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	DD-MMM-YYYY


Subject: Developmental Safety Update Report 

Study Title:
Sponsor: Imperial College London/Imperial NHS Trust (Delete as applicable)
Chief Investigator:
IRAS ID:
MHRA Reference: CTA xxxx
REC Ref No:
EudraCT (if applicable) 
Sponsor’s Protocol number:
DSUR Payment Reference Number: DSUR-[5-digit MHRA company number]-[IMP name]-[Payment date DD/MM/YYYY]

Dear MHRA,
Please find enclosed the annual Developmental Safety Update Report for the above study covering the reporting period of DD/MM/YYYY to DD/MM/YYYY.


The following documents are enclosed for your consideration:
· xxx

[Insert a short summary of the main safety issues identified over the safety reporting period as discussed fully in the DSUR]

Reference safety information can be found in section [Insert name of section] in the Investigator Brochure/SmPC (delete as required), with Version XXXX (dated XXXXX) used over the previous safety reporting period (list all approved versions of the RSI if multiple approved over the safety reporting period along with the amendment in which each was implemented and the dates each RSI covered).
 
The Sponsor does not hold the manufacturing or marketing approval for the IMP(s) detailed in this DSUR and therefore Imperial College London does not have access to some of the requested data. Imperial College London is a non-commercial sponsor and where we cannot provide the requested data ‘Not applicable’ is provided.

Please let us know if you require any further information. 

Yours faithfully,
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