MU IRB Parent Permission Form Template and Guide

INSTRUCTIONS: Use of this template is mandatory.
1. Remove ALL instructions on pages 1-3, including the above header. Begin document with Parental Permission Form.
2. Remove ALL instructions within the body of the form, appearing in orange text (as keys) or in brackets. Retain page numbers.
3. Read the below chart. If the left column applies to your study, include what is indicated in the right column.
4. Do not include exculpatory language, which waives legal rights or releases anyone from liability for negligence.
5. Proofread your document, using your software’s spellcheck and readability statistics features. See Readability Tips.
6. Save the document in DOC format (no PDFs please).
7. If you are asked to make changes after IRB review, enable the track changes feature in your word processing software before making the changes. If you do not have this feature in your software, visit a campus or satellite campus’ computer lab. See Track Changes Instructions.

If any items in the left column apply to your research, add what is indicated in the right column.
	ACTIVITY or POPULATION
	ADDITIONAL LANGUAGE OR DOCUMENTATION REQUIRED

	1. Audio/Video Recordings
	Procedures: Mention that audio or video recording will take place, under what method (e.g. digital audio recorder, tape recorder), and who will transcribe, if applicable (e.g. the investigator, a transcriptionist). 

Confidentiality: If someone else is transcribing, include (1) who will access any recordings, and (2) when you will destroy recordings (e.g. recordings will be destroyed after they are transcribed).

	2. Children – Young or with Developmental Delays
	Voluntary Nature: Include any non-verbal cues you will look for indicating that a child does not wish to participate or wishes to stop.

	3. [bookmark: IdentifiableInformation]Collection of Identifiable Private Information or
	Identifiable Biospecimens 

	This means collection of identifiable information by the investigators at any time during the research, whether directly or indirectly (e.g., key/code).
	Confidentiality: Insert a statement indicating one of the following:
· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the parent (or guardian), if this might be a possibility; OR
· A statement that the child’s information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

	4. Commercial Profit with Use of Biospecimens
	Payment or Other Rewards: Include a statement that the child’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit

	5. Deception or Incomplete Disclosure
When giving incomplete or false information about purpose or procedures to obtain unbiased results
	Submit these forms and review our Deception policy:
· Waiver or Alteration of Informed Consent Request form, and 
· Debriefing form (when applicable). 

	6. Funding 
	Top Section of Form: Include the name of the entity providing funding.

Confidentiality: State if you will share data with the funding entity, and to what extent (i.e. de-identified or aggregate data, etc.).

	7. FDA Statements: For Drugs (Some Supplements), Biologics or Devices
	Food & Drug Administration - 
21 CFR 50.25(c)
	Confidentiality: Include a statement that the Food and Drug Administration (FDA) may inspect study records.

FDA Statement [FDA requires it to be exact.]
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

	8. Health Related Research  Clinically Relevant Results
	Clinically Relevant Results: With this added heading, insert a statement indicating whether the clinical results, including individual research results, will be returned to the parent or child, and if so, under what conditions

	9. Internet or Web-based Transmissions 
About 3rd Party Access
	Confidentiality: Add, “No web-based action is perfectly secure. However, reasonable efforts will be made to protect your transmission from third-party access.”

Bottom of Consent: Replace “By signing this document…” with ”By proceeding with this survey:”

	10. Non-English Language
	After the English version is cleared, submit (1) the translated version and (2) a completed Translation Certification form. Review our Non-English Speaking policy.

	11. Mandatory Reporting Requirements 
(e.g. Abuse or Public Health)
	[bookmark: _GoBack]Confidentiality: Add, “We may share your child’s information with appropriate authorities if we learn ___” [requirements or plans for abuse or public health reporting].

	12. More than Minimal Risk or Physical Risk


	Research involving more than minimal risk requires (1) an explanation as to whether any compensation and (2) an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained. The below information needs to be included for physical risks (e.g. exercise or invasive procedures). Be aware that some third-party payers do not cover injuries sustained as part of research.

Risks: In the event of injury, treatment will be available. This includes first aid, emergency treatment, or follow-up care as needed. Payment for such treatment must be provided by you or your third party payer (health insurance, Medicare, etc.). You should ask your insurer about its willingness to pay these costs. You do not give up your legal rights by signing this form.

