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THERAPEUTICS ATOSSA THERAPEUTICS EXPANDED ACCESS POLICY

PURPOSE AND PHILOSPOHY

Atossa Therapeutics is a clinical-stage biopharmaceutical company developing novel, proprietary
therapeutics and delivery methods for breast cancer and other breast conditions.

Atossa Therapeutics’ development resources are focused on conducting clinical studies to fully
answer importantscientific questionsabout the potential risks and benefits of the investigational products,
andto obtain marketing approval by the FDA and other regulatory health authorities.

Atossa Therapeuticsiscommitted tomakinginvestigational products available toseriouslyill patientswho
have exhausted other treatment options. Atreating physician, whoisable to comply with the requirements
that are stated in this document, may request information about how to apply for access to Atossa
Therapeutics’ investigational products by contacting the Company.

The purpose of this policy is to describe the requirements for Expanded Access to Atossa Therapeutics
investigational products to patients outside of a clinical study.

ATOSSA THERAPEUTICS APPROACH TO REQUESTS FOR ACCESS TO EXPERIMENTAL THERAPIES

e Participationin clinical trials is the first and most preferable route.

e Ifparticipationinclinicaltrialsisnotanoption, physicians may consider other options, which may
include expanded access programs managed by the company or single-patient expanded access.

e Requestsare considered on acase-by-case basisinafairand equitable manner..

GENERAL CRITERIA USED TO EVALUATE ACCESS REQUESTS FOR INDIVIDUAL PATIENTS

The patient hasaserious or life-threatening condition with nosatisfactory alternative.

e Assessment that benefits outweigh the risks to the patient.

e Assessmentthat the company has an adequate supply of the investigational medicine.

e Adeterminationthat expanded access will not interfere with the company’s ability to complete
clinical trialsinatimely fashion or which might otherwise delay marketing approval and ultimately
availability to all patients.

CURRENTLY AVAILABLE INVESTIGATIONAL THERAPIES
Oralendoxifen (for pre-surgical andadjuvant treatment of ER+breast cancer).
HOW TOAPPLY

Interest in the Expanded Access program must be provided to Atossa Therapeutics by a medically
qualified physician, using the Expanded Access Request form https://atossatherapeutics.com/programs/
on the Atossa Therapeutics website (https://atossatherapeutics.com).

o Atossa Therapeuticsmayrequestadditionalinformation, including patient history, inorder tofully
evaluate the request.

o IfthephysicianwillbethesponsorforthelIND, heorsheisrequiredtoobtain necessaryethicaland
regulatoryclearances, includinginformed consent, aswellas providereportingon treatment outcomes.
Atossa Therapeutics may be able to provide assistance in these endeavors.

Requests for Expanded Access will be acknowledged withii 3 working days.
CONTACT INFORMATION

Forfastestconsideration, pleaseusetheExpandedAccessContactformathttps://atossatherapeutics.com.

October 2025


https://atossatherapeutics.com/
http://www.atossagenetics.com/
https://atossatherapeutics.com/

	ATOSSA THERAPEUTICS EXPANDED ACCESS POLICY

