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1.0 Background
Influenza viruses are constantly evolving in wild and domestic animal populations, causing frequent zoonotic infections in people and unpredictable pandemics that threaten national and global health security. Effective control of influenza outbreaks and pandemic requires vaccines that can be developed, manufactured, and administered at scale before the disease spreads widely in the U.S. population. A critical vulnerability in current pandemic preparedness is the sustainment of the capacity to scale in a timely manner from the identification of a novel pandemic strain and deployment of a strain-matched vaccine.
The Center for the Biomedical Advanced Research and Development Authority (BARDA) has led efforts to develop improved influenza vaccines and expand domestic manufacturing capacity, including initiatives to accelerate vaccine development timelines. Most seasonal influenza vaccines are manufactured using the egg-based manufacturing process. Thus, there are already pre-existing capabilities in the event of a pandemic. Vaccine adjuvants are essential to boost the magnitude and durability of the immune response, broaden the protection spectrum, and reduce the amount of antigen needed for protection (dose-sparing) which is critical in a quickly mutating strain during a pandemic. An adjuvant used in a licensed vaccine product would have the safety profile and availability that would de-risk long term sustainability concerns when needed in a pandemic response. 
Through this RFI, BARDA seeks to understand the availability of egg-based pandemic influenza vaccines based on licensed seasonal influenza vaccines and licensed adjuvants to ensure the long-term commercially sustained capabilities. 

2.0 Purpose
2.1 Objective
The objective of this RFI is to solicit feedback from industry, academic, and other stakeholders to assist BARDA in identifying and understanding the development maturity of commercially sustainable adjuvanted egg-based influenza vaccine capabilities based on licensed seasonal influenza vaccines and licensed adjuvants.

2.2 In Scope
The influenza vaccine candidate being sought would have the following required attributes:
1. Use a vaccine adjuvant that is a component in a U.S. licensed vaccine product and commercially distributed,
2. Use an inactivated vaccine antigen based on a U.S. licensed egg-based seasonal influenza vaccine, 
3. Intend to have by Q4-CY2026 a nonclinical IND-enabling study data package of an adjuvanted egg-based influenza vaccine candidate as defined in 1. and 2., and  
4. Development maturity to start clinical trials in Q3-CY2027.

2.3 Out of Scope
This list is not exhaustive but is simply to provide examples of what would be deemed out of scope for this effort:
· Nucleic acid based vaccines
· Licensed Cell culture-based influenza vaccines
· Licensed Recombinant influenza vaccines
· Licensed Live attenuated influenza vaccines

2.4 Desired Product Attributes During a Response to Pandemic Influenza (Pandemic Phase)
Desired Product Attributes During a Response to Pandemic Influenza (Pandemic Phase): Pandemic flu vaccine inducing immunity against strain causing an influenza pandemic. Please note that these are not the criteria for evaluation. These are simply for market research purposes only.  
	Attributes
	Required 
	Desired 

	Indication for use
	Prevent influenza-caused severe disease, hospitalization, and death; 
	Prevent influenza-caused severe disease, hospitalization, and death; plus control the spread of infection

	Target population
	All individuals 6 months and older
	Same

	Safety/Reactogenicity
	Well tolerated with similar risk/benefit profile compared to currently licensed seasonal influenza vaccines
	Same

	Clinical Efficacy / Immunogenicity
	Meets immunogenicity guidelines for influenza vaccines in at least 70% of subjects for influenza strains with pandemic potential
	Same

	Durability of protection
	Confers protection minimum of at least 6 months
	Confers protection for at least 12 months 

	Breadth of protection
	Induce cross-reactive neutralizing antibody responses to influenza strains within 4-fold antigenic difference in relevant animal model from the strain causing a pandemic
	Induce cross-reactive neutralizing antibody responses to influenza strains with greater than 8-fold antigenic difference in relevant animal model from the strain causing a pandemic

	Dosing regimen
	Two dose
	Single dose

	Route of administration
	Intramuscular
	Intramuscular, intranasal, oral, or transdermal

	Formulation
	Bedside mix
	Coformulation (Antigen+Adjuvant)

	Presentation
	Multidose vials for liquid intramuscular formulations
	Single-dose presentations for other routes of administration

	Storage and stability
	At least 1 year at 2-8° C
	At least 1 year at room temperature

	Manufacturability
	Manufacturing platform to release first dose in 100 days
	Sustained US-based capability for rapid pivot to PHE response



3.0 Request for Information
Respondents do not have to be a member of the RRPV consortium to submit a response for this RFI; however, they must be a member of the consortium to respond to any future Request for Project Proposals (RPP) for this requirement. Please visit RRPV.org to learn more about the RRPV consortium and how to apply to become a member. 
Please submit responses by email to rrpv@ati.org no later than
1pm EDT July 10th, 2026
Late responses will not be considered
This RFI is for information gathering purposes only. It does not constitute a Request for Project Proposals (RPP) nor does it imply any obligation to issue a future solicitation, make any award, or pay any costs associated with responding to this RFI. Submission is voluntary and does not commit the responder to any subsequent opportunities (if any) related to this topic. The RRPV will not return or provide feedback on any submissions, however, BARDA reserves the right to further engage with respondents in a Market Research Call to clarify understanding of submitted information.  All responses to this RFI will be treated as sensitive information and confidentiality will be protected accordingly.
At the discretion of the U.S. Government (USG), selected companies may be invited to attend a one-on-one meeting in conjunction with the RRPV Annual General Membership Meeting, to be held on August 26–27, 2026 in Arlington, Va.

