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Data and Biospecimen Retention & Future Use Consent Template

DIRECTIONS FOR USE OF THIS TEMPLATE: 
· Copy and paste the applicable sections from this template into your main Consent (and Authorization) document. 
· All Instructions in red font should be replaced or deleted. Example text may be used if needed. 
· Replace text between angle brackets, such as “<<insert disease>>” with information relevant to your research.
· Read guidelines for each section, complete as applicable for your project, and then delete the template guidelines.  
· Phrases such as “I understand…” or “You understand…” are not appropriate and should not be included in the document.
· The document should be written at an appropriate grade level for the group of participants. For adults, the reading level should remain around an 8th grade reading level. Most word processors include the ability to assess the reading level.

GUIDANCE ON DATA AND BIOSPECIMEN RETENTION (including “Future Use”): When drafting an informed consent form, you must clearly describe how data and/or biospecimens will be stored and used in the future. There are a few key concepts to understand and address. 

1. Protocol-Related Use and Retention (allowed to be required for an individual’s participation): Protocol-related use and retention refer to the collection, use, and retention of data and/or biospecimens that are necessary to conduct, complete, analyze, verify, or report the current study, as described in the current protocol. 
This includes use needed to:
· Achieve the study’s aims and endpoints
· Support safety monitoring
· Ensure scientific validity
· Meet regulatory obligations

This type of retention may be required as a condition of participation only when it is necessary for the current study. Use must be clearly described, limited to the current study, and not open-ended or discretionary. 

2. Product Development-Related Use (allowed to be required if limited scope): In some cases, data or biospecimens may be used to support regulatory development of the same drug, biologic, or device. This may include:
· Evaluating safety across development phases (e.g., Phase II informing drug development for Phase III)
· Refining dose selection
· Supporting regulatory submissions

This may be required only if all of the following are true:
· Limited to the same product
· Directly tied to interpreting or supporting this current study
· Clearly described and not open-ended
· Does not introduce new research questions

If the use extends beyond this (e.g., other products, exploratory aims, etc.), it must become optional future secondary research.

3. Future Secondary Research (must be optional): Future secondary research refers to any retention and use of data and/or biospecimens that is not necessary to complete or support the current study. This includes:
· Research with new or exploratory aims
· Studies of the same product with different objectives
· Research involving other products or indications
· Any use described as “future,” “possible,” or at sponsor discretion

Please note, this is commonly called “future use,” but is more accurately described as future secondary research or future secondary use.

About the Term “Future Use”
The term “future use” is commonly used to describe the storage or use of data and/or biospecimens after the current study ends. However, this term can refer to different types of use that have different regulatory implications.
For consent purposes, “future use” should be clearly distinguished as one of the following:
· Protocol-related use and retention: Use that is necessary to complete, analyze, or support the current study (may be required), or 
· Future secondary research: Use that is not necessary for the current study and involves new or additional research purposes (must be optional) 

Before selecting language below, consider the purpose of retention:
· If the data or biospecimens are needed to complete or support the current study, use the Protocol-Related Retention language. 
· If they are being stored for research beyond the current study or product development-related use (see #2 above), use the Future Secondary Research language and present it as optional.

4. Tokenization: Tokenization is a newer method of data retention that applies only to data (not biospecimens) and is typically used for future secondary research. It involves creating a unique code (“token”) from certain personal identifiers (e.g., name, date of birth, medical record number). This token allows researchers to link study data with other health-related information across multiple sources—such as medical records, insurance claims, pharmacy data, or wearable device data—without directly revealing the participant’s identity.

Critical Clarification for Consent Design
· Future secondary research and tokenization are separate and independent options.
· A participant may: 
· Agree to future secondary use of their data and/or biospecimens but decline tokenization, OR
· Agree to tokenization but decline future secondary use, OR
· Agree to or decline both.
· A “YES” for one does not mean “YES” for the other.
· Both options must be presented separately and both must be optional in treatment or intervention trials.
· For additional information on the impact of tokenization and instructions how to appropriately complete the ERICA application, please visit www.irb.utah.edu and search “tokenization.”

PROTOCOL-RELATED RETENTION OF DATA OR BIOSPECIMENS
Allowed to be required for an individual’s participation.
Only include this section as required if the data and/or biospecimens are necessary to complete, analyze, or support the current study. If the study could be completed without retaining these materials, the retention must be described in the optional “Future Secondary Research” section instead. 
· Purpose(s) for collecting data and/or biospecimens. 
· The types of data and/or biospecimens that will be collected and saved.
· Who manages the repository.
· The type(s) of research that may be done with the data and/or biospecimens to support the purposes of this study.
· Level of identifiability in the repository.
· Procedures for participants to withdraw data/biospecimens from the repository.
· Commercialization language (verbatim UU IRB language):
· <<Samples and/or Information>> obtained from you in this research may help in the development of a commercial product by <<specify who will conduct research on the sample, e.g., the University of Utah, the study sponsor, etc.>> or its research partners. There are no plans to provide financial compensation to you should this occur.

