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Marshall University

Parental Consent/Permission Template

Instructions:

· This template is designed to provide assistance and guidance in the construction of research informed consent documents.  While it addresses many issues, it does not address every possible situation or issue that may arise.  Investigators should use this document for what it is, a template.  Investigators must include all study specific information that a potential research subject should be aware of in order to make an informed, voluntary decision about taking part in the study.

· The goal of the informed consent process is to provide people with sufficient information for making informed choices.  The informed consent form provides a summary of the clinical study and the individual’s rights as a research participant.  This template for the informed consent form is only one part of the larger process of informed consent.
· The descriptions and information should be in lay language, defined as language understandable to the people being asked to participate (usually 6th to 8th grade).  The final version should be checked for reading level.
· Individuals involved in the study should be referred to as subjects or participants not patients.

· The use of second person (e.g., “You will receive…”) is preferred; the use of the first person (e.g., “I understand that…”) should not be used.

· Pages should be numbered and a section included for the subject to initial at the bottom of each page that does not have signatures on it (i.e. “Initial ______”).  This way they can know that changes cannot be made to any page with out their knowledge.
· The signature line for the second parent can only be omitted when the IRB determines and documents that the permission of one parent is sufficient.

· For minimal risk studies there needs to be language that describes:

· An explanation as to whether any compensation is available if injury occurs.

· If compensation is available if injury occurred, an explanation as to what it consists of or where further information can be obtained.

· An explanation as to whether any medical treatments are available if injury occurs.

· If medical treatments are available if injury occurs, an explanation as to what they consist of or where further information can be obtained.

· If the following criteria are applicable then they should be included in the consent:

· A statement that if the participant is or becomes pregnant, the particular treatment or procedure might involve risks to the embryo or fetus, which were currently unforeseeable.

· Anticipated circumstances under which the participant’s participation might be terminated by the investigator without regard to the participant’s consent.

· The consequences of a participant’s decision to withdraw from the research.

· Procedures fro the orderly termination of participation by the participant.

· A statement that significant new findings developed during the course of the research which might relate to the participant’s willingness to continue participation will be provided to the participant.

· The contents of this template were derived from the Code of Federal Regulations (Title 45, Part 46) Section 46.116 General Requirements for Informed Consent.

Parental Consent/Permission
Study Title
First Name Last Name, Degree, Principal Investigator

Introduction

Your child is invited (with your permission) to be in a research study.  Research studies are designed to gain scientific knowledge that may help other people in the future.  Your child may or may not receive any benefit from being part of the study.  There may also be risks associated with being part of research studies.  If there are any risks involved in this study then they will be described in this consent.  Participation is voluntary so please take your time to make your decision, and ask your research investigator or research staff to explain any words or information that you do not understand.

Why Is This Study Being Done?

The purpose of this study is to…[Give brief explanation as to why study is being done.]
How Many Will Take Part In The Study?

About [state total accrual goal here] children will take part in this study.  A total of [enter maximum number] subjects are the most that would be able to enter the study.

What Is Involved In This Research Study?

[Provide a simplified description of what will be required of them to participate in this study and what will happen during the study.]
[Identify any procedures that are experimental...(that is, what is being done as part of the research and what would be done anyway)]
What about Alternative Procedures?

[List here any alternative procedures or courses of treatment that might be advantageous to the participant.  If there are no alternatives, then you can omit this section.]
How Long Will Your Child Be In The Study?

Your child will be in the study for about [months/weeks, until a certain event] 
[Where appropriate state the duration of long-term follow up.]
You or your child can decide to stop participation at any time.  If you decide to stop your child’s participation in the study we encourage you to talk to the study investigator or study staff as soon as possible.

The study investigator may stop your child from taking part in this study at any time if he/she believes it is in your child’s best interest; if your child does not follow the study rules; or if the study is stopped.
What Are The Risks Of The Study?

[Use whichever statement is applicable:]

There are no known risks to those who take part in this study.
[Or] There may be these risks:
· [List and explain the physical, psychological, and social risks/discomforts and when known indicate the relative chances for each.]
· [When applicable, explain any risks that might be associated with a breach of confidentiality, including risks to employability, insurability, and/or criminal and civil liabilities.]

