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Month XX, 202X

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

RE: Expanded Access Submission                                                                                                            Single Patient Expanded Access IND Request
Investigational Agent: [name of drug] 
	
Dear Dr. [Division Director]:

Per 21 CFR 312.305, please find enclosed [# of copies] copies of expanded access use request for [Drug generic name (Trade Name®)] for treating patient who is diagnosed with [disease or condition].  

The patient, [initials], is a [age]-year-old [gender] who [relevant medical history, previous treatments,
, response to prior treatment and rationale for requesting proposed treatment, current status].

This is being filed in a non-emergency setting as the patient is now stable, but we are concerned that the
patient may deteriorate. [add extenuating circumstances or critical timing needs, an estimated date you intend to treat the patient, ]- 

My intention is to treat the patient [summarize treatment plan including the dose, route, planned duration].

To monitor safety, [summarize safety monitoring and modifications (e.g., dose reduction or treatment delay) for toxicity]

UTSW IRB has been notified and we are in the process of obtaining the IRB Chair Concurrence.

As per 21 CFR 312.310 (d) (2), the following documents are included: 

· FDA form 3926 
· This letter, including patient history, treatment justification, and proposed treatment protocol 
· Informed Consent Form
· Curriculum Vitae for prescribing physician ([physician name])
· Letter of authorization

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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