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

INSTRUCTIONS FOR FORM:
· This document will need to be submitted for review and approval via the study specific worksheet before it can be used with the intended study. 

· 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.
· Consent given to participants must be one sided only.

NOTE:  No letterhead or logos are allowed
[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]
[Medical] Documentation of Adolescent Assent Form

(ages 13-17)

Title: [Insert Name]

Study Investigator: [Insert Name]

Why am I here?

This is a research study.  Only people who choose to take part are included in research studies.  You are being asked to take part in this study because [insert reason for selection].    Please take time to make your decision.  Talk to your family about it and be sure to ask questions about anything you don’t understand.

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.  
Why are they doing this study?

This study is being done to find out [insert purpose of study] 
What will happen to me?

[Describe what will take place from the child’s point of view in language that is both appropriate to the child’s maturity and age] 

How long will I be in the study?

You will be in the study for [describe how long and how often visits will occur].

Will the study help me?
Sample wording:    We cannot promise you that being in this research study will help you.  You may get better or you may get worse.   

Sample wording: The possible benefits are [describe any direct benefit to the participant (e.g. free medical examination, medication(s), information about health status, improvement in medical condition or any other personal gain)]. If there is also an indirect benefit please add, “Additionally information from this study may help other people with similar health issues now or in the future.”

Will the study hurt? 

Describe any risks appropriate for the child’s age and maturity

Sample wording:  The most common side effects seen with <enter treatment>  are:   

Side effects seen less often are:

If you get sick or have any concerns from being in the study you should tell your parents so that they can call your study doctor right away.   Add when appropriate <If necessary, the study drug may be stopped and other treatment may be started>. 

Include any of the risks listed below that may pertain to the study. 

Blood Draws:   

Possible side effects from blood drawing include:

· faintness, 

· slight pain over vein, 

· pain, 

· bruising 

· or bleeding at the blood draw site.  

· slight possibility of infection.

There may be side effects or discomforts from the use of the study drug/procedure that we don’t know about yet. For more information about risks and side effects, ask your study doctor. 

For Girls:  Are There Risks if I Get Pregnant?   (If having menstrual periods) [Add when applicable]
There may be unknown risks to an unborn baby if you are pregnant and participate in this study. Sample wording:  So, if you are having menstrual periods, you must use a study approved birth control method and agree not to try to get pregnant during the study.

It is important that you contact the study doctor right away if you think you may be pregnant, if you have missed a period or it is late, or if you have a change in your usual menstrual cycle (heavier or lighter bleeding than usual or bleeding between periods).

If you become pregnant during the study you will not be allowed to stay in the study. [If applicable]
What other options are there?

Sample wording:    If you choose not to be in this study there are other options available that you can talk about with the doctor.   Some other options are: {List Options in Bullet Points}

· The only alternative might be NOT to participate in the study
Will I get paid to be in the study? 
If no compensation, please remove header.  Note that participants are not paid for participation, but are compensated for their time and inconvenience.  

For taking part in this research study, you will be receive <enter form, amount if applicable and schedule> [All payments to participants should be prorated for partial participation.  Payment schedule should be listed.]

Do my parents or guardians know about this? (If applicable)

This study was explained to your parents/guardian and they said that you could be in it.  You can talk this over with them before you decide.

Research Related Injuries
Please note the language in this section must match the Clinical Trial Agreement (CTA)/Contract. The Sponsored Programs Administration will assist the PI with the language. 

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.]
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. 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, University Physician Group, 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].

What about confidentiality?

Every reasonable effort will be made to keep your medical records confidential.  But we do have to let some people look at your study records and maybe your hospital records.  

We will keep your records private unless we are required by law to share any information.  The law says we have to tell someone if you might hurt yourself or someone else. The study doctor can use the study results as long as you cannot be identified.  

Add when applicable
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
What if I have any questions?

For questions about the study please call [Insert PI’s name] at [insert PI’s phone 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.
Do I have to be in the study? 

You don’t have to be in this study if you don’t want to or you can stop being in the study at any time. Please discuss your decision with your parents and doctor.  No one will be angry if you decide to stop being in the study.

AGREEMENT TO BE IN THE STUDY

Your signature below means that you have read the above information about the study and have had a chance to ask questions to help you understand what you will do in this study.  Your signature also means that you have been told that you can change your mind later and withdraw if you want to.   By signing this assent form you are not giving up any of your legal rights.  You will be given a copy of this form.

________________________________________________

_______________

Signature of Participant (13 yrs & older)






Date

________________________________________________



Printed name of Participant (13 yrs & older)




_____________________________________________​​​​_____________

__________________

**Signature of Witness (When applicable)






Date

__________________________________________________________




Printed Name of Witness








_____________________________________________________

______________

Signature of Person who explained this form






Date 

________________________________________________



Printed Name of Person who explained form


** Use when participant has had consent form read to them (i.e., illiterate, legally blind, translated into foreign language).
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