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Monitoring Report to
Medium/High-risk research monitoring subcommittee 
(Subcommittee to the University Research Integrity: Ethics & Governance committee)

[bookmark: _Hlk176960008]On research project completion, OR in the case of Medium and High-risk research projects every 3 months, the following report is to be completed and submitted by the Principal Investigator to the Faculty Research Integrity: Ethics and Governance sub-committee with a copy to researchintegrity@swansea.ac.uk 
Medium and High-risk projects will be monitored by a subcommittee of the University Research Integrity: Ethics & Governance committee. 
(For Medium and high-risk projects, an annual report should also be submitted at the 12-month point by the Principal Investigator to researchintegrity@swansea.ac.uk for review by the subcommittee.)
Details of the Principal Investigator
	Name:
	

	Faculty/School:
	

	E-mail of Principal Investigator:
	



1. Details of the Medium and High-Risk Research Project 
	Full title of the Project/Research:
	


	Project reference number:
(from AMS or the Ethics online system) 
	

	Date of ethical approval:
Review date:
(1st set of monitoring to be undertaken 3 months from the commencement of project unless specified otherwise by the Faculty Ethics Chair) 

	




Response to any ethical conditions?	
2. Commencement and termination dates
	Has the project/research started?

	Yes / No

	If yes, what was the actual start date?
If no, what are the reasons for the project/research not commencing?

What is the expected start date?
	

	Has the research project finished?
	Yes / No


	If not, what is the expected completion date?

	

	If the project/research has overrun the planned completion date, what are the reasons for this?  
	

	Reasons for the research project not being completed.

	

	Is this research project being terminated prematurely?




	Yes / No
If yes, please give reasons for early termination?

	Were there any potential implications for research participants, researchers, research funders and users of research because of terminating the research project prematurely? 

Please describe the steps taken to address them.
	



3. General questions: 
	Recruitment: Recruitment of research subjects/research participants/individuals in research 

	Proposed in original application:

Has the recruitment criteria changed? 


	Serious adverse events: Any serious adverse events (SAE’s)?
Were they reported? 
	Yes / No

Yes/No

	Details of the adverse event (if Yes) 
	

	Breach in protocol: Were there any occurrences of serious breaches of protocol?

Was it reported? To whom?


	Yes / No


Yes/No

	Details of breach of protocol (if yes)
	

	Amendments: Have any substantial amendments been made to the research project?

	

	If yes, please give the date and number for each substantial amendment made.
	

	Research Data and Records: 
(Please note that the University is the data manager of all research records and data unless otherwise specified by a funder. Undertaking appropriate safeguarding of confidential information, the University as the data controller can access any confidential data for monitoring purposes. The University expects all data for medium and high-risk research to be stored in a Trusted Research Environment using OneDrive as the most secure method of storing the data) 

Has a data management plan for the project been agreed? 
	





Yes / No

	If no, then please confirm that you have contacted research-data@swansea.ac.uk to confirm a research data management plan. 
	Yes/No


	Final report for the project:
Has a Final Report for the research project been submitted?
	Yes / No



	Any other issues 
Are there any other developments on the research project to be reported? 
	Yes / No




4. Declaration
	Print name:
	

	E-Signature:
	

	Date of submission to research integrity:
	



5. University Approval:
	*Signature/Electronic Signature of the Chair of URIEGC sub-committee.
	

	*Please print name 
	

	Date of approval:
	



Please email the completed report to researchintegrity@swansea.ac.uk 
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Swansea University
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