Revised 1/16/19

Instructions for Creating Your Broad Consent Form 	Comment by Jennifer Ofstein: Broad Consent Form – a full form that has all information for the study on it, that participants and or guardians sign. 

If you seek broad consent, you must have a way to keep track of who has consented and who has not consented. 

It is likely that if you are seeking Broad Consent, that you will also need to submit a “Repository Application” to the NC State IRB.

This document serves as a guide for preparing a Broad Consent form for your research. Broad Consent is used for the storage, maintenance, and secondary research use of information and/or biospecimens. 

Broad consent for the storage, maintenance, and secondary research use of information and/or biospecimens (collected for either research studies other than the proposed research or non-research purposes) is permitted. A Broad Consent can be used on it’s own, or be merged with an Informed Consent Form. 

Read through the instructions on the this page, and once your Broad Consent is tailored to your research, DELETE THIS PAGE AND ALL COMMENTS before submitting to the IRB.

The language used in the Broad Consent must be understandable to all potential research participants, which typically means a 6th grade reading level.  The Broad Consent form is to be read and signed by each participant in the study before they begin participation in the study. A duplicate copy is to be provided to each participant. You should read through the form with your participants if able, and certainly allow enough time for them to read the form and ask any questions they may have. You can use a site like this, to assess reading level or readability: https://readability-score.com/text/

If participants are under 18 years of age use the following guidelines for obtaining assent:	Comment by Jennifer Ofstein: Consent is for anyone above age 18

Assent is for anyone below age 18

Parental Consent/Permission is required for anyone below 18 unless you request a waiver of consent or a waiver of signed consent.

All consent/assent language should be written at an age/reading level appropriate to group.

· 0 – 5  years old—requires signature of parent(s)/guardian/legal representative 
· 6 – 10 years old—requires signature of parent(s)/guardian/legal representative and verbal assent from the minor (unless you are granted a waiver of parental consent or parental signed consent).  An assent script, written taking into account the child’s level of understanding, should be prepared and submitted to the IRB along with a parental consent form.
· 11 – 17 years old—requires signature of both minor and parent/guardian/legal representative

If the participant or legal representative is unable to read and/or understand the written consent form, it must be verbally presented in an understandable manner and witnessed (with the signature of the witness).  If there is a good chance that your intended participants will not be able to read and/or understand a written consent form, please contact the IRB (Institutional Review Board) office at 1.919-515-8754 or irb-director@ncsu.edu for further instructions.

No part of this consent form may have exculpatory language and participants may not waive/release or perceive they are waiving/releasing any of their rights. 

For your convenience, a sample Broad Consent form template is below.  Edit this template to represent your research activities and methods. Please read the comments inserted as a preparation aid, and delete the comments before submitting to the IRB. Make sure to “fill in the blanks” where noted or implied.

If you use Broad Consent, you must keep the signed Broad Consent forms on file and accessible throughout the entire time that you are storing and using the data for research (this can be hard copies, or digital copies). You also must make sure that you follow the individual Broad Consent permissions for each participant as indicated on this completed form. This will require you to have a tracking system. You cannot use Broad Consent if you cannot maintain these forms and track the use of the data based on these forms. You can only use the data (information and bio-specimens) as described in this Broad Consent Form



North Carolina State University 
BROAD CONSENT FORM for RESEARCH	Comment by IRB Director: If you are only using information as data, remove references to bio-specimens. If you are using only bio-specimens, remove references to information. If you are using both, leave both.

Title of Study/Repository: <insert study/repository title and (eIRB number)>
Principal Investigator: <insert name, e-mal, and phone number>					
Research Team: <insert only names if applicable>


What are some general things you should know about research studies?
You are being asked to take part in a research study.  Your participation in this study is voluntary.  If you do not understand something in this form it is your right to ask the researcher for clarification or more information. A copy of this consent form will be provided to you. If at any time you have questions about your participation, do not hesitate to contact the researcher(s) named above or the NC State IRB office (contact information is noted below). 

