



Research Project Ethical Approval
	
Dear principal investigator,

	Click or tap here to enter text.
	LEC Reference number

	Click or tap here to enter text.
	Research Project Title

	Click or tap here to enter text.
	Principal Investigator

	Click or tap here to enter text.
	Co-Investigators

	Click or tap here to enter text.
	LEC meeting date

	Click or tap here to enter text.
	Approval No

	Click or tap here to enter text.
	Approval date

	3 months   |_|       6 months  |_|             12 months    |_|        other |_|  :       
	Follow-up report is required every: 

	Approved       |_|       Rejected          |_|     

	Waiver of consent 


The Local Research Ethics Committee (LREC) has reviewed your application outlined above and found that your research proposal satisfied the requirements of ethical approval criteria according to the rules and regulations of the National Committee of Bioethics (NCBE). Therefore, your research proposal has been ethically approved.

The PI is responsible for:
· Strict compliance with the rules and regulations of the setting where your research will be conducted.
· Notifying and obtaining the LEC approval prior to proceeding with any amendment related to the research proposal (including transfer research supervision responsibility to a different investigator).
· Providing a copy of the required, written and signed informed consents from all participants in the study to the local ethics committee  (LEC).
· Providing the LEC with a periodic report of the research activity every three months in case of conducting clinical research and every six months in case of conducting other types of research or as decided by the LEC.
· Immediately notifying the LEC as well as the research sponsor of any unexpected major harm (Serious unexpected adverse event) occurring during or after conducting the research.
· Notifying the LEC of all minor harm occurring during or after conducting the research.
· Sending a final report by the end of your research to the LEC.
· All clinical trial projects must be registered first with the Saudi Food and Drug Authority before human subjects are invited to participate.
Head of the Local Research Ethics Committee
Click or tap here to enter text
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