	13. Prisoners 
(e.g., Juvenile Detention)
	Voluntary Nature: Your decision whether or not for your child to participate will not affect his/her probation or parole.

	14. Student (School)
Research
	Voluntary Nature: Include a statement that their choice will not affect grades.

	15. Waiver of Documentation of Informed Consent (Signature)
	For expedited and full research, parental permission/consent must be documented via physical signatures on the form. When documentation cannot be made (e.g. Internet or telephone survey), the signature requirement may be waived if research involves no more than minimal risk of harm, or where the signature is the only record linking the subject to the research, and the principal risk is harm from a confidentiality breach. 
Complete and submit a Waiver of Documentation of Informed Consent Request form. This type of waiver does not eliminate the informed consent process. The IRB will most likely require you to provide parents with a written consent form, minus the signature lines.

	16. Whole Genome Sequencing
(i.e., sequencing of a human germline or somatic specimen w/ intent to generate the genome or exome sequence of that specimen
	
A statement indicating that the research will or might include whole genome sequencing. 




REMOVE pages 1-3 entirely, including the header. Begin your form with the words “Informed Consent Form” as shown on the next page. 



Parental Permission Form
Title: [Insert title of Research Project]

Principal Investigator (PI): [Name and institutional affiliation - e.g. John Hu – Staff at Marywood University]
Principal Investigator Contact Information: [Phone number and email address]      
Co-Investigator(s): [Name and institutional affiliation – Remove entire line if not applicable.]
Research Advisor: [Name and institutional affiliation – Remove entire line not applicable.]
Research Advisor Contact Information: [Phone number and email address – Remove entire line if not applicable.]
Provider of Study Funding: [Name of Funder – Remove entire line if not applicable.]

Invitation for a Research Study
Your child is invited to participate in a research study about    *   . He/She was chosen because _**_. Please read this form. Ask any questions you may have before allowing your child to take part in this study. 
[Only if applicable, include *** and/or  #  from the key below, here as a separate paragraph.]


[PLEASE DELETE THIS “KEY” SECTION, AND ALL BRACKETED OR KEY SECTIONS THROUGHOUT THE FORM BEFORE UPLOADING IT TO IRBNET.]
*    [Insert a simple statement about the study.] 
**   [Insert how or why the child was identified - e.g. “because he attends Dunmore Middle School. He is also 11-14 years old.” Be specific. Do not use “because you meet study criteria.”]
***	[If you have any specific inclusion or exclusion criteria, list them. Bullets are suggested.]
#	[Only if your consent form will be FOUR OR MORE PAGES, this section must ALSO include a concise and focused summary of the KEY INFORMATION most likely to help potential participants to understand the reasons they may or may not want to participate. This information MUST be organized and presented in a manner that facilitates understanding. This “concise summary” is a new section that is required by the Revised Common Rule (Human Subjects Regulations), and contains five elements: (1) that consent is being sought for research and that participation is voluntary, (2) the purposes of the research, duration of participation, and study procedures, (3) any foreseeable risks or discomforts, (4) any potential benefits to subjects or others, and (5) alternatives to participation.]
Purpose – About the Study
The purpose of this study is to    *   .

* 	[Insert a short purpose statement in clear and concise language. One to two sentences are usually sufficient.]
Procedures - What Your Child Will Do
Your child will    *   .
* 	[Insert a simple explanation of all procedures involved, in a layperson’s terminology. If applicable, identify any procedures which might be experimental. Include the (1) location of procedures (2) duration - total subject time commitment (3) frequency, if more than once, and (4) assignment to groups, if applicable. If you are performing more than one procedure (e.g. interview and also records), state each. If using a control group, include a description. You may use bullets or a table if the procedures are complex.]

