
Edward VIA College of Osteopathic Medicine

PARENT PERMISSION FORM
Title of Activity

Investigator(s)

List names, positions, divisions, telephone numbers and email addresses of all individuals involved in the project. 

24-Hour Emergency Telephone Number
Include Name and Position; this is only for studies involving more than minimal risk.
I. Investigators’ Statement
We are asking your child to be in a research study.  The purpose of this consent form is to give you the information you will need to help you decide whether to allow your child to be in the study or not.  Please read the form carefully.  You may ask questions about the purpose of the research, the possible risks and benefits, and anything else about the research or this form that is not clear.  When we have answered all your questions, you can decide if you want your child to participate in the study or not.    We will give you a copy of this form for your records. Additionally, your child will be given a form called an “Assent Form” that will also explain the purpose of the study and what it entails. The Assent Form will be given to your child thereby allowing them to choose if they wish to take part in the study or not. The purpose of this “parent permission form” is to help explain the purposes of the study and if you are willing to allow your child to participate in this study.
II. Purpose of this Research/Project 

Subjects should be informed in clear, concise language about the nature of the study and the purpose for conducting the research.  The total number of subjects involved and a brief description of the subject pool (age range, health status, etc.) should be given.

III. Procedures

Describe the procedures involved.  Use separate paragraphs to describe each procedure.

Include the commitment of time for each, the total amount of time involved, and how long the study will last. Include where the research will take place.

As appropriate, specify size of samples to be taken and names and doses of substances to be given.
Describe ownership, use, disposal and documentation (identification) procedures for any specimens or samples that will be taken.
Describe questionnaires, surveys and interviews and describe or provide examples of the most personal and sensitive questions you will ask.

Include the use of medical, academic or other records, photographs, audio or visual recordings.  Add a study flow chart or table, if available.

At the end of this section, the subjects must have a clear understanding of what will be expected of them.  Remember, all language should be no higher than an eighth-grade reading level.
IV. Risks, Stress or Discomfort
Include information on the psycho-social and physical risks, including side effects, stress, discomforts, breach of confidentiality or the invasion of privacy that might result from each procedure.

Safeguards that are to be employed to reduce or minimize the risks must be described.  

Do not state that there are no risks or that risks “should be” minimal.

If appropriate, state how side effects will be handled and whom the subject should contact in the event of a study-related injury, illness or distress.
If investigational drugs are used, state that you will provide subjects with any information developed during the study that might affect their willingness to participate.

If you will make recordings of subjects, and you will be keeping the recordings indefinitely, share them with other researchers or use them in presentations or publications, explain that subjects will be given an opportunity to review the recordings and delete any portions.

V. Alternatives to Taking Part in this Study

For studies involving interventions (educational, social, medical or other) include descriptions of alternative procedures or standard care that are available if a subject chooses not to be in the study.

VI. Benefits of the Study
Describe the tangible or intangible benefits, if any, to the subjects who participate.  
State if subjects will not benefit from being in the study. If applicable, state the larger societal benefits for conducting the research.  
An analysis of the risks to benefits must clearly be on the benefits side.

A statement must be included to the effect that: “no promise or guarantee of benefits has been made to encourage you to participate.”

At the option of the investigator, subjects may be informed that they may contact the researcher at a later time for a summary of the research results.  If subjects are children, the parent / guardian must make the request.
VII. Extent of Anonymity and Confidentiality

The extent to which subjects will be identifiable must be explained.  If anonymity is 
promised (individuals cannot be identified), you need to explain how that will be 
accomplished.  If confidentiality is promised (individuals can be identified, but the researchers promise not to divulge that information), you must explain how that will be accomplished (e.g., computer password protected or by locked file cabinets) and state the date when the link will be broken.  If information from an individual’s medical charts will be reviewed, this must be stated.  
In some situations, it may be necessary for an investigator to break confidentiality.  If child / elder abuse is known or strongly suspected, investigators are required to notify the appropriate authorities.  If a subject is believed to be a threat to herself / himself or others, the investigator should notify the appropriate authorities.  The conditions under which the investigator may break confidentiality must be described here.  As an example:  “All of the information you provide will be confidential.  However, if we learn that you intend to harm yourself or others, we must report that to the authorities.”
For all studies in which links between subjects’ identities and data will be kept, add: “Government staff or VCOM Institutional Review Board members sometimes review studies such as this one to make sure they are being done safely and legally.  If a review of this study takes place, you records may be examined.  The reviewers will protect your identity.  The study records will not be used to put you at legal risk of harm.”
For drug medical device studies regulated by the FDA, add: “The U.S. Food and Drug Administration (FDA) reserves the right to review study data that may contain identifying information.”
For all “applicable clinical trials,” to include FDA-regulated drugs, biological products, and medical devices that will be registered with ClinicalTrials.gov and will post results in the federal data bank, a statement should be added to disclose this information:  “A description of this clinical trial will be available on http://www.Clinical Trials.gov, as required by the U.S. law. The web site will include a summary of the results.  This web site will not include information that can identify you. You can search this web site at any time.”
If taping (video or audio) is to occur, the subjects must be informed.  You must state how the tapes will be secured and stored, under whose supervision, who will score or transcribe, who will have access, and when they will be destroyed. 

