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Dear

Ref:			EDGE ID ##PROJECT_ID##
Title:			##TITLE##
Project Status:		##PROJECT_STATUS##
End Date:		##END_DATE##


Thank you for submitting documentation for Substantial Amendment Number <X>/date for the above study. The amendment has been classed as a Category C amendment.

I confirm that all the documentation and relevant regulatory approvals relating to this amendment have been received by the University Hospitals of Leicester NHS Trust R&I Department. We acknowledge that the Sponsor was able to implement this amendment as soon as any relevant regulatory approvals were in place.

Please ensure that all documentation and correspondence relating to this amendment are filed appropriately in the relevant site file.

Undertaking research in the NHS comes with a range of regulatory responsibilities.  Please ensure that you and your research team are familiar with and understand the roles and responsibilities both collectively and individually.  

Documents listing the roles and responsibilities for all individuals involved in research can be found on the R&I pages of the Public Website. It is important that you familiarise yourself with the Standard Operating Procedures, Policies and all other relevant documents which can be located by visiting https://www.leicestershospitals.nhs.uk/aboutus/education-and-research/research-innovation/conducting-research/standard-operating-procedures 

The R&I Office is keen to support and facilitate research wherever possible. If you have any questions regarding this or other research you wish to undertake in the Trust, please contact this office.  

Please note that a letter confirming authorisation will not be sent.  Please retain a copy of this email in your site file.

We wish you every success with your research.
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