Managed Access
Programs (MAP):
ESRA System
Submission Process



Managed Access Programs (MAPs) are intended for patients with serious
or life-threatening conditions who request access to investigational
products that are not approved in their country and are unable to
participate in ongoing clinical trials.

MAP is a broad term that encompasses multiple types of access programs, including but not limited to
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“Named Patient”, “Expanded Access”, “Compassionate Use”, and “Early Access.”

To view a list of Regeneron's open clinical trials, visit www.clinicaltrials.gov.

To ensure the safety of patients, Regeneron has developed criteria to evaluate a physician's request on an individual patient basis. All
such requests are required to be in accordance with local laws and regulations, as well as with Regeneron's Policies. While Regeneron is
committed to reviewing each request carefully, fairly, and on a case-by-case basis, we cannot guarantee access to any specific
investigational product by any individual patient.

Please find a link to our MAP Policy here: Managed Access Program Policy

How to apply?

Requests for individual patient treatment must be initiated by a treating physician; therefore, if you are a patient or caregver, please ask your doctor for
support in this process.

Physicians should complete the individual patient treatment requests and follow the application prompts.
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https://www.regeneron.com/downloads/managed-access-programs.pdf
http://www.clinicaltrials.gov/

Application Submission & Review Process via ESRA system

n Create Account 1@

Log into your account

B and complete the N
online application form 7

All submitted requests
will be reviewed by the
Regeneron
Compassionate Use
Committee

.

AN

AN

Upon creating an account in ESRA, please verify your account using the automatically
generated email.

Submit the finalized application for Regeneron review.

Upload all required documentation (such as Medical License and a Curriculum Vitae)
into the ‘Files’ tab.

Once your request is submitted, you will receive an automatic notification confirming that your
request has been successfully submitted & received by Regeneron.

Your request will undergo review by a cross-functional committee.
You will be notified of the committee’s decision via the ESRA system.
If your request is approved, Regeneron will provide instructions regarding next steps.

Incomplete requests will not be reviewed until all requested information has been received.
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Post-Submission Process
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You will receive an automatic notification
confirming that your request has been
submitted successfully.

You will be contacted if Regeneron requires
further information.

The request will be reviewed, and feedback will
be shared at Regeneron’s discretion.
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