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	Question
	Response

	1
	For the minimum criteria in section 4.3.1.A.a of the RPP, it states that "an active IND with the FDA for the prevention of progression of disease in patients with viral pneumonia.” must be available to be considered for award. 
 
Our company has an active IND for treatment of COVID-19 induced ARDS. In communications with FDA in relation to a next clinical trial FDA encouraged evaluation of our product for the treatment of ARDS due to etiologies other than COVID-19.  FDA suggested focusing on a subset of ARDS patients (e.g., viral/infectious etiology). We believe that this IND can be used for the trials proposed in this RPP.

Would this be sufficient to meet this criterion for the RPP?

	Clarification on IND Eligibility Requirement (Section 4.3.1.A.a)

Section 4.3.1.A.a of the RPP requires that, at the time of application submission, the applicant have an active Investigational New Drug (IND) application with the U.S. FDA that supports clinical evaluation for the prevention of disease progression in patients with viral pneumonia for the proposed candidate.

An IND limited to the treatment of COVID-19–induced acute respiratory distress syndrome (ARDS) does not satisfy this requirement unless the IND explicitly includes or has been formally amended to include viral pneumonia within the indicated patient population and disease context.

Applicants are responsible for demonstrating that the IND is active and in effect at the time of submission and that it clearly authorizes clinical investigation in a viral pneumonia population consistent with the objectives of this RPP.

Failure to meet this minimum requirement may result in the application being determined non-responsive and not reviewed.


	2
	For the minimum criteria in section 4.3.1.A.f of the RPP, it states that "An FDA-aligned Phase 3 trial design with evidence of FDA feedback and concurrence, and a clear regulatory pathway toward NDA/BLA submission for this indication.” Our company received formal feedback on a Phase 3 trial design and clinical protocol for COVID-19 patients. We believe that this trial can be used to study patients in the proposed indication to be studied in the RPP, however we would prefer to update the design to make this more explicit.
 
Would this be sufficient to meet this criterion for the RPP?
	Clarification on Phase 3 Trial Design and FDA Alignment (RPP Section 4.3.1.A.f)

Section 4.3.1.A.f of the RPP requires that applicants provide an FDA-aligned Phase 3 trial design, including evidence of FDA feedback and concurrence, as well as a clear regulatory pathway toward NDA/BLA submission for the prevention of progression of disease in patients with viral pneumonia.

Applicants must demonstrate that FDA feedback and concurrence specifically support the proposed indication and study population in the RPP. FDA feedback on a Phase 3 design for COVID-19 patients does not meet this requirement if the proposed indication differs. Proposed modifications to a previously reviewed design must be supported by documented FDA feedback on the revised approach and a general intent to update the design is not sufficient. 

Applications that do not meet this minimum requirement may be determined non-responsive and not reviewed.


	3
	
Question: Would a protocol targeting treatment of early-diagnosed ARDS within a defined therapeutic window be considered aligned with RPP-26-12-ARDS, or is the requirement that patients be enrolled prior to the onset of ARDS?

	Clarification on “Prevention of Progression” Scope 

The RPP specifies support for interventions intended to prevent progression of disease in patients with viral pneumonia. In this context, “prevention of progression” refers to intervention prior to the onset of advanced disease (i.e., ARDS).

A protocol that allows for patients to be enrolled after a diagnosis of ARDS—even if early in the disease course and within a defined therapeutic window—would generally be considered treatment of established disease rather than prevention of progression and, therefore, would not be aligned with the intent of this RPP.

To be considered responsive, proposed studies should target patients prior to the development of ARDS and be designed to prevent progression to more severe disease states. Applications that do not meet this requirement may be determined non-responsive and not reviewed.



