  Decisions regarding care and compensation for any other research related injury will be made on a case-by-case basis.

Confidentiality of Records   (add HIPAA language if applicable)
While we make every effort to maintain confidentiality, it cannot be absolutely guaranteed.  Although every effort will be made to keep research records, private, there may be times when federal or state law require the disclosure of such records, including personal information.  This is very unlikely, but if disclosure is ever required, the University of Rochester will take steps allowable by law to protect the privacy of personal information. In some cases, your child’s information in this research study could be reviewed by representatives of the University, research sponsors, or government agencies for purposes such as quality control or safety.   
· For studies having a federal Certificate of Confidentiality:

· Insert language provided by the federal agency that issued the certificate or insert the RSRB template language located on RSRB website.

· For studies that involve video or audio recording:

· Describe what will be done with tapes, i.e., the purpose for making the recording.

· Include plans for storage during use and what will be done after transcription/viewing, e.g., how long the tapes will be kept.

· Advise parents that audio and video recordings may be requested to be turned off, if that is true for the study; if not, restate that the child can stop (withdraw)from the study at any time. 
· Include the following:
Check the line that best matches your choice:

_____ OK to record my child during the study

_____ Not OK to record my child during the study

· For studies that involve group interviews or focus groups
· Advise parents that the child does not need to reveal her/his true name, and may use a fictitious name.  
· Advise parents that the child must agree not to reveal anything learned from group discussions or other activities.
· For studies that involve an interpreter:

· Describe how you will help ensure that the interpreter will maintain confidentiality.
Contact Persons

For more information concerning this research or if you feel that your child’s participation has resulted in any emotional or physical discomfort please contact: Jane Doe, M.D., Ph.D at 585/XXX-XXXX.
If you have any questions about your child’s rights as a research subject, or any concerns or complaints, you may contact the Human Subjects Protection Specialist at the University of Rochester Research Subjects Review Board, Box 315, 601 Elmwood Avenue, Rochester, NY 14642-8315, Telephone (585) 276-0005.  For long-distance, you may call toll-free, (877) 449-4441.  You may also call these numbers if you cannot reach the research staff or wish to talk to someone else.   
If there are additional informational sources related to the study (e.g., patient representatives, subject advocate or individuals at other study sites as appropriate), list here with contact information.
Voluntary Participation

You and your child have the right to ask, and have answered, any questions you may have about this research study.  Taking part in this research study is your child’s choice. Your child is free not to take part or to withdraw at any time, for whatever reason.  No matter what decision your child makes, there will be no penalty or loss of benefit to which you and your child are entitled. In the event that your child withdraws or you withdraw your child from this study, the information your child has already provided will be kept in a confidential manner.
Employee-subject wording, delete if not applicable.

Taking part in this research is not a part of your University duties, and refusing will not affect your job.  You will not be offered or receive any special job-related consideration if you take part in this research.  

Signature/Dates (all on one page)
Parent Permission 
I have read (or have had read to me) the contents of this permission form and have been encouraged to ask questions.  I have received answers to my questions.  I agree to allow my child to participate in this study.  I have received (or will receive) a copy of this form for my records and future reference.

Research Subject (Child’s Name): ________________________________Print Name

Parent’s Name:  _______________________________________________Print Name

Parent’s Signature  ________________________________ Date   _____________
Person Obtaining Permission 
I have read this form to the parent and/or the parent has read this form.  I will provide the parent with a copy of this permission form.  An explanation of the research was given and questions from the parent were solicited and answered to the parent’s satisfaction.  In my judgment, the parent has demonstrated comprehension of the information.  I have given the parent adequate opportunity to read the permission form before signing.
________________________________________
Print Name and Title

________________________________________
Signature      ______________Date
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