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Cover Letter for Reporting
	
[Company Letterhead]

[Date]

     [Director General]
     Director General
Food and Drug Administration
1781 Civic Drive, Filinvest City
Alabang, Muntinlupa City

                            Attention: [CDRR Director]
                                              Center for Drug Regulation and Research 

Re: Safety Reporting/Drug Safety Update Report/Annual Progress Report/Termination/End of Trial
Full Title of the Trial: 
Clinical Trial Approval Number: 
Protocol Number: 

[Salutation],

[Body] Must include the following:
· For Safety Reports: The report identification or manufacturing control no., description of the SUSAR or event term, report status (initial or follow up report), date of the report, outcome of the event and assessment
· For DSUR: Description of report
· For Annual Progress Report: A brief description of the IP, clinical trial protocol and study design
· For Termination/ End of Trial: Date of termination and/or end of trial and attachments

[Complimentary Close], 

	[Signature] 
[Name of Responsible Person]
[Sponsor/CRO]
[Address]
[Contact Number] 
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