What do some of these terms below mean?
Throughout this consent form there are some repeated words or phrases being used that you might not be familiar with and you may ask the researcher for any additional clarification.

· Bio-specimen: This is any blood, urine, or tissue that is being or has been collected from you for this research study.
· Identifiable information/data: This refers to any information about you such as your name, e-mail, phone number, or other details that might make your identity easy for the researcher to know.
· De-identified information/bio-specimens:  This was once identifiable information or specimens that have been recorded by the researcher in a way that your identity is no longer directly on the information or bio-specimen. This means that the researcher either has a master list with your code and real name that they can use to link to the information or bio-specimen or they do not have a list like this and though they used to be able to link your identity to the information or bio-specimen, there is no longer a way to link your real identity to the information.  
· Anonymous information/bio-specimens: At no time can the researcher or anyone else link your real identity to the information or bio-specimen. This means that the researcher cannot identify you at all, even when the information or bio-specimen is combined with other information and they will not seek to re-identify you using any techniques or technology. 
· It is likely that if you are reading this Broad Consent form, that your information or bio-specimens will be identifiable or re-identifiable. 

How will my identifiable private information/biospecimens be used now and in the future?	Comment by JBOFSTEI: Fill in the blanks in this section
The types of research that may be conducted using your identifiable information/bio-specimens include __	Comment by JBOFSTEI: Provide information about the likely areas you intend to use the information and bio-specimens for

Your private identifiable information/bio-specimens may be used for research purposes including ___

Your private identifiable information/bio-specimens may be shared with ____ in the following manner ___.

You will not be informed of the details of any future research studies that may use your identifiable information/bio-specimens. This includes the use of your information/bio-specimens in studies that you may not have wanted to consent to originally.  	Comment by JBOFSTEI: If you do not plan on telling them every time how their samples/info is used, then remove this.

You will be informed of the details of future research studies that may use your identifiable information/bio-specimens. You will be informed through the following method _____.  	Comment by JBOFSTEI: If you plan on telling them every time how their samples/info is used complete this

Your [identifiable or de-identified] bio-specimens may be used for commercial profit. You [will or will not] benefit/share in this commercial profit	Comment by JBOFSTEI: Select one	Comment by JBOFSTEI: Select One	Comment by JBOFSTEI: If participants will share in commercial profit, this will need to be articulated in the eIRB application.

Will results be shared with me? 
Results from this research (including individual research results) [will or will not] be shared with you.  	Comment by JBOFSTEI: Select one. If sharing back results, describe what circumstances those results will be shared.

How long will my identifiable private information/bio-specimens be stored? 
Your identifiable information/bio-specimens will be stored for _____ and can be used for research purposes for ___ amount of time during that period. 	Comment by JBOFSTEI: Insert period of time.

Data protection and destruction.	Comment by JBOFSTEI: State how the data will be stored if using encryption, secured networks etc.

Since you will be storing data for future use, you will need to submit a repository application to the IRB office. 
The information in the study records will be kept confidential to the full extent allowed by law.  All data will be stored in compliance with NC State University data security standards and regulations governing the use of identifiable private information for research with human subjects. Data will be stored securely on an NC State managed computer. 	Comment by IRB Director: If you are seeking a Certificate of Confidentiality from NIH or the similar from NIJ, please provide that information here.

Options:	Comment by JBOFSTEI: The below bullet points provide options and language you can include. Please only use the statements that pertain to your work.
1. Individual data with individually identifiable details removed may be made available to the public as required by some journal and funding agency data sharing policies. 
2. Your information or bio-specimens that have been collected as a part of this research, will not be use or distributed for future research purposes. 
3. To help maximize the benefits of your participation in this project, by further contributing to science and our community, your <select one: de-identified or identifiable> information or specimens will be stored for future research and may be shared with other people without additional consent from you.	Comment by Jennifer Ofstein: Due to the changing landscape around data sharing and varying policies and uses of data, you can also select from these statements regarding data use and sharing, etc.

