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• Explain the primary purpose of Expanded Access and how it differs from clinical trials.

• Distinguish between emergency and non-emergency Expanded Access requests for 
individual patients. 

• Identify useful resources for preparing Expanded Access requests for individual 
patients.

Objectives
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• Expanded Access is the use of an 
investigational drug or biologic to treat a 
patient with a serious or immediately life-
threatening disease or condition who does 
not have comparable or satisfactory 
alternative therapies to treat the disease or 
condition.
– Intent is clearly treatment

• Contrast with investigational drug in a clinical 
trial where the primary intent is research
– Systematic collection of data with the 

intent to analyze it to learn about the drug

What is Expanded Access (EA)?
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• Describe the general criteria 
applicable to all categories of 
access, and additional criteria that 
must be met for each access 
category

• Describe the requirements for 
submission

• Describe the safeguards applicable 
to Expanded Access Programs (EAP), 
such as informed consent, IRB 
review, and reporting requirements

Expanded Access Regulations and Guidance

21 CFR 312.300+
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Three General Categories of Expanded Access 
and Their Common Requirements

Individual patient
(includes non-emergency and emergency use)

Intermediate-size population
Treatment Investigational New Drug 

(IND)/ Investigational Device Exemption 
(IDE) or Treatment Protocol

Common Requirements:*
1. Patients have serious or immediately life-threatening disease or condition

2. No comparable or satisfactory alternative therapy

3. Patient is unable to participate in a clinical trial for the investigational product

4. Potential benefits must justify the potential risks of the treatment

5. Providing the product under EA must not interfere with or compromise the 
investigational product development program

* Under EA, access to an investigational product additionally depends on a sponsor or manufacturer choosing to 
make the product available to patients.
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• 2017 edits to the Final Guidance: Expanded Access to 
Investigational Drugs for Treatment Use – Questions and 
Answers
– Permits IRB review for single patient INDs by a single 

member of the IRB instead of the full membership
• Emergency: Report to IRB within 5 working days
• Non-emergency: Physician can select Box in Field 

10b on Form FDA 3926 (or submit waiver request 
with Form FDA 1571) 

– Clarifies how FDA reviews and uses adverse event 
data in the expanded access context

– Explains 21st Century Cures requirement that 
expanded access policies be publicly posted

Recent Updates to Expanded Access Guidance
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CDER and CBER Individual EA IND Submissions
FY 2015–2019
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Resources provided by FDA
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User-friendly FDA Webpages for EA

https://www.fda.gov/news-events/public-health-focus/expanded-access

https://www.fda.gov/news-events/public-health-focus/expanded-access
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User-friendly FDA Webpages for EA (cont.)

• The webpages were recently updated to reflect 
recommendations from stakeholders

• Creation of a series of informational videos:

 Expanded Access Part 1: Introduction

 Expanded Access Part 2: How to Submit a 
Single Patient IND

 Expanded Access Part 3: How to Complete 
Form FDA 3926 for Initial Submissions

 Expanded Access Part 4: How to Complete 
Form FDA 3926 for Follow-up Submissions

https://www.fda.gov/drugs/information-healthcare-professionals-drugs/expanded-access-part-1-introduction-may-2019
https://www.fda.gov/drugs/information-healthcare-professionals-drugs/expanded-access-part-2-how-submit-single-patient-ind-september-2019
https://www.fda.gov/drugs/information-healthcare-professionals-drugs/expanded-access-part-3-how-complete-form-fda-3926-initial-submissions-september-2019
https://www.fda.gov/drugs/information-healthcare-professionals-drugs/expanded-access-part-4-how-complete-form-fda-3926-follow-submissions-september-2019
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Additional resources on the 
Reagan-Udall Foundation for the FDA 

website
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Expanded Access Navigator:
Resources



13

Foundation Resources

Details, common 
language, and 
abbreviations used 
in expanded access

You can search 
resources by 
stakeholder groups 
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Expanded Access Navigator: 
Company Directory
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Expanded Access eRequest

https://erequest.navigator.reaganudall.org/

https://erequest.navigator.reaganudall.org/
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EA eRequest features 
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Why Use EA eRequest?