Example: We would like to keep <<insert specific biospecimen, e.g., blood, urine, tissue, etc. and/or description of information>>. Your <<sample and/or information>> will be used as needed to complete and support this research.

If applicable (product development use):
Your <<sample and/or information>> may also be used to support development of the same <<drug/device>>, such as evaluating safety, refining dosing, or supporting regulatory review. These uses are limited to development of this product and are not for unrelated research.

Select the options below regarding management of repositories and level of identification according to what is appropriate for your study.
UNIVERSITY OF UTAH-MANAGED REPOSITORY:
Your <<sample and/or information>> will be kept by Dr. <<insert name>> who manages the <<biospecimen bank or data repository>> at the University of Utah.
Example for coded data and/or samples: Your information will be coded, which means your name will not be kept with your <<data and/or sample(s)>>. Dr. <<insert name>> and the University of Utah will keep your name in a separate place so your information can be linked back to your <<data and/or sample(s)>> if needed.
Your <<data and/or sample(s)>> may be shared with researchers at the University of Utah and other institutions without asking for additional consent. Your name will not be shared. Other researchers will receive your <<data and/or sample(s)>> without identifiers, such as your name or other information that could directly identify you.
Example when choice given to retain identifiers for data and/or samples OR de-identification: We would like to code your <<data and/or sample(s)>> so your name is not kept with it. Dr. <<insert name>> and the University of Utah will keep your name in a separate place so your <<data and/or sample(s)>> can be linked back to you if needed.
If you do not want your name or other identifying information linked to your <<data and/or sample(s)>>, you can choose to have it remain anonymous.
You can tell us your choice by initialing one of the options below:
	Option
	Description

	___ YES,
(initial)
	my personal identifiers can be kept with my <<data and/or sample(s)>>. All information will be kept secure and confidential.

	___ NO,
(initial)
	my name and identifiers must be removed from my <<data and/or sample(s)>>.  My <<data and/or sample(s)>> cannot be linked back to me.



Your sample may be shared with researchers at the University of Utah and at other institutions without additional informed consent from you or your legally authorized representative.

Example for required storage of data or biospecimens in a repository (e.g., when the primary purpose of the study is to collect and store samples or information in a repository for use in future research): If you do not want your <<samples and/or information>> to be collected and stored as part of this study for use in future research, you should not participate in this study.  No matter what you decide to do, your decision will not affect your medical care.

SPONSOR-MANAGED REPOSITORY:
Your <<sample(s) and/or information>> will be kept by the study sponsor, <<insert sponsor name>>, who manages the <<biospecimen bank or data repository>>.
Example for coded data and/or samples: You can have your <<data and/or sample(s)>> removed from this biospecimen bank later.  You will need to contact <<insert name>> at <<insert contact information>>.
Example when choice given to retain identifiers for data and/or samples OR de-identification: You can ask to have your <<data and/or sample(s)>> removed from this biospecimen bank at a later time. To do this, contact <<insert name>> at <<insert contact information>>.
If you ask us to remove your identifying information, your <<data and/or sample(s)>> will no longer be linked to you. After that, we will not be able to find or remove your <<data and/or sample(s)>>.
Example for de-identified data and/or samples: Your <<data and/or sample(s)>> will not include your name or other identifying information. No one will be able to tell that the <<data and/or sample(s)>> came from you.
Your <<data and/or sample(s)>> may be shared with researchers at the University of Utah and other institutions without asking for additional consent. Only general information, such as your age or condition, may be shared with the <<data and/or sample(s)>>.
Because your identifying information will not be kept, your <<data and/or sample(s)>> cannot be linked back to you. This means you will not be able to have it removed from the bank later.
Example for required storage of data or biospecimens in a repository (e.g., when the primary purpose of the study is to collect and store samples or information in a repository for use in future research): If you do not want your <<samples and/or information>> to be collected and stored as part of this study for use in future research, you should not participate in this study.  No matter what you decide to do, your decision will not affect your medical care.

FUTURE SECONDARY RESEARCH
In addition to the points above, if the research collects data and/or biospecimens to pursue aims and objectives outside of the stated purposes of the current research, the following must also be included:
· Clear description that data and/or biospecimens collected may be used for purposes not necessary to complete or support the current study.
· Statement regarding whether or not it is mandatory to participate in the repository to participate in the research.
. (NOTE: you may not condition participation in a treatment/intervention trial upon participation in a repository)
· Whether or not clinically relevant research results or findings will be returned to the participant (Final Common Rule only).
· For research involving biospecimens, a statement about whether the research may involve whole genome sequencing (Final Common Rule only).

