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Human Cell Atlas

B5 - Addendum Template Consent Clauses - Research Use of Leftover Clinical TissueImportant notes on the current version of this template:

Data protection regulatory requirements: These templates were developed to apply to consent to participate in a research project, which may not be equivalent to consent requirements under other types of legislation (e.g. consent to data processing under the GDPR). Therefore, users of these documents should always verify with their institution whether additional information needs to be provided to participants to comply with data protection regulations. 
For information on points-to-consider regarding the General Data Protection Regulation (GDPR) and genomics researchers, see the Global Alliance for Genomics and Health (GA4GH), GDPR Forum. 

Consent requirements: The HCA does not require projects to use the proposed template language. It is only provided for informational purposes, and its use does not guarantee compliance with your local requirements. However, for the purpose of interoperability and harmonization, it is strongly suggested that projects depositing datasets to the HCA DCP include minimal Core Consent Elements (see separate document) in their consent documents.
 


This document is part of the HCA ethics toolkit. It should be used together with the Main HCA Template Consent Form, and aims to provide additional clauses for research use of residual (leftover) tissue sampled in a clinical context. These clauses can be used either prospectively, before tissues are sampled for clinical purposes (e.g. biopsy, resection) or retrospectively, for example, in cases where re-consent is necessary to use these tissues for research purposes, for example, in the HCA (see Consent filter for legacy samples/data). 

The language in this document is intended to provide an example, and can be modified to reflect local consent requirements.  

Who is this document useful for?
· The clauses below provide examples of language illustrating core elements to enable contribution of data to the HCA. These can be modified and adjusted to comply with your institutional requirements and existing templates. 
· Text in grey italics indicates explanation notes for the drafter. 
· Sections highlighted are meant to indicate text that should be customized based on drafter’s project-specific context. 

Who do I contact if I have questions?
· For any questions about this document, you can contact the HCA Ethics Helpdesk at:  ethics-help@humancellatlas.org 


Description of [Study]

[If using this consent form to prospectively obtain permission for research use, for the HCA:] You are being invited to this project because you will be undergoing a surgical procedure at [Institution], and we would like to ask your permission to use tissue leftover from the procedures for research purposes, in a study called [Study].]

[If using this consent form to retrospectively obtain permission for research use (re-consent), for the HCA:] You are being invited to this project because you have undergone a surgical procedure at [Institution] in the past, and some of your tissue from that procedure has been stored. We are asking for your permission to use tissue leftover from that procedure for [Study].

The project is collecting tissue from participants to help scientists from around the world understand how genes work. Genes carry the information that is passed from parent to child and can affect such things as eye color or susceptibility to disease. The goal of [Study] is to [insert project specific goal]. 

Donated tissues will be studied by [Study] [or: if transferring samples to other institution for processing and analysis, please detail how this will be done] to increase scientific knowledge about the genes that are turned “on” and “off” in each of their cell types, but studying a molecule called RNA. 

[insert all applicable clauses from Main Consent Template] 

Sample and data collection:

If you choose to participate in [Study] and to share your information with the HCA, we will ask the pathology department at [Institution] to give us part of the tissue leftover from your clinical procedure [insert more information on the type of tissue sampled] for research purposes. We will use your tissue sample to generate gene expression data and RNA sequencing data (information about the genes that are “on” or “off” in that particular kind of tissue). 

We will also collect other types of information about you and about your tissue (this is called “metadata”). This can include information about your sex, age, ethnicity, diseases you may have and the location in your body where the sample was collected. On its own, this metadata does not contain identifying information that could be used to identify who you are. However, there is a small chance that one day this information could be combined with other information in order to reveal personal or private information about you.

[Optional alternative clause for metadata, consider using this clause if Study is collecting and sharing richer types of participant metadata with the HCA: [Study] will be collecting some detailed information about you and about your health and lifestyle and about your tissue (this is called “metadata”). This could include, for example, information about your: [adjust list as necessary, depending on the type of data Study is collecting] body measurements (for example, weight and height); ethnicity; sex, age, diseases you may have, medical history (including for example, medications, treatments, alcohol consumption, smoking history, nutrition information, etc.), and [include any other participant information that is collected and submitted as metadata]]. On its own, this metadata does not contain identifying information that could be used to identify who you are. However, there is a small chance that one day this information could be combined with other information in order to reveal personal or private information about you. Because it contains some information about your health status and lifestyle, it could reveal some sensitive information about you.]

[Optional Clause, to add if Study requires access to medical charts/records to obtain metadata: You authorize [Study] to see your medical records in order to collect information needed for this research. This includes [list types of data fields that need to be collected] 

Your information (which includes RNA sequencing data, gene expression data and metadata) will be sent to the HCA and stored on the HCA online database, as described in this consent form.

Your tissue sample will be [indicate what will be done with the tissue sample after processing and analysis, e.g. biobanked locally, biobank in another institution, destroyed, etc.]
 
[insert all other clauses from Main Consent Template] 


CONSENT TO PARTICIPATE
Consent and Signature

Please read the information below, and sign if you agree.

I have been provided all the information I need to make a decision. I have been able to ask questions if I did not understand the information.

I agree:
· That [Study] can use tissue that [is/was] leftover from my clinical procedure from the pathology department at [Institution for research purposes];
· that [Study] can deposit my information, such as gene expression data and metadata, in the HCA online, [public (open access)/ managed access] scientific databases;
· that my information be studied by researchers from around the world;
· that I will not be identified in scientific publications and at conferences;
· that I will not receive any profits if commercially valuable product(s) result from these studies;
· that my information that has already been used for research cannot be withdrawn.

I know that participating is my choice. I understand that I may withdraw at any time without having to give a reason.

Your Signature _____________________________________ Date _____________

Researcher Signature ________________________________ Date _____________

Copy given to participant: _____Yes
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