There may also be other side effects that we cannot predict.  You should tell the researchers if any of these risks bother or worry you.
Are There Benefits To Taking Part In The Study?

If you agree to allow your child to take part in this study, there may or may not be direct benefit to them.  We hope the information learned from this study will benefit other people in the future.  The benefits of participating in this study may be: [Describe the benefits an individual subject could reasonable expect from participating in the study.]
What About Confidentiality?

We will do our best to make sure that your child’s personal information is kept confidential.  However, we cannot guarantee absolute confidentiality.  Federal law says we must keep your child’s study records private.  Nevertheless, under unforeseen and rare circumstances, we may be required by law to allow certain agencies to view your child’s records.  Those agencies would include the Marshall University IRB, Office of Research Integrity (ORI) and the federal Office of Human Research Protection (OHRP).  This is to make sure that we are protecting your child’s rights and safety.  If we publish the information we learn from this study, your child will not be identified by name or in any other way.  

· [If research is FDA-regulated, the following template language is required] Because this research is regulated by the Food and Drug Administration (FDA), the FDA may choose to inspect and copy medical or research records that identifies individual research subjects.
What Are The Costs Of Taking Part In This Study?
[Use one of the following paragraphs as appropriate:]
There are no costs to you for allowing your child to take part in this study.  All the study costs, including any study tests, supplies and procedures related directly to the study, will be paid for by the study.
Or

There will be some cost to you for allowing your child to take part in this study.  You will have to pay about $[amount] for these study tests, supplies and procedures.
Will You Be Paid For Participation?
[If compensation for participation is available, list conditions, such as dollar amount per visit or payment upon study completion.]

You will be paid $[amount] if you complete all the scheduled study visits.  If you withdraw your child for any reason from the study before completion you will be paid $[amount] for each complete study visit.
[If no payment for participation is available, you could use the following:]

You will receive no payment or other compensation for your child’s participation in this study.

Who Is Sponsoring This Study?

[If there is no sponsor then omit this section.  If there is a sponsor then:]

This study is being sponsored by [Name of sponsor].  The sponsor is providing money or other support to help conduct this study.  The researchers do not, however, hold a direct financial interest in the sponsor or the product being studied.

What Are Your Rights As A Research Study Participant?

Taking part in this study is voluntary.  You may choose not to allow your child to take part or you may withdraw them from the study at any time.  Refusing to participate or leaving the study will not result in any penalty or loss of benefits to which you or your child are entitled.  If you decide to stop your child’s participation in the study we encourage you to talk to the investigators or study staff first.
Whom Do You Call If You Have Questions Or Problems?

For questions about the study or in the event of a research-related injury, contact the study investigator, Name at Telephone number (also include after hours number).  You should also call the investigator if you have a concern or complaint about the research.
For questions about your rights as a research participant, contact the Marshall University IRB#2 Chairman Dr. Stephen Cooper at (304) 696-7320.  You may also call this number if:
· You have concerns or complaints about the research.

· The research staff cannot be reached.

· You want to talk to someone other than the research staff.
You will be given a signed and dated copy of this consent form.

SIGNATURES

You grant permission for your child ___________________________________ to take part in this study.  You have had a chance to ask questions about this study and have had those questions answered.  By signing this consent form you are stating that you are not giving up any legal rights to which you or your child are entitled.

________________________________________________

    Parent Name (Printed)

________________________________________________            _________________

    Parent Signature                                                                                         Date

________________________________________________            _________________

   Second Parent Signature (if not required omit this line)                             Date

(if second parent signature is required but not used check reason below, if not required omit)
Permission of the second parent was not obtained because the:

_____Second parent was deceased


_____Second parent was unknown


_____Second parent was incompetent


_____First parent has legal responsibility for the care and custody of the child

________________________________________________

    Person Obtaining Consent (Printed)

________________________________________________            _________________

     Person Obtaining Consent Signature                                                           Date
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Initial ______