Example: We would like to keep <<insert specific biospecimen, e.g., blood, urine, tissue, etc. and/or description of information>>. We don’t know what kind of future secondary research will be done but we hope to learn more about <<diseases and how to treat them>>.

Example when choice given to bank biospecimens or information (note: participation in a biospecimen bank or data repository must be optional for treatment/intervention trials): You do not have to participate in the <<biospecimen or data repository>> to be in the main part of this study.  No matter what you decide to do, your decision will not affect your medical care.  You can tell us your choice by initialing one of the choices below:
	Option
	Description

	___ YES,
(initial)
	my <<sample(s) or information>> may be saved for future research, which may include research on different diseases.

	___ NO,
(initial)
	my <<sample(s) or information>> must be destroyed at the end of this research project.



TOKENIZATION OF IDENTIFIABLE INFORMATION
If the study sponsor or a contracted vendor intends to create a token from participant data to follow that individual for any type of future research, real-world data, etc., please include the following language. The term “tokenization” may be replaced with the sponsor’s preferred terminology. However, all text shown in black must remain verbatim, while text shown in red may be revised as needed:

Tokenization is a process that uses some of your personal information (such as your name, date of birth, or medical record number) to create a unique code called a “token.” This token allows researchers to link your study data with other health-related information about you, such as medical records, insurance claims, pharmacy data, wearable device data, and information from other organizations that use the same identifiers. 

For example, your name is replaced with a unique token, typically a randomly generated string of numbers and letters, with no intrinsic value.

	Name: Jane Doe
	Token: tok_892tkjdbowmm-7kdneh56-kali24508

How is tokenization used in this study? 
Explain the following: 
· What identifiable information will be tokenized?
· Why is identifiable information tokenized in this study?
· Who will create the token?
· How long will the tokenized data be retained?
· How long will the token be used to collect data from other organizations?
· What security measures are in place to protect the confidentiality of the token and related data?	Comment by April Edwards: I put this in red because we have a consent language template and the examples/instructions are all in red. 	Comment by Ariel Baughman: Makes sense!
 
What Does This Mean for You? 
· Tokenization is not the same as anonymity. The token is based on your personal information, so it can still be connected back to you by the organization that created it.
· If you consent to the tokenization of your personal information, the sponsor may use this token to track your health information over time – even after this study ends – for future research. This could include information collected many years from now, as long as you use the same identifiers (like your name or date of birth) when you receive care or sign up for services.
· Allowing your data to be tokenized for future research is optional. (If the vendor will not delete the tokenized data at the end of the study and will use the data for their own personal use, this tokenization must be optional.)	Comment by Ariel Baughman: Given our conversation below, maybe this bullet should be axed.	Comment by April Edwards: I don't know that it needs to be axed because anything for future secondary use must be optional. However, I may have just found a circumstance that isn't "future [secondary] use."
 
Privacy and Security Risks 
· If someone gains access to both the tokenized data and the mapping system, this could be used to identify you. 
· Combining tokenized data with other datasets could also lead to indirect re-identification.  When tokenized data is combined with publicly available data, matched records could infer the identity of the individual behind the token. For example, if the tokenized data indicates the information belongs to an 80-year-old man and a voter database has only three 80-year-old men living in that area, the token could be linked to that individual.
· If security measures fail, there is a risk that your information could be misused. The study sponsor and tokenization company will take steps to protect your privacy, including storing the link between your token and your identity in a secure system.
 
Your Choices 
· You do not have to participate in data tokenization to be in the main part of this study.  
· You can choose whether your data can be tokenized and whether tokenized data may be used for future research. (On the condition of whether the vendor will retain the tokenized data after the end of the study.)	Comment by April Edwards: I need to clarify this - I believe if data is tokenized, it WILL be used for future research. You couldn't say "sure, tokenize my data but I don't want you to use it for future research" or "I don't want you to track me in the future."

I think this needs to change to "You can choose whether or not your data can be tokenized, understanding that if it is tokenized, it will be used for future research" or something along those lines. 	Comment by April Edwards: @Ariel, I haven't been able to receive a clear answer on this because no one actually knows/understands tokenization. However, I believe we can safely assume that if data is tokenized, it will be used in the future. There's not a need to create the token if you aren't going to track data in other systems in future use cases. 	Comment by Ariel Baughman: totally agree.
· You can withdraw your consent and authorization at any time, and the study sponsor and tokenization company will stop using your token for new research, though research that has already been conducted on your data will not be destroyed. (On the condition that the vendor can delete tokenized data tied to a specific individual.)

By consenting to tokenization, you acknowledge that you have been informed and understand what tokenization involves and the associated risks. No matter what you decide to do, your decision will not affect your medical care.  You can tell us your choice by initialing one of the choices below: 


	Option 


	Description 



	___ YES, 
(initial) 


	my data may be tokenized and used as described above. 



	___ NO, 
(initial) 
	my data must not be tokenized and must be destroyed at the end of this research project. 
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