Risks and Benefits 
The risks are no greater than the risks in daily life or activities.  [Remove this if it doesn’t apply.] 
A risk may be that    *   . [Remove this if it doesn’t apply.]
*	[Insert any reasonably foreseeable risk/s or discomfort/s. Risks may be physical, psychological, social or economic. If there are risks, explain how they will be minimized. For example, if there’s a risk of slight distress, you might provide a counseling resource with contact information.].
A benefit may be that _**_. 
** 	[Insert any benefits to the field of study or general knowledge. If applicable, insert any to the subject or others that may reasonably be expected from the research. Note that there does not need to be a direct or individual benefit to subjects. Do not include payments or incentives here, since they must not be weighed against risks.]
Payment or Other Rewards 
Your child will receive    *   . [Remove this statement if they will not receive a payment or reward.] 
Your child will not receive a payment or reward. [Remove this statement if they will receive a payment or reward.]
*	[Include any specific payment or incentive. If offering a raffle award, name the award type (e.g. VISA, Amazon) and explain if it is a physical card or an electronic code. If the study involves multiple visits, include a disbursement schedule which is prorated, in case someone withdraws before completing all visits]. 
Confidentiality
The records of this study will be kept private. Information used in any written or presented report will not make it possible to identify your child. Only _*_ will have access to the research records. Records will be kept in a locked file. Records will be kept for _**   years. Then they will _***_.  
*	[Insert who will have access to records, such as the investigator(s), research advisor, transcriptionist, etc. If sharing data with another entity, state that in a separate sentence, and indicate if data will be de-identified, if not already anonymous to you.] 
**	[The minimum must be three. If keeping indefinitely, state so, so long as it’s no shorter than three years. If your study involves private health information accessed through a covered entity (HIPAA privacy rule), jurisdiction of the FDA (i.e., drugs, biologics or devices) or a contract, the retention period by investigators may be longer. See our Records Retention policy for details.]
*** [Insert how they will be destroyed (e.g., deleted, shredded, etc.). If they are being kept indefinitely, delete this sentence, and instead explain if they will be de-identified (unless already anonymous to you). See language to insert if identifiable info/biospecimens were collected.]

Taking Part is Voluntary
Participation is voluntary. Your decision whether or not to allow your child to participate will not affect your current or future relationship with the investigator[s]. It will not affect your relationship with Marywood University. _*_ You may withdraw your child at any time _**  .There will be no penalty. To withdraw, _***_. Your child’s information will be _#_.
*	[If applicable, add any other affiliated entity, such as a recruitment site or site providing data, as another sentence.] 
**	[If the information you collect will be anonymous to you, such as at a survey site, add “until your child submits his answers” or something similar, so they know they cannot withdraw afterwards.]
*** [Insert how they may withdraw, such as “tell the investigator” or “close your web browser.” Do not make it difficult to withdraw. For instance, they should not have to write a letter.] 
#	[Insert if their information will still be use or if destroyed, and if destroyed, how.]

Contacts and Questions
If you have questions about this study at any time, contact the principal investigator or the advisor [Remove advisor if not applicable.]. His [Her/Their] contact information appears at the top of page one.
If you have questions related to the rights of research participants or research-related injuries (where applicable), please contact the Institutional Review Board at (570) 961-4782 or irbhelp@marywood.edu.

You Choose an item. a copy of this form to keep for your records. 
FDA Statement [Remove this section completely if your study is not under FDA jurisdiction. If it is, insert the required language from the above table.]

Statement of Consent
By signing this document: [Adjust language if waiving documentation of informed consent (eliminating signatures).]
· You understand what the study involves.
· You have asked questions if you had them.
· You agree for your child to participate in the study.


_________________________________			
Printed Name Child	
 
_________________________________        _________________________________	___________
Printed Name of Parent/Legal Guardian (1)     Signature of Parent/Legal Guardian (1)                 Date

_________________________________        _________________________________	   ___________
Printed Name of Parent/Legal Guardian (2)     Signature of Parent/Legal Guardian (2)                 Date

_______________________________________________________                	___________
Printed Name of Authorized Person Obtaining Informed Consent                                                  Date

_______________________________________________________	 ___________
Signature of Authorized Person Obtaining Informed Consent			               Date


READ and THEN DELETE THIS BOX (Click box and hit delete key)!

REMOVE THE SECOND PARENT/GUARDIAN ROW OF LINES IF NOT NEEDED. 

According to 45 CFR 46.408: 
Permission of one parent (or guardian) is adequate for research with (1) no more than minimal risk, OR (2) involving more than minimal risk but presenting the prospect of direct benefit to the individual subjects. 
Permission of both parents (or guardians) is needed for research (1) involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition, OR  (2) not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children, UNLESS one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.
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