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Request for Information (RFI)
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“Prophylaxis in Advanced Development”


Issued by:
Advanced Technology International (ATI),
Medical CBRN Defense Consortium
315 Sigma Drive
Summerville, SC 29486


Request Issue Date: March 24, 2026

Responses Due Date: April 17, 2026
Noon Eastern Time


DISCLAIMER
This is an information request only. This request is issued solely for information and planning purposes – it does not constitute a Request for Proposal (RFP) or a promise to issue an RFP in the future. Solicitations are not available currently. This notice does not constitute a commitment by the United States Government to contract for any supply or service whatsoever.


Purpose:
The Medical CBRN Defense Consortium (MCDC) is pleased to issue this announcement for a Request for Information (RFI) on behalf of the Capability Program Executive for Chemical, Biological, Radiological, and Nuclear Defense (CPE CBRND). The CPE CBRND invites you to collaborate with us in a critical mission: to develop the next generation of medical countermeasures that will protect the warfighter from emerging biological threats.
This RFI is your opportunity to help shape the future of military medicine and contribute directly to the readiness and resilience of our armed forces.
Requested Information of Interest:
CPE CBRND is conducting essential market research for the Prophylaxis in Advanced Development (PAD) program, a new initiative expected to launch in Fiscal Year 2028. This program is dedicated to identifying and advancing high-impact innovative prophylactic candidates that can provide reliable, mission-enabling protection for our military personnel against both endemic and weaponized pathogens, as outlined in the Medical Management of Biologic Casualties Handbook. CPE CBRND will be focused on broad-spectrum and narrow-spectrum prophylactic solutions that help meet operational and mission needs across the conflict of continuum.
We are seeking collaboration with innovative industry partners who are developing and commercializing cutting-edge solutions in the following areas:
· Vaccines: Novel, durable candidates capable of delivering long-lasting immunity in operationally relevant environments.
· Chemoprophylactics: Field-stable formulation preferred, via a practical route of administration (e.g., oral, inhalation, intranasal, injectable, sublingual, dermal patch). Products designed for reliable pre- and post-exposure protection in contested or resource-limited environments.
We are focused on mature candidates (preference to candidates that have a completed Phase II) that align with the following profiles: 

TPP for Advanced Vaccines
This profile targets vaccines designed to induce long-lasting immunity against high-consequence biological warfare pathogens.
	Feature
	Desired Characteristic

	Intended Use
	Immunization of military personnel prior to deployment for durable protection.

	Efficacy
	Optimal: ≥12 months of protection without a booster. Candidates with varying durations and booster schedules will be considered.

	Safety
	Reactogenicity comparable to annual influenza vaccine with no serious adverse events.

	Formulation
	Injectable, liquid, and stable.

	Regulatory Path
	Experience with FDA pathways such as Fast Track, Biologics License Application (BLA), and/or the Animal rule is highly desirable.



TPP for Field-Ready Chemoprophylaxis (PrEP/PEP)
This profile targets rapidly deployable Pre-Exposure Prophylaxis (PrEP) or Post-Exposure Prophylaxis (PEP) products.
	Feature
	Desired Characteristic

	Intended Use
	Self-administered protection for forward-deployed forces against viral, bacterial, or toxin agents before (PrEP) or after (PEP) suspected exposure.

	Efficacy
	Rapid onset of action with demonstrated reduction in infection or disease progression in relevant challenge models (Animal rule is acceptable).

	Safety
	Favorable safety profile in healthy adults with minimal risk of drug-drug interactions

	Formulation
	Field-stable formulation is critical. Must not require cold-chain storage, and should allow for a simple route of administration (e.g., oral, intranasal, injectable) with minimal dosing burden.

	Regulatory Path
	Experience with FDA pathways such as new drug application (NDA), Fast Track, emergency use authorization (EUA), and/or the Animal Rule is highly desirable.



