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Expanded access policies, also known as compassionate use policies or named patient 
programs, are regulatory mechanisms that allow patients with serious or life-threatening 
conditions to access investigational drugs or medical devices outside of clinical trials 
when no satisfactory alternative therapy is available. This policy is issued in accordance 
with Subpart I of 21 CFR Part 312 (§§ 312.300–312.320) and Section 561A of the Federal 
Food, Drug, and Cosmetic Act (FD&C Act), and is published to satisfy the public-
availability requirement of Section 561A. Publication of this policy is not a guarantee that 
any particular patient will be granted access to NanO₂.  

Here are the key points of NuvOx’s expanded access policy: 

1. Purpose: The primary goal is to provide patients with access to potentially 
beneficial treatments that are still under investigation, especially when they have 
exhausted other treatment options.  

2. Scope: NanO₂ is investigational and has not been approved by the U.S. Food and 
Drug Administration (FDA) for any use. NanO₂ is currently being investigated 
across multiple therapeutic indications. However, each expanded access request 
is evaluated individually based on the patient's clinical circumstances and the 
available benefit-risk information. Enrollment in the RESTORE Phase 2b 
glioblastoma study (NCT03862430) has reached its target and is closed. NuvOx 
has no other NanO₂ clinical study currently enrolling patients in the United States. 
For eligible patients who are unable to participate in a clinical trial, this expanded 
access pathway may therefore be the route to receive NanO₂ outside of an 
approved indication. 

3. Expanded Access Mechanism:  
NuvOx's expanded access mechanism is structured as individual-patient 
expanded access under 21 CFR 312.310. Under this pathway, the patient's 
licensed treating physician, not NuvOx, serves as the sponsor of the individual-
patient Investigational New Drug application (IND) and performs the FDA 
submission and ongoing sponsor responsibilities.  
 
NuvOx's role is limited to (a) evaluating the request; (b) if the request is granted, 
supplying NanO₂; and (c) providing a Letter of Authorization (LOA) permitting FDA 
to cross-reference NuvOx's existing IND for the chemistry, manufacturing, controls 
and nonclinical and clinical information that supports use of the drug. That cross-
reference supports evaluation of a request regardless of the specific condition for 
which access is sought. 
 

4. Eligibility Criteria:  
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A request will be evaluated against the criteria of 21 CFR 312.305(a) and 
312.310(a): 

a. Serious or Life-Threatening Illness: Patients must have a condition that 
is serious or immediately life-threatening. 

b. No Suitable Alternative Therapy: Patients must have exhausted other 
treatment options or are ineligible to participate in ongoing clinical trials. 

c. Favorable Benefit-Risk Assessment: The potential benefits of receiving 
NanO₂ must outweigh the potential risks. In evaluating requests, NuvOx will 
consider the totality of available information, including applicable nonclinical 
and clinical experience, the patient's condition, and the treating physician's 
rationale for use. 

d. Non-Interference with Clinical Development: Providing NanO₂ for the 
requested use will not interfere with the initiation, conduct, or completion of 
clinical investigations that could support marketing approval of the use. 

 
5. Treating Physician Responsibilities: Requests for NanO2 must come from the 

patient's treating physician. The requesting physician is responsible for: 
a. Submitting an individual-patient expanded access IND to the appropriate FDA 
review division 
b. Preparing the treatment plan, including dose, route, schedule, planned 

duration, monitoring procedures, and management of toxicity; 
c. Obtaining IRB review and approval 
d. Obtaining informed consent in accordance with 21 CFR Part 50; and  
e. Meeting all applicable IND sponsor obligations, including IND safety reporting 

to FDA and to NuvOx. 

 

6. NuvOx Responsibilities: If NuvOx grants a request, NuvOx will: 
a. Provide a Letter of Authorization enabling FDA to cross-reference the relevant 

NuvOx IND for chemistry, manufacturing, controls, and nonclinical/clinical 
information; and 

b. Supply NanO₂ in a quantity sufficient for the authorized treatment  
 

7. How to Request Access: Each request for access to NanO2 is reviewed on a 
case-by-case basis. Availability of the investigational drug to one patient does not 
guarantee availability to future patients. NuvOx continually evaluates the benefit-
risk profile and may request additional information from physicians to fully assess 
requests. NuvOx may decline a request even where all stated criteria appear to be 
met. 
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a. Submission Process: Physicians seeking access should submit their 

requests to expanded.access@nuvoxpharma.com.  

o Name and address of the requesting physician 

• Name of their institution/clinic 

o Details explaining how the intended patient meets all specified 
conditions 

o Expected submission date to their IRB and contact information for their 
IRB 

o Physicians should not include patient identifiable information in their 
request. 

b. Acknowledgement and Evaluation: NuvOx commits to acknowledging each 
request within 72 hours of receipt.  

 

NuvOx Therapeutics expresses gratitude to healthcare providers and patients for their 
interest in the drug development process of NanO2. This policy underscores our 
commitment to handling expanded access requests through a fair, transparent and 
ethically sound process that prioritizes patient safety while providing potential 
therapeutic options to patients facing serious or life-threatening conditions outside of 
clinical trials. 
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