4.0 Requested Information:
4.1 Technical Questions:
In order to better understand industry’s capabilities, respondents are invited to provide a concise response addressing the following questions:
1. Organizational Overview
a. Brief description of organization/team, core expertise, and influenza vaccine development experience
b. Summary of prior experience with vaccine development
c. Brief description of partner Contract Development and Manufacturing Organization (CDMO(s)) (if applicable), including manufacturing location(s)
d. (If applicable) A plan to partner for end-to-end development (e.g., vaccine developer + adjuvant partner + manufacturer)
2. Vaccine Candidate Overview
a. Describe the vaccine construct (antigen target and adjuvant).
3. Nonclinical Data
a. Preliminary efficacy data from a relevant animal model 
b. Relevant GLP tox studies using the human dose with the target antigen/adjuvant formulation 
c. CMC info demonstrating adherence to Phase 1 GMPs including: manufactured lot passing all release criteria, such as potency assay, stability data through the expected duration of the trial, and sterility
4. Clinical Data Strategy 
a. Clinical Trial and Analytical Method Validation Strategy: Clear definition of the biomarker(s) being measured, intended use in the clinical trial, and analytical validation strategy compliant with FDA guidance and ICH Q2(R2) Validation of Analytical Procedures
5. Manufacturing and CMC Readiness
a. Supporting data from similar/related products demonstrating the safety of the product
b. Describe the manufacturing and CMC readiness of the licensed adjuvant component
c. Describe the manufacturing and the CMC readiness of the licensed seasonal antigen component 
6. Regulatory Considerations
a. Describe the regulatory strategy for the combined adjuvanted vaccine candidate
7. Planned Development and Manufacturing Strategy through Licensure
a. Summarize planned clinical trials design to address dose selection for proposed antigen-adjuvant, safety, clinical benefit, and efficacy
b. Summarize manufacturing plans through PPQ (Process Performance Qualification) including co-formulation development

4.2 General Questions
1. Does your organization prefer an Other Transaction Agreement (OTA) over a traditional Federal Acquisition Regulation (FAR) contract for this effort?  Please explain.
2. Does your organization provide this service competitively in substantial quantities in the common marketplace based on established catalog or market prices for specific tasks performed or specific outcomes to be achieved and under commercial terms and conditions?
3. Is your organization an “Other than Small Business” under NAICS 541714?
4. When the solicitation opens, how many days will your organization require to provide a thorough response?
5. Would a requirement to join the RRPV consortium prevent your organization from competing for this requirement?
6. BARDA may, at its discretion, invite RFI respondents to a 1:1 session either in-person at the 2026 RRPV General Membership Meeting taking place Aug 26-27 at the Hyatt Regency Crystal City in Arlington, VA or virtually as time allows. Is your organization interested in participating in a 1:1 meeting with BARDA? If so, in-person or virtually?

5.0 Responses
Interested parties should respond to this RFI with a written response consisting of a cover page and a technical response (PDF; no smaller than 11-point font). The cover page should provide administrative and contact Information (contact name, title, email address, phone number) and organizational information of the responder (entity name, headquarters, mailing address). The technical response should be no longer than 10 pages, including a 1-page executive summary. Responses to the General Questions are not included in this page limit.

· Executive Summary (≤1 page)
· Organizational Overview (≤1 page)
· Vaccine Candidate Overview (≤1 pages)
· Nonclinical Data (≤2 pages)
· Clinical Data (≤1 page)
· Manufacturing and CMC Readiness (≤2 pages)
· Regulatory Considerations (≤1 page)
· Planned Development and Manufacturing Strategy through Licensure (≤1 pages)

BARDA is seeking information on the type of product development work for which respondents would seek funding (e.g., preclinical, CMC, and/or Phase 1). Respondents may propose work across one or multiple categories and should clearly specify all applicable categories explicitly rather than relying on it to be inferred from other details. If feasibility data is not yet available for any of the proposed categories, respondents should still provide a detailed plan outlining how they intend to generate such data. 

Add references as necessary but please be sure to include all relevant information in the response. Cited publications or attachments may not be read. 

Respondents must clearly mark all copyrighted information, data, and materials with appropriate restrictive legends (e.g., confidential, privileged, proprietary, trade secret). To aid in protecting your information, please segregate proprietary information. DO NOT SUBMIT ANY CLASSIFIED INFORMATION. 

Please note that non-federal employees performing advisory and assistance services will have access to any submission under this RFI. All non-federal employees are required to sign a non-disclosure agreement prior to accessing the RFI responses.

DISCLAIMER: THE GOVERNMENT DOES NOT INTEND TO AWARD A CONTRACT ON THE BASIS OF THIS RFI OR OTHERWISE PAY FOR INFORMATION RECEIVED IN RESPONSE TO THIS RFI.

(End of Request for Information)
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