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Instructions for Writing a Consent Document for Participants Under 18 Years of Age
Purpose of Consent Process
You will need to obtain written informed consent from the parent(s)/legal guardian(s) of the minors you are asking to be research subjects in your study.  In the consent document the parent(s)/legal guardian(s) will learn important information about the study that they are being asked to grant permission for the minor to join. 
Please keep in mind the process of consent includes a dialogue between the Principal Investigator and the parent(s)/legal guardian(s) about the procedures, risks, alternatives and other relevant issues pertaining to the study. Special concerns and issues are involved when the participant is a minor.  Informing parent(s)/legal guardian(s) is critical to gaining informed consent.  A written consent document is a supplement to the entire consent process.  In addition to written consent, the researcher must consider how the parent(s)/legal guardian(s) are approached.  There are a number of methods, including a cover letter sent home to the parents, informational sessions, and face to face meetings.  Whatever method is used, parents or guardians must be given sufficient time to evaluate their child’s participation before granting or denying permission
Parental Signatures
Different protocols will require different levels of parental consent.  If research contains no greater than minimal risk, then only the assent of the child and the permission of one custodial parent/guardian is needed.  If the research contains greater than minimal risk and has the prospect of direct benefit, then the anticipated benefit must justify the additional risk, and the benefit must be at least as favorable as that of the alternative.  If these conditions are met, then only the assent of the child and the permission of one custodial parent/guardian is needed.  If the risk is greater than minimal and there is no prospect of direct benefit, then the research may only contain a minor increase over minimal risk, and must be likely to yield generalizable knowledge about the child’s disorder or condition that is of vital importance for the understanding or amelioration of the disorder or condition.  Also, the intervention or procedure must present experiences to the child that are reasonably commensurate with those in the child’s actual or expected medical, dental, psychological, social, or educational situations.  If those conditions are met, then the assent of the child and the permission of both custodial parents/guardians are needed.  Any other research must be approved by both the IRB and the Health and Human Services (HHS) secretary, and will require the assent of the child and the permission of both custodial parents/guardians.
Assent of the Child
Provisions must be made to obtain the child’s assent when the IRB has determined that the child is capable of giving assent.  The regulations state that the IRB should consider the age, maturity and psychological state of the child involved.  This judgment may be made for all children to be involved in the research under a particular protocol, or for each child.  In general, children 8 years of age and older should be considered likely candidates for required assent.  Of course, permission of the child’s parent(s)/guardian(s) is still required.  If it is deemed appropriate that the child’s assent should be solicited, the IRB must ensure that the assent form is tailored for the child, with respect to his/her level of understanding.

For young children especially, the assent document should be designed as a one page document, with simple age-appropriate language, and presented in a manner understandable to the child.  The following demonstrates one example of how questions could be framed in an assent form for younger children:

· What is the name of the study?

· Who are you?

· Why me?

· What is it for?

· What will I have to do?

· How long will it take?

· Will it hurt?

· Will I have to go away from home?

· Will my parents be there?  Did they say it was ok?

· How will this help other children?

· Will I get better in the end?

· What if I want to stop?  Will I get in trouble?

· Can I pick another study?  Are there any other choices?

For adolescents, the assent form may model the elements of the parental consent form, albeit in a much abbreviated fashion.

Institutional Permission

If the research is to be conducted within an institution(s) (e.g. school, YMCA, Boys and Girls Club, etc) the researcher must submit to the IRB all correspondence or presentations made to get access to that institution(s).  Similar to the consent form, these communications must specifically outline all elements of the research.  Letters granting permission by the institution(s) will also need to be submitted.
Process of Preparing Consent Document
Consent documents are reviewed by the IRB along with all other documents. Please utilize the instructions and accompanying template outlined below for writing an appropriate and ethical document. 
	Instructions and guidance are provided in italics.  Please remove the red italicized instructions from your consent document.  Also, remove the portions in red that have not been italicized if they are not applicable.  


Human subjects cannot be recruited nor participate in research unless the consent document has been approved by the IRB. 

The consent document should be written at an 8th grade reading level or below so the parent(s)/legal guardian(s) can understand its content and purpose. It should include information so an informed decision can be made about whether or not to participate in the research study. To the greatest extent possible, it should be written in non-technical, non-scientific, simple language regardless of how long and complex the study. It is essential that parent(s)/legal guardian(s) are given ample time between initially reading the consent form and responding to the request of research participation for their child. This insures that the consent is informed and voluntary, because the parent(s)/legal guardian(s) are given a reasonable amount of time to process the materials explaining the research and the conditions of participation. 
Below are tools and recommendations to assist researchers in writing an appropriate consent document. 

Please Note:  

· The consent document should be in a 12-point font. For participants with difficultly in reading, larger font is appropriate. 