For many studies, the following language may be appropriate: “Your identity in this study will be treated as confidential.  The results of the study, including laboratory or any other data, may be published but will not give your name or include any identifiable references to you.  However, any records or data obtained as a result of your participation in this study may be inspected by the persons conducting this study and/or The Virginia College of Osteopathic Medicine’s Institutional Review Board, provided that such inspectors are legally obligated to protect any identifiable information from public disclosure, except where disclosure is otherwise required by law or a court of competent jurisdiction.  These records will be kept private in so far as permitted by law.”
VIII. Compensation

There is no requirement that subjects are compensated, but if they are, they must be fully informed.  If no compensation is to be earned, subjects must be so informed.  Money or redeemable coupons or other currency may be given.  Subjects must be informed about how much will be paid, when it will be paid, any bonuses for completing all the tasks, etc. 

If extra credit in a course is the compensation, the subject must be informed as to how much credit is to be earned and the impact of that extra credit on their course grade.  If extra credit is a form of compensation for participation in research involving human 
subjects, there must be alternate and equitable ways to earn the equivalent credit in the same course without participating as a subject in research (the subjects must be so informed).  The course syllabus must describe the alternate ways to earn extra credit.

Indicate what costs subjects may immediately or ultimately have to bear.

If it is possible subjects may suffer a physical injury or illness as a result of taking part in the study state:  “If you think you have an injury or illness related to this study, contact the study staff right away.  The study staff will treat you or refer you for treatment.”  State who will be responsible for the cost of such treatment.  

IX. Freedom to Withdraw

Subjects are free to withdraw from a study at any time without penalty.  
State that, if they choose to withdraw, they will be compensated for the portion of the time of the study (if financial compensation is involved).  
State that, if they choose to withdraw, they will not be penalized by reduction in points or grade in a course (if course credit is involved).  
Indicate that subjects are free not to answer any questions or respond to experimental situations that they choose without penalty. 

State that there may be circumstances under which the investigator may determine that a subject should not continue in the study and describe these circumstances.  State that the subject will be compensated for the portion of the project completed (if financial compensation is involved).

The following statement or a similar statement in language appropriate to the subjects could be used:  “You are free to choose whether or not to participate in this study.  There will be no penalty if you choose not to participate.  You will be provided with any significant new findings developed during the course of this study that may relate or influence your willingness to continue participation.  In the event you decide to discontinue your participation in the study, please notify [name, telephone no., etc.] of your decision so that your participation can be terminated in an orderly fashion.” 

X. Participant’s Responsibilities 

Include the following:  My child has the following responsibilities:”  List medical conditions to be reported, staying in a place for a specific length of time after drawing a blood sample, consumption of alcohol etc.

XI. Parental Permission Statement
Informed consent forms should include the following statement:  “I have read this form, and I give permission for my child to participate in the research study described above.  I have had all of my questions answered.  I understand that I will receive a copy of this form.  I hereby acknowledge the above and give my parental permission.  I understand that my permission does not take away any legal rights.  I further understand that nothing in this consent form is intended to replace any applicable Federal, state, or local laws.”
If relevant, also include the following:  “I give permission to the researchers to use my medical records as described in this consent form.” 
_______________________
Printed name of participating student 
____________________________________________________
__________

Printed name of parent 
Signature of parent
Date
Should I have any pertinent questions about this research or its conduct, research subjects' rights, and whom to contact in the event of a research-related injury to the subject, I may contact:

List Investigator(s) 
Phone & Email







For questions I may have about this study.
VCOM IRB Chairman

P. Gunnar Brolinson, DO
(540) 231-3041, pbrolins@vcom,vt.edu  

For questions I may have about my rights as a research subject.
NOTE: Subjects must be given a complete copy (or duplicate original) of the signed Informed Consent.
VCOM IRB: Parent Permission Template
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