Delete the options you did not use. 

If you select the optional text – remove all italics. 

If you choose option 4, you must have a way to track participant preferences and this must be detailed in the IRB application	Comment by Jennifer Ofstein: For each one of these, select either identifiable or de-identified. Do this throughout this section.
4. Because of your participation in this research, your data can continue to contribute to science and our community through further use. Please initial by the statement that best represents your preferences regarding additional uses of the information that we generated about you from this project: 
· ____ I do not want you to share my <select one: de-identified or identifiable> data with any other people.
· ____ You may share my <select one: de-identified or identifiable> data with other researchers to study <insert specific topic(s)>. 
· ____ You may share my <select one: de-identified or identifiable> data with other people for future research on any topic for which these data are useful.

Risks 	Comment by JBOFSTEI: Fill in the blanks below. Remove items that are not relevant to your work.
The risks related to the use of your identifiable private information include ___
The risks related to the use of your identifiable bio-specimens include ____

There may be unforeseen risks to you as a result of your identifiable information/bio-specimens being used for research in the future. We cannot predict or know what new techniques or new technology can tell us about your information or bio-specimens, and as a result there is a possibility of unforeseen risks. 
Your bio-specimens [will or may] undergo partial and/or whole genome sequencing. A genome is your complete unique set of DNA, including all of your genes. Your DNA sequence includes health and other information about you, your family, and your ethnic/geographic groups. The risks related to partial or whole genome sequencing include ____. 	Comment by JBOFSTEI: Select one or remove if irrelevant to your study	Comment by IRB Director: Fill in the blank
Benefits	Comment by JBOFSTEI: Fill in the blanks below. Remove items that are not relevant to your work.
Your consent to allow us to use your identifiable private information for research has benefits to you. These include ___. 

Your consent to allow us to use your identifiable private information for research has no direct benefits to you. The indirect benefits include ___. 

Your consent to allow us to use your identifiable bio-specimens for research has benefits to you. These include ___. 

Your consent to allow us to use your identifiable bio-specimens for research has no direct benefits to you. The indirect benefits include ___. 

Right to withdraw your participation 
You can stop participating in this study at any time. In order to stop your participation, please contact ____. If you choose to withdraw your consent and stop participating you can expect to ____	Comment by IRB Director: If at any point, you cannot feasibly remove their data or bio-specimens from use - state that reasoning here. Also state what happens when they withdraw their participation – is the data or bio-specimen destroyed? Are they removed from only future use or both past, current, and future – overall outline the limits on withdraw	Comment by JBOFSTEI: Add statement regarding what they have to do to stop their participation.	Comment by JBOFSTEI: Add information about what happens if they withdraw.
[bookmark: _GoBack]
What if you have questions about this study?
If you have questions at any time about your information/biospecimens and their storage, you may contact the researcher, <insert appropriate contact information: name, address, e-mail address, and phone number>	Comment by Jennifer Ofstein: Edit this section with your information

What if you have questions about your rights as a research participant?
If you feel you have not been treated according to the descriptions in this form, or your rights as a participant in research have been violated during the course of this project, you may contact the NC State IRB (Institutional Review Board) Office via email at irb-director@ncsu.edu or via phone at 1.919.515.8754. 

For more information about research, why you would or would not want to be in research, questions to ask as a research participant, and your rights, go to this website: http://go.ncsu.edu/research-participant 

Consent To Participate

Participant's Name______________________________________

Participant's signature______________________________________	Date _________________

Parent/Legal Representative Name_________________________		Comment by JBOFSTEI: Remove if not needed.

Parent/Legal Representative signature_________________________	Date _________________	Comment by JBOFSTEI: Remove if not needed.

Investigator's signature____________________________________	Date _________________
This document is in compliance with the 2018 regulations governing research with human subjects effective 1/21/19
