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	Question #
	Question
	Response

	1
	In a scenario where a facility is leased and used solely as infrastructure (i.e., with no personnel or technical contributions from the facility provider), is it required that the facility owner/operator be an RRPV member?
	No, RRPV membership would not be required for the facility owner/operator.

	2
	Does the use of shared equipment within such a facility, without involvement from the facility’s personnel, change this requirement?
	No, this would not change the requirement. 

	3
	While manufacturability and sequence transfer is clearly important based on the RPP, how important is actual manufacturing capability within the contract? Should proposers have GMP facilities or have a partner with GMP facilities?
	Existing GMP manufacturing capabilities are not a requirement of the RPP but could be a strength. Offerors without these capabilities should address path to GMP production.

	4
	For desired antibody characteristics, how much is tunability to specific strains of pathogens valued vs antibodies that broadly recognize clades or families of pathogens?
	It depends on clinical need, as some use cases favor highly strain-specific antibodies while others benefit from broadly reactive antibodies that cover clades or families. We encourage offerors to clearly describe their capabilities across the spectrum of diagnostic needs, including discussion of key limitations and trade-offs as well as supporting data if available.


	5
	Is the initial development stage intended to be fully pathogen agnostic or directed toward sequences within the stress test?
	We expect varying degrees of needed development from the proposed solutions. Development should be a separate effort and will not use pathogens from the stress test. Stress testing will effectively be pilot runs of the integrated system. 


	6
	Can you list the requirements for submission and membership. Can non-US entities apply? For US-entities applying, can they have non-US contractors, or subcontractors. Does having any Non-US entities involved in the application be marked against the application or have less priority?
	The RAPID effort seeks to establish a US-based rapid antibody production capability, and as such, offerors and facilities used must be US-based.

	7
	For delivery of protein or antibody products, is there an amount requirement?
	We expect that 10s of mg will be sufficient to complete the testing needed. Please clearly describe current capabilities. Further information will be provided to selected offerors. 
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	Does a biological compound that has the following actions fit criteria? Membrane Permeability: BCP is lipophilic, allowing it to insert itself into the lipid bilayer of bacterial cell walls. It can bind to and disrupt membrane-bound proteins, leading to the leakage of intracellular contents and eventual cell death (lysis).
Enzyme Inhibition: Some studies indicate that BCP may bind to specific bacterial enzymes or proteins involved in biofilm formation, effectively "locking" the protein and preventing the bacteria from adhering to surfaces or neighboring cells. 
Furthermore: In the context of viral infections, beta-caryophyllene (BCP) functions less as a general "binder" and more as a targeted disruptor of viral entry and a modulator of the host's inflammatory response. Recent research highlights its potential across three specific biological interfaces: 1. Direct Binding to Viral Surface Glycoproteins Molecular docking and Surface Plasmon Resonance (SPR) studies indicate that BCP can physically bind to specific proteins on a virus’s exterior, which are essential for the virus to "lock" onto a host cell. Targeting Fusion Proteins: For viruses like HSV-1, BCP has shown a strong binding affinity to Glycoprotein B (gB). This binding stabilizes the protein in a way that may impede its ability to fuse with the host cell membrane, effectively "blunting" the viral key.
	This effort focuses solely on diagnostic antibody and protein-based binder development through production. The antibody or protein-based binder must be able to function in an in-vitro diagnostic device for infectious disease pathogens with the requisite clinical sensitivity and specificity for the intended-use.

	9
	Is there a limit on the kind of partners or subcontractors?
	Although there is no limit on the kind of partners or subcontractors, per section 2.6 Mandatory Eligibility Criteria, offerors (and facilities used in this proposal) must be US-based.

	10
	If the team has a well-established pipeline for the AI-based discovery of antibodies and in vitro screening capabilities for binders but a state-of-the-art cell-based production pipeline, is that still of interest?
	The primary goal of the RPP is speed. We welcome any submission that addresses this goal. Offerors should provide data to support maturity claims and clearly outline development work (if any) needed.