Administration:
Respondents are requested to submit a white paper, not to exceed three (3) pages, that addresses the following areas in the order presented. A separate one-page Quad chart should also be included. The Quad Chart should cover the objective of the project and benefit of the product; high-level development schedule with major goals/timelines; Rough Order of Magnitude cost; and any associated Intellectual Property rights whether licensed or owned, patent coverage, commercial market, or data rights assertions.
The government’s primary interest is to identify scientifically mature and programmatically viable candidates. Therefore, when reviewing responses, the government will place the greatest emphasis on the “Technical Approach & Product Maturity” and “Regulatory & Clinical Status” sections. Responses that provide detailed, data-driven evidence in these areas will be considered most valuable.
1. Technical Approach & Product Maturity
0. Product Description: Clearly identify the candidate as a vaccine or chemoprophylactic. Describe the intended use (such as PrEP, or PEP), the specific biological agents it targets, and its mechanism of action.
0. Technology Readiness Level (TRL): State the product’s current TRL using the PHEMCE scale (https://medicalcountermeasures.gov/trl/integrated-trls) and provide justification for this assessment.
0. Efficacy Data Summary: Summarize all significant in vivo and in vitro data. For in vivo studies, specify the animal models used, the challenge agent, and key outcomes (e.g., survival, reduction in disease severity). Responses supported by robust, well-controlled data generated in validated animal models against chemical, biological, radiological, and nuclear (CBRN) threats will receive the highest level of interest and consideration. 
1. Regulatory & Clinical Status 
1. U.S. Food and Drug Administration (FDA) Engagement: Provide a concise history of all interactions with the FDA regarding this candidate, highlighting any formal feedback that informs development risk or regulatory strategy. Include the status of any Investigational New Drug (IND) application and any special designations received (e.g., Fast Track, Orphan Drug).
1. Clinical Trial History: Detail any completed or ongoing clinical trials (Phase I, II), including the number of human subjects, primary safety findings, and any available immunogenicity or pharmacokinetic/pharmacodynamic (PK/PD) data.
1. Manufacturing & Supply Chain
2. Current Capabilities: Describe your current manufacturing capacity (e.g., laboratory, pilot, or full-scale good manufacturing practice (GMP)), emphasizing capabilities that support rapid scale-up or surge production. Please state the location of the manufacturing facilities.
2. Scalability & Supply Chain: Briefly outline the strategy for scaling production to meet potential Do requirements. Identify the source of key starting materials (KSMs) and active pharmaceutical ingredients (APIs), noting if they are sourced within the U.S.
1. Company Profile & Vision
3. Corporate Experience: Describe your company’s experience in advanced product development, including non-clinical, clinical, and manufacturing activities, and highlight any prior success transitioning products to advanced development or licensure.
3. Teaming Strategy: Identify any current or planned partners for development, manufacturing, or clinical research.
Responses must be sent to mcdc@ati.org with the subject line denoting the Responding organization and RFI Title. Material that is advertisement-only in nature is not desired.
MCDC membership is NOT required for the submission to this RFI. However, should this RFI result in a formal solicitation through the MCDC Consortium, membership will be required for submission of an Enhanced White Paper.
Note: This RFI is issued solely for information and planning purposes and does not constitute a solicitation.  Neither unsolicited proposals nor any other kind of offers will be considered in response to this RFI.  Responses to this notice are not offers and will not be accepted by the government to form a binding contract. Responders are solely responsible for all expenses associated with responding to this RFI. Request for Information papers should NOT include proprietary or classified information.

Points of Contact: 
For inquiries, please direct your correspondence to the following contacts: 
· Government Technical questions should be directed to CPE CBRND - Assistant Program Manager, Nicole Lackemeyer, nicole.l.lackemeyer.civ@army.mil
· ATI Technical questions should be directed to the Technical Project Analyst, Seth Tomblyn, seth.tomblyn@ati.org
· [bookmark: Objectives/Specific_Aims/Hypotheses:_[Pr][bookmark: Anticipated_Regulatory_and_Commercializa][bookmark: Technology_Readiness_Level_(TRL):_[Pleas][bookmark: Anticipated_Outcomes:_[Provide_a_descrip]Any general or administrative questions about the process for submitting responses to this information request may be directed to MCDC Program Manager, Mr. Robert Harwell, mcdc@ati.org
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