· Include page numbers in the following format: “Page____of ____”   

· For participants who cannot read, the document must be read to them. 

· Include an appropriate heading (see template)
· Informed consent must be written in the second person

· You must note your affiliation with Tufts University

Draft Template for Writing an Informed Consent Document for Minors (under 18 years old)
Title of the Research Study: 
Protocol Number: Leave Blank.  To be Assigned by IRB Administrator
Principal Investigator: (name, address, phone and email)
Co-investigator: (name, address, phone and email) 

Faculty Advisor (Include only if Principal investigator is a student): (name, address, phone, email)
Emergency Contact: (name, address, phone and email) 
You are being asked to grant permission for your son/daughter/legal dependent to participate in a research study. Granting permission for participation is voluntary which means you can choose whether or not to grant permission for participation.  If you decide your child will participate or not participate there will be no loss of benefits to which he/she is otherwise entitled. Before you make a decision you will need to know the purpose of the study, the possible risks and benefits to the child of being part of the study and what he/she will have to do if you decide to participate.  The research team is going to talk with you about the study and give you this consent document to read. You do not have to make a decision now; you can take the consent document home and share it with others.  (Insert previous red section if the study is presented at an open forum or a face-to-face meeting.)         

If you do not understand what you are reading, do not sign it. Please ask the researcher to explain anything you do not understand, including any language contained in this form. If you decide to allow your child to participate, you will be asked to sign this form and a copy will be given to you. Keep this form, in it you will find contact information and answers to questions about the study. You may ask to have this form read to you.        

Introduction

· Introduce yourself and your advisor (if applicable)
· What is your affiliation with Tufts University

· Tell who is involved in the study (include professional titles)
· Is there funding, and from where does it come?

· Identify any possible conflicts of interest

Purpose of the Study
The purpose of the study is to learn more about
· Fill in the space with a simple, accurate explanation of the purpose and what specific condition or conditions are being explored/studied. 

Participant Information
Your child is being asked to join this study because     . 

· Explain and justify why the participant is appropriate for recruitment. 

The study will take place over a period of      years. This means for the next      months we will ask you to spend     days a month participating in this study. Each session will last approximately      hours.     

Your child will be one of      people in the study.    

· Explain how much time the participant will need to commit in terms of hours, days, weeks, months and years.   
Location
Your child will be asked to come to      , located at      on      at     pm or am.   

· Explain specifically where the participant will have to go to participate. Be specific about requirements to go to different sites for different aspects of the study such as testing, meetings and the like.   
· Explain whether or not there will be more than one adult present.  If there is only one adult to be present, explain his/her Massachusetts CORI background check status or other appropriate state sponsored background check, if research is located out of Massachusetts. 
Study Procedures
· Explain only in simple non-technical language.
· Provide a chronology of what the participant will need to do. If multiple visits are required, explain where the participant will need to go for each visit and what will happen at each visit. Bullet points are acceptable. 
· If people other than the PI are involved, describe who they will be and what they will do.
· If the study involves a survey/questionaire, give examples or descriptions of the types of questions to be asked.
· If an interview is involved, give examples or descriptions of the types of questions you will ask and describe the method of recording the interview (notes, audio or video recording, etc.).
· If applicable, provide a description of the randomization procedures and describe the chances of being assigned to any one group.


· Identify any experimental procedures. 
· If the participant will be audiotapes, videotaped, or photographed, indicate that here.
Risks

· List any foreseeable risks, side effects, or discomforts.  Typical risks include possible stress, emotional or mental harm, and physical harm or pain.  Risks may also include, if applicable, the possibility of ineffective treatment from placebo, loss of confidentiality, embarrassment, loss of privacy, financial burdens, etc.
· If appropriate, explain how the listed risks will be minimized and/or addressed in the design of the study.
· Consider whether there are risks to people other than the participants (e.g. family, social group).
Benefits

· Inform parent(s)/legal guardian(s) if there are possible direct benefits to participation and what those benefits are.
· If there are no possible direct benefits, indicate that.
· Compensation is not a benefit.
· Inform the parent(s)/legal guardian(s) of possible future benefits from this research to others and society.
Alternatives
You may choose to give permission for your child to join the study or you may choose not to have him/her join the study. Your decision to permit participation is voluntary.  You can stop your child’s participation at any time without any negative consequences.  Your child will be told that he/she will not have to answer any questions that he/she does not want to.

There is no penalty if you choose not to allow your child to join the research study. You and your child will not lose benefits or advantages that are now coming to you or your child, or would come to you or your child in the future.
If you or your child are currently receiving services and you choose not to grant permission to participate in the research study, the services will continue.           

· Simply and directly tell the participant there are no negative consequences should they choose not to participate or withdraw. The purpose is to mitigate any feelings of obligation or coercion on the part of the participant.      

You may always choose to not have your child participate in the study as an alternative to participation.  

