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	Purpose and Objective:

	To define the process for responding to research related complaints made against a member of Trust or QMUL staff or in relation to a research project.



	SOP Text


	
	Responsibility
	Activity

	1. 
	Complainant
	Member of the public or staff member informs the Trust of a research related concern or complaint, either via the standard complaints procedure or through direct contact with the Director of Human Resources, Medical/Nursing Director, Director of R&D or via the Joint R&D Office (See Appendix 1).


	2. 
	Individual receiving complaint (If received by R&D Staff)
	If the complaint is conveyed via a phone call, obtain as much information as possible from the complainant such as the name of the staff member/s involved with the complaint, the title of the research study (if applicable) and the nature of the complaint. Attempt to obtain the contact details of the complainant.


	3. 
	Individual receiving complaint / Research Governance & GCP Manager.
	Assess complaint to identify whether it is formal or informal in nature. Make a brief assessment of the seriousness of the complaint. 
For informal complaints, offer advice and recommend taking an informal process. If the complaint is deemed to be serious, encourage complainant to make a formal complaint.


	4. 
	Individual receiving complaint
	If the complaint is identified as requiring formal investigation, during the first contact with the complainant or at a later date, encourage the complainant to write and submit a written statement to the Director of R&D containing specific information about the complaint.


	5. 
	Individual receiving complaint
	For formal allegations /complaints with a written statement, forward to Director of HR, Director of R&D and Director of Internal Audit for investigation.

	6. 
	Director Internal Audit and/or Research Governance & GCP Manager
	Investigate the complaint. The complaint may be unfounded, however there may be evidence to substantiate the claim. Contact the Joint R&D Office and/or the Research Governance & GCP Manager if necessary to obtain further information or support. If there appears to not be any evidence to substantiate the claim, refer the matter to the Director of R&D for further action.


	7. 
	Research Governance & GCP Manager
	After the claim has been investigated and it appears that there is evidence to substantiate the allegation, the Principal Investigator associated with the project will be contacted and informed that their department or an individual research project will be audited.


	8. 
	Research Governance & GCP Manager
	An audit carried out to measure compliance with relevant research regulations (See SOP 22).

	9. 
	Research Governance & GCP Manager
	Forward audit report to the Director of R&D and the Medical Director for review and action.

	10. 
	Medical Director
	If any critical findings have been revealed within the audit, forward the audit report to the Chief Executive for review and action.
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Appendix A
Joint R&D Office
Allegation of researcher related complaint process flowchart
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