	11
	The solicitation mentions starting with a sequence.  I assume the sequence is meant to give us a head start on generating binders, but in the meantime we can use the sequence to actually generate the target (if it is a virus) or eventually have access to the target organism itself for testing.  Is that correct?  Or are we supposed to only work with the sequence?
	The sequence is intended as a starting point for development if needed; performers may use the exact pathogen during development if it can be sourced. In any case the pathogen will be available for final capstone testing. Teams should also consider and discuss their workflow if access to the pathogen is limited.

	12
	Regarding the Phase 1 R&D requirements: Is the contractor expected to propose an independent surrogate target for R&D demonstration, or should the work exclusively utilize the USG-designated BSL-2 targets as the primary examples?
	USG-designated targets will not be used during R&D in Phase 1. Offerors should propose an independent surrogate target(s) for R&D purposes. 

	13
	During Phase 1 development, when will the USG disclose the BSL-2 targets designated for the Capstone Test?
	Targets will be shared at the beginning of the Phase 1 Capstone. 

	14
	Regarding the Phase 2 Sprint Test: Is the duration required for third-party evaluation and validation included within the overall 2-year Period of Performance?
	As outlined in the RPP section 2.3.1, BARDA estimates the full program Period of Performance to be up to two (2) years from date of award. Specific dates will be negotiated prior to award of the project agreement and may extend beyond 2 years. Offerors should propose the period of performance needed to complete the work proposed. Please estimate 3 months for independent testing. 

	15
	Regarding the performance objectives: Could the USG define the specific 'traditional workflow' that will serve as the baseline for the timeline comparison metrics?
	Offerors are encouraged to provide specific target timelines (supported by data where possible) for each step in their workflow. 

	16
	May preliminary data generated under previous government grants/contracts be included in this proposal? If so, will the USG treat this information as confidential and proprietary?
	Yes, prior data may be submitted as part of this proposal. All data will be treated as confidential and proprietary. Do not submit classified data. Note that submission does not impact the data use/ownership rights of the original contract.

	17
	Could the government please confirm that a Cost Plus Fixed Fee contract type is acceptable for this solicitation?
	Cost contracts are acceptable. If offerors intend to propose a fixed fee, they should provide sufficient justification. 

	18
	This program is focused on end-to-end integration. Can you provide clarity on the starting point and end point?  
	The starting point is a genome sequence. The output/ending point is a high-performance and well-characterized antibody/binder for use in in-vitro diagnostic devices.

	19
	Starting point: In Section 4.2 of the RPP the terms “gene sequence” and “target genomes” have been used seemingly interchangeably but they have different meanings. Will BARDA provide a complete pathogen genome or a single gene sequence?  
	The intent is to provide a whole genome sequence.

	20
	End Point: The RPP States in section 1.3 “production, with a clear pathway to GMP quality”. Is lab scale production of final antibody/binder candidate sufficient for this program’s objectives, or is the offeror required to demonstrate transition to GMP manufacturing? Is the end point different between Phase 1 and Phase 2?  
	Lab scale production is sufficient for Phase 1 and Phase 2 provided you can produce the quantities needed for testing. See response to #7 above.

	21
	Total period of performance across Phase 1 & 2 is 24 months. Please confirm if there is a BARDA defined PoP for each phase, for example 21 months for Phase 1 and 3 months for Phase 2.
	BARDA estimates the full program Period of Performance to be up to two (2) years from date of award. Specific dates will be negotiated prior to award of the project agreement and may extend beyond 2 years.

	22
	Please clarify the level of phylogenetic resolution for detection. Is there a preference to optimize binder performance for distinguishing pathogens at the species level or at the strain level?  
	See response to #4 above. 

	23
	For phase 1 is it required to demonstrate platform performance across all three types of pathogens (viral, bacterial, and fungal) or is it acceptable to focus