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Does my patient fit EA Criteria?

My patient(s) has a serious or
immediately life-threatening disease or
condition with no comparable alternative
therapy to diagnose, monitor, or treat
disease or condition

Yes

Potential patient benefit justifie
potential risks of the treatment use
and those potential risks are not
Inreasonable in the context of the disease
or condition to be treated

Ye

ill it interfere with
ihitiation /conduct/ completion
of clinical investigations that could

support marketing approval of expanded access

use or otherwise compromise the
potential development of the

Your patient (s} fits Expanded
Access Criteria according to

FDA regulations
Consultation
Schedule a free one-on-one
consultation to get started with
your EAP application to FDA
today!

UTSouthwestern
Medical Center

Expanded Access Application Quick Guidance for Drugs & Biologics
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IND/IDE application ta

Use EA Application

Yes Template

FDA Review Phase
30 days for
Response for non-
emergency EA

Sponsor will be
notified the date
FDA receives
original application

EAP mabye not
eligible for your

circumstances,
contact RSO

Possible Responses
Approved
Approved with condition
Staged approval
Disapproved

_ Obtain
informed
consent

Call FDA to
obtain verbal FDA

\[e141i%
IRB

Contact

Single Patient
product

Emergency

(Emergency Use e o application
IND*) manufacture authorization for Administer ‘“’"32‘5#2%2 ofl “to FDA Use IND

to obtain
their
agreement
to provide
product &
obtain
LOA**

expanded access use J§ treatment initiation) | (within 15 days)] with FDA

Close
Expanded
Access IND
with FDA &
IRB

Single Patient
(Non Emergency
Use IND¥)

informed
consent

Obtain FDA authorization f| Submit Formu1

Obtain IND# ICF, Form 3926,/
IND#

Administer |(Annual Report,
treatment J modification)

Contact
Regulatory
Support
Office
Book a
one-on-one
consultation
today!

Intermediate-

Submit EA
to IRB
[GECTIHES
Convened
IRB
Review)

size patient
population

Obtain
informed
consent
after IRB/
FDA
approval

Administer
treatment
to
patient(s)

Close IND
with FDA
& IRB

Submit EA
Application
to FDA

Prepare EA
Application

Large patient
population

*If this is an emergency situation and there is no time to obtain IRB approval, treat your patient to prevent immediate hazard {i.e. death)
**Letter of Authorization (LOA): Statement from the IND/IDE product’s manufacturer for the right of reference to the information contained in their existing

Sponsor of an existing IND or licensed physician must include

CMC
Chemistry, "\{
Manufacturing [
Control '

Introduction
Overview
General Plan

PT '
Pharmacology I‘
& Toxicology /

Human
Experience
Summary of
previous
exposure

Expanded Access Application
Required Content and Format

Investigator’s
Brochure

mm
mﬂ'd

CDER

Cover Letter \

IRB Approved
Consent

Form1571 Form

Form1572
Form 3926
(single patient)

Table of

Contents

Number
Pages

Cross-
Reference
Authorization
Letter (LOA)

following information in the non-emergency EA Application to FDA
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