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Participant Information Leaflet Researcher Checklist – HEALTH RESEARCH
Algorithm:  Article 13 (Separate checklist) + HRRs Section 3 + DoH Guidelines (+ Biobank if relevant)

Algorithm:  Article 14 (Separate checklist) + HRRs Section 3 + DoH Guidelines (+ Biobank if relevant)

	Health Research Regulations 2018 Section 3(1)(b) 

	Section
	Requirement 
	YES 
	NO

	HRRS 3(1)(b)
	ethical approval of the health research by a research ethics committee. 
(Clarify if the REC including University of Galway REC, Hospital REC, Other University REC and for regulated studies NREC (MDR, CTR, IVDR & Covid 19))
	
	

	HRRS 3(1)(b)

	specification of the controller involved.
(Include type of controller: Sole, Joint, Independent as determined in consultation with University DPO/Research DP Mgr.)
	
	

	HRRS 3(1)(b)

	specification of any data processors involved.
	
	

	HRRS 3(1)(b)

	specification of any person who provides funding for, or otherwise supports, the project.
	
	

	HRRS 3(1)(b)

	specification of any person (other than a person who is a joint data controller (where already specified) or data processor (where already specified) with whom it is intended to share any of the personal data collected (including where it has been pseudonymised or anonymised) and the purpose of such sharing.
	
	

	HRRS 3(1)(b)

	provision of training in data protection law and practice to those individuals involved in carrying out the health research.
	
	

	
	Clarify that “Explicit Consent” is collected as a requirement of the Health Research Regulations 2018
	
	






	Department of Health Informed Consent Guidelines – HEALTH RESEARCH

	Ref.
	Requirement 
	YES 
	NO

	DOH ICG
	Identification of the data controller or joint data controllers
	
	

	DOH ICG
	Contact details for the data controller or joint data controllers 
	
	

	DOH ICG  
	If there is a data processor, the name and contact details of that data processor and why it is necessary to have a data processor   
	
	

	DOH ICG  
	Name, title and contact detail of Principal Investigator and relationship to the data controller if he or she is not the data controller   
	
	

	DOH ICG
	The name and contact details of the data protection officer associated with the research
	
	

	DOH ICG 
	The purpose of the processing for which personal data are intended
	
	

	DOH ICG  
	The title of the research  
	
	

	DOH ICG
	Description of the personal data to be collected and used
	
	

	DOH ICG  
	Reason why identifiable rather than anonymised data is required  
	
	

	DOH ICG
	Enumeration of potential benefits that may arise from the research  
	
	

	DOH ICG  
	Clarification on whether the individual providing the personal data will be advised of any outcome from the research that would impact directly or indirectly on his or her health
	
	

	DOH ICG
	Identification of lawful basis for the health research by reference to Article 6 and Article 9 of the GDPR
	
	

	DOH ICG  
	Statement that consent must be freely given and voluntary, that a decision not to consent will have no adverse consequences and advice on how consent can be withdrawn (before anonymisation of the data or publication of results) and the effect of any such withdrawal  
	
	

	DOH ICG  
	Specification of any person to whom it is intended to disclose the personal data collected (whether in an identifiable, pseudonymised or anonymised form)
	
	

	DOH ICG  
	Statement as to whether the personal data collected will leave the State and if so what countries it will go to and why it is going to those countries
	
	

	DOH ICG
	Length of time the personal data will be kept (in an identifiable or pseudonymised format) and why it is necessary to keep it for that period.
	
	

	DOH ICG

	Explicit Consent
· Broad Consent -  explicit consent has been obtained from the data subject, prior to the commencement of the health research, for the processing of his or her personal data for the purpose of specified health research, either in relation to a particular area or more generally in that area or a related area of health research, or part thereof. 
· Narrow Consent – further narrowing down of Broad Consent.
· Blanket Consent (use of a high-level statement seeking consent for future unspecified purposes) is not an option and should not be sought.
	
	

	DOH ICG
	How and to who the data subject can make a complaint in relation to the research  
	
	

	DOH ICG
	Confirmation that the persons carrying out the research or otherwise having access to the personal data are bound by a professional code of secrecy (like doctors) or a contractual code of secrecy (that would means disciplinary action for employees who disclosed or facilitated unauthorised access to the personal data) or some other arrangement that emphasises confidentiality (this may be applicable in the case of medical students).   
	
	

	DOH ICG
	Specification of any person who provides funding for, or otherwise supports, the project and any direct or indirect access that person will have to the personal data collected –this is particularly relevant to any commercial involvement with the research and/or the researcher
	
	

	DOH ICG
	Confirmation that training in data protection law and practice has been provided to those individuals involved in carrying out the research
	
	

	DOH ICG
	Confirmation that arrangements are in place so that personal data will be processed only as is necessary to achieve the objective of the health research and will not be processed in a way that damage or distress will be caused to the data subject
	
	

	DOH ICG
	Arrangements to be made for the personal data to be archived or destroyed
	
	

	DOH ICG
	Will the results of the research be used or disclosed for commercial purposes
	
	

	DOH ICG
	Description of the data security arrangements in place
	
	

	DOH ICG
	Confirmation that an assessment of the data protection implications of the health research and /or a data protection impact assessment was carried out and an indication of the level of risk identified by either or both
	
	

	DOH ICG
	The name and contact details of the Research Ethic Committee that gave ethical approval to the research and whether any of the persons carrying out the research have a link to the Committee or the institution behind the committee.
	
	

	DOH ICG
	The date ethical approval was given by the Committee
	
	

	DOH ICG
	Reporting arrangements agreed with the Research Ethics Committee
	
	

	DOH ICG
	Any conditions attached to the research by the Committee
	
	

	DOH ICG
	Any intended follow up contact with the data subject as part of the current or future research
· ICF needs separate consent for same
	
	

	Department of Health Informed Consent Guidelines - BIOBANK

	BIOBANK
	Contact details of the biobank and the data controller associated with the biobank  
	
	

	BIOBANK
	Nature and purpose of Biobank
	
	

	BIOBANK
	Processes in place if participants change their mind - Biological samples 
	
	

	BIOBANK
	Where relevant, policy on use/disclosure to third parties for non-research purposes
	
	

	BIOBANK
	Any partnerships that the biobank is involved in
	
	

	BIOBANK
	Governance and funding of the biobank
	
	

	BIOBANK
	Biobank to the greatest extent possible to describe future uses and to provide information on governance and objectives of the biobank.
	
	

	BIOBANK
	Length of time the samples/data will be stored  
	
	

	BIOBANK
	The process for gaining access to the biobank
· Append to DPIA 
	
	

	BIOBANK
	Types of samples held and associated personal data (including whether consent to donate biomaterial to the biobank also means consent to access medical records)
	
	

	BIOBANK
	What the biomaterial/ associated data will be used for and what secondary research purposes are anticipated (in particular, any purposes likely to be controversial)
	
	

	BIOBANK
	When relevant, details of whether the research might include whole genome sequencing
	
	

	BIOBANK
	Access by third parties (including by any person outside the State) to biobank material/ associated data
	
	

	BIOBANK
	Any linkages projects that might see biomaterial shared with/given to other biobanks (including with or without the associated data being shared or disclosed)
	
	

	BIOBANK
	Any benefits or risks to the individual associated with his or her donation of biomaterial to the biobank
	
	

	BIOBANK
	Clarification on rights/ownership of samples
· TTO Engagement
· MDTA  – INBOUND /OUTBOUND/ TO BE COMPLETED
	
	

	BIOBANK
	Whether biomaterial/ associated data will be used by commercial/for-profit entities and whether participants will receive any benefits
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