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Core Research Consent Elements 

In these documents the term “data” refers to different types of datasets currently being contributed to the Human Cell Atlas (HCA) Data Coordination Platform (DCP). “Data” in the open tier of the HCA is composed of transcriptomic data and associated metadata:

· Transcriptome data identifies and quantifies RNA molecules in different kinds of cells. Currently in the HCA, transcriptomic data-types include:
· Single cell sequence data (scRNA seq)
· Sequence aligned scRNAseq data
· Quantifications (Number of aligned reads assigned to a given gene (i.e. gene quantifications) or transcript (i.e. transcript quantifications))
· Sample metadata
· Sample metadata is information accompanying and annotating the above files. This metadata makes the sequence files more useful for other researchers because it explains, for example, how the data was generated or the organ from which it comes from. It includes, for example, information about the tissue of origin, information about the participant (e.g. sex, age, ethnicity and location); for some individuals (e.g., from disease cohorts) non-identifying clinical information may also be provided.
· A current “metadata dictionary” is found here: https://data.humancellatlas.org/metadata. 

Consent to take part in research involving the collection and analysis of tissue samples and sharing of research data with the Human Cell Atlas (HCA), should be obtained by the Data Contributors (as defined in the Ethics and Data Governance Document) from the participant (first person consent) or, where applicable, by obtaining consent from their legal representative (substituted consent). Some types of tissues (e.g. embryos/fetal tissues), could require consent from each of the gamete providers, depending on the country’s laws and regulations. Data Contributors should comply with all applicable local laws, guidelines and institutional policies. In particular, attention should be paid to requirements or limitations related to sampling of tissues and obtaining of data in certain special or vulnerable populations (e.g. research with human embryos or foetal tissues, research with paediatric participants, etc.). 

General guidance on information to include in consent materials for health databases (nature of data and samples to be collected, risks, benefits, etc.) are further described in the Ethics and Data Governance Document (forthcoming).  In addition, the HCA ethics toolkit includes guidance on consent forms and consent clauses and provide examples of language formulating the core consent requirements. However, Data Contributors are free to use their own consent language, if it includes elements similar to the Core Consent Elements listed below. 








Irrespective of the legal framework under which consent/substituted consent to tissue sampling is sought, it is suggested that, in order to foster interoperable, ethical, broad, and, transparent public (open) data sharing in the HCA, participant information and consent material minimally include the following CORE CONSENT ELEMENTS for public (open) data sharing of “data”: 

	
	Public (open) data sharing
If a Data Contributor wishes to deposit data in the HCA public (open) access tier, consent should be obtained for:

	Research data
	Genetic analysis of data from the tissue sample and the collection of metadata related to the sample. 

	International sharing
	International sharing of data

	Future use
	Any future, unspecified use of data

	Commercial use
	Use of data for commercial purposes

	Public (open) access
	No access controls or tracking over who is able to access data or for what use

	Storage on cloud servers
	Storage of data outside of the country where it was collected
[i.e. consent language does not restrict storage of data on cloud servers, including private/commercial cloud service providers]

	Duration of storage
	Indefinite data storage

	Data withdrawal
	Not possible to withdraw data that has already been distributed and used

	Re-identification
	Risk that the participant could be re-identified in the future, including through linkage with external databases


(Note that the elements listed above are not to be used as actual consent form language but rather, are high-level themes to include).

If any of the items listed above are not included in the consent, datasets should not be deposited as-is in the open access tier of the HCA DCP without obtaining appropriate approvals (for example, research ethics board, institutional representative, etc.). 

Finally, Data Contributors should note that the requirements for informed consent to donate tissue samples may differ from other types of consent requirements (e.g. consent to the processing of personal data under data protection laws). Therefore, for the sake of transparency towards HCA participants, informed consent for the use of tissues in the context of research as an international bioethical norm (and enacted in several national laws on research with human subjects), is treated here as distinct and separate from other consent requirements that may be applicable. Please consult with your appropriate institutional representatives on matters related to compliance with data protection regulations, particularly regarding sharing of data in a public database (see also the Global Alliance for Genomics and Health, GDPR Forum for further guidance). 




Core Research Consent Elements for datasets requiring managed/controlled access

The HCA encourages contributors to submit datasets that have appropriate permissions for open access data sharing. However, it is understood that not all datasets can be released in open access and therefore, the HCA has also implemented controlled access to a subset of datasets. For datasets requiring managed/controlled access, that cannot currently be deposited in the HCA DCP: 

	
	Managed/controlled data sharing
If the Data Contributor wishes to deposit datasets in a managed/controlled-access tier research consent should be obtained for:

	Research data 
[same as for public sharing]
	Genetic analysis of data from the tissue sample and the collection of metadata related to the sample

	International sharing
[same as for public sharing]
	International sharing of data

	Future use
	Future, unspecified research use of data

	Commercial use
[same as for public sharing]
	Use of data for commercial purposes

	Managed/registered access tier
	Sharing of sensitive data** through a managed/controlled-access mechanism, meaning that data users are required to register, create a researcher account and agree to access conditions before accessing such data*

* If the Data Contributor is depositing some data in the managed/controlled-access tier and other subsets of data in the open access tier (e.g. gene count data), please also add consent element for the open access tier, and specify the general types of data deposited in each tier.
For example: Sharing of a subset of data through a public database with an open-access mechanism, meaning that it is totally transparent to the donor that there are no controls or tracking over who is able to access data or for what use

** The definition of what constitutes sensitive data may vary from one jurisdiction to another. Data Contributors should refer to their ethics committee of data protection officer to determine whether a particular dataset is sensitive and requires managed/controlled access.

	Storage on cloud servers
[same as for public sharing]
	Storage of data outside of the country where it was collected
[i.e. consent language does not restrict storage of data on cloud servers, including private/commercial cloud service providers]

	Duration of storage
[same as for public sharing]
	Indefinite data storage

	Data withdrawal
[same as for public sharing]
	Not possible to withdraw data that has already been distributed and used

	Re-identification
[same as for public sharing]
	Risk that the participant could be re-identified in the future, including through linkage with external databases




