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Month XX, 202X

Food and Drug Administration
CDER/ CBER
Document Control Center
Beltsville, Maryland

RE: Emergency IND  [insert IND#]                                                                                                            Notification of Completion of Treatment/Patient Death and Request to Withdraw EIND
Investigational Agent: [name of drug] 
	
Dear Dr. [Division Director]:

Please refer to Emergency IND [insert IND#], which provided for the emergency administration of [insert drug name]. 

With this submission we wish to notify the Agency of completion of treatment/patient's death due to [insert reason]. We also request that this Emergency IND be withdrawn at this time. 

Please also include the following information in this letter:
-Reason for withdrawal
-Duration of treatment
-Occurrence of adverse events considered possibly drug-related
-Synopsis of treatment final outcome (survived, discharged to other care facility, died)
-disposition of drug
-IRB status (Has IRB been notified?)

If you have any questions regarding this submission and future communications with my team, please contact me in addition to the following individuals –
[Key Member of SI clinical team (e.g., coordinator, project manager) (Name, phone, email)]
[Key member of UTSW Regulatory Support Office (Ganapathy [Raj] Varadarajan, 214-648-4066, sisupport@utsouthwestern.edu)]

Sincerely,
[Physician Name], MD
[Title]
[Institution]
[Email and Phone number]
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