• Gathers resources into one place

• Walks users step-by-step through process

• Simplifies submission process

• Makes online submission possible

• Note: eRequest is currently a one-way submission 
portal. It can not be used for back-and-forth 
communication with FDA
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EA eRequest Scope

• Currently available for single patient requests:
• Initial non-emergency requests
• Documentation for already-authorized 

emergency requests (with IND)
• Follow-up submissions

• Currently not available for single patient 
emergency requests, intermediate requests, or 
treatment INDs
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EA eRequest: Select FDA Center and EA request type
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EA eRequest: Determine patient eligibility for EA
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EA eRequest: 
Review helpful tools
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EA eRequest: 
Register once

One-time registration collects 
physician information that is 
used for all Expanded Access 
requests (i.e., less duplication 
of effort)

22
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EA eRequest: Provide information 
for a specific EA request

auto-populates 
Form FDA 3926
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EA eRequest: Review and sign Form FDA 3926
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EA eRequest

EA eRequest: Submit EA request package via eRequest

eRequest site emails EA request 
package securely to FDA



26

EA eRequest: Get confirmation your EA request was sent

Pop-up message Confirmation email

EA earequest@reaganudall.org
To: Smith, Doctor

mailto:earequest@reaganudall.org
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EA eRequest: 
Contact for help 

Email Tech Support if you do not 
receive a confirmation message or 
if you experience technical issues 
with the site.

Contact FDA if you have questions 
about your Expanded Access 
request. 
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New EA eRequest features
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EA eRequest: Return later to complete draft requests

Link to 
follow-up 
dashboard
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EA eRequest: Document already-authorized emergency 
EA requests (IND number required)
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EA eRequest: Prepare follow-up submissions 
(IND number required)



32

EA eRequest: Prepare follow-up submissions (cont.)

• Initial Written 7-day IND Safety Report: A report of unexpected fatal or life-threatening suspected adverse reactions, 
submitted no later than 7 calendar days after the sponsor's (i.e., the physician, who is considered a sponsor Investigator) initial 
receipt of the information.

• Initial Written 15-day IND Safety Report: A report of potential serious risks to be submitted as soon as possible, but no 
later than 15 calendar days after the sponsor determines that information qualifies for reporting.

• Follow-up to a Written IND Safety Report: A follow-up report to an IND safety report, to be made as soon as the 
information is available but no later than 15 calendar days after the sponsor receives the information.

• Annual Report: A brief report of the progress of the investigation, submitted within 60 days of the anniversary date that the 
IND went into effect.

• Summary of Expanded Access Use (treatment completed and/or withdrawal in treatment): A written summary of 
the results of the expanded access use, including adverse effects, at the conclusion of treatment. If you wish to notify FDA of a 
withdrawal in treatment, please use this follow-up type.

• Change in Treatment Plan: Also known as protocol amendments; a submission describing changes in the IND, including 
changes of investigators.

• General Correspondence: Any other communication between the sponsor and FDA pertinent to the investigation.

• Response to FDA Request for Information: A submission containing responses to clinical information.

• Response to Clinical Hold: A submission correcting deficiencies previously cited in an FDA Clinical Hold letter.
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• CDER Office of Medical Policy
CDEROMP@fda.hhs.gov

• Lea Ann Browning-McNee
Lmcnee@reaganudall.org

• FDA’s EA contact info
https://www.fda.gov/news-
events/expanded-access/fdas-expanded-
access-contact-information

Contact Us

mailto:CDEROMP@fda.hhs.gov
mailto:lmcnee@reaganudall.org
https://www.fda.gov/news-events/expanded-access/fdas-expanded-access-contact-information
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21 CFR 312.300 on Expanded Access to Investigational Drugs for Treatment Use. Available 
at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.300. 

Final guidance for industry Expanded Access to Investigational Drugs for Treatment Use –
Questions and Answers (2017). Available at https://www.fda.gov/media/85675/download. 

Individual Patient Expanded Access Applications: Form FDA 3926 (2017). Available at 
https://www.fda.gov/media/91160/download.
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