If you choose to not have your child participate in the study the following are other treatment choices that you may want to consider.  (This applies primarily to clinical research).
· If this applies, provide the pertinent information such as a contact name, phone number and address.   
New Information (Applicable in longer term studies)
· Describe the method for informing participants of new information that may become available during the course of the study.
· If no information is to be disseminated to participants, indicate that.
Payments

· Explain how much it will cost to participate in the study (how much, to whom and why) or 
· If there are no costs, state that there are no costs associated with participating in the study. 

· If applicable, include the costs associated with transportation to and from the study site, parking, lunch and other related expenses. State what study related expenses are reimbursed.     
Compensation

· Explain what compensation the participant will receive for participating in the study.  Clearly indicate the type and amount of compensation or reward the participant can expect to receive and when it will be distributed.

· If there is no compensation, state this.
Completion and Withdrawal
The study is expected to end after all participants have completed all study related procedures and all the information has been collected. The study may be stopped without your consent for the following reasons: 

· The Principal Investigator feels it is best for your child’s safety and/or health.  You will be informed of the reasons why your child’s participation have ceased.

· You or your child has not followed the study instructions.
· The Principal Investigator, the Sponsor, or the Office of the Vice Provost at Tufts University can stop the study anytime.
You have the right to remove your child from the research study anytime during the study.  You have the right to request that any or all of your child’s information collected to date be withdrawn.  There is no penalty or loss of benefits to you or your child if you do so. 
If you no longer wish to have your child participate in the research study, please contact     , at      and take the following steps:  

· Describe how parent(s)/legal guardian(s) can withdraw their child from the study and explain the consequences, if any, for doing so (for example, medical or emotional related consequences, if any).
· If withdrawal will result in a loss or partial loss of otherwise promised compensation, remind the parent(s)/legal guardian(s) of this.     
Privacy and Confidentiality
The research team will make every effort to keep all the information you or your child tells us during the study strictly confidential, as required by law. The Institutional Review Board (IRB) at Tufts University is responsible for protecting the rights and welfare of research volunteers. The IRB has access to study information. Any documents you sign, where you or your child can be identified by name will be kept in a locked drawer in      office. These documents will be kept confidential. All the documents will be destroyed when the study is over.   

· Explain how confidentiality will be maintained. Be specific about how records will be secured to protect the identity of the participant.  State the IRB at Tufts University will have access to the records.  Explain how participants will be de-identified; will code numbers be used? Please note; the content of this section will vary according to the research design.  There may be cause for more or less protections depending on the nature of the research. The language suggested above should be altered when necessary.           

· Note: For studies utilizing private health information, follow HIPAA guidelines. If the research is sensitive in nature, a Certificate of Confidentiality may be warranted. An example may include interviews with prison inmates or juvenile offenders attending a community re-entry program where information obtained from the participant may necessitate extra protection. The need for the Certificate should be determined on a case by case basis by the IRB.    

Injury Statement 

In the unlikely event your child becomes injured and/or feels upset or emotional discomfort while participating in the study you may contact the Principal Investigator or the emergency contact name on the first page of this form. 
Rights and Welfare
If you have questions about your child’s rights and welfare as a volunteer in the research study please contact Helen Page, the IRB Administrator at (617) 627-3417 and/or the Principal Investigator named on the first page of this document.  

If you have questions about the research study please contact the Principal Investigator named on the first page of this document or any of the other persons identified. 

When you sign this document, you are agreeing to have your child take part in this research study. If you have any questions or there is something you do not understand, please ask. You will receive a copy of this consent document.      

​​​​​​​​​​​​​​​​________________________________________________________________
Signature of parent/legal guardian
Date

​​​​​​​​​________________________________________________________________
Print Name of parent/legal guardian
________________________________________________________________

Signature of additional parent/legal guardian (if required)
Date

​​​​​​​​​________________________________________________________________
Print Name of additional parent/legal guardian (if required)
________________________________________________________________

Signature of Person Obtaining Consent
Date

​​​​​​​​​________________________________________________________________
Print Name of Person Obtaining Consent
Position

I agree to have my child be videotaped during the course of this study

________________________________________________________________

Signature of parent(s)/legal guardian(s)
Date

I agree to have my child be photographed during the course of this study

________________________________________________________________

Signature of parent(s)/legal guardian(s)
Date

I agree to have my child be audiotaped during the course of this study

________________________________________________________________

Signature of parent(s)/legal guardian(s)
Date

(Obtain a signature for any other relevant types of electronic recording that might occur during the study.)
________________________________________________________________

Signature of Witness(es) if applicable
Date

​​​​​​​​​________________________________________________________________
Print Name of Witness(es) if applicable


(A witness is required when the participant is unable to give written consent for any reason.  Verbal consent is documented by the witness(es)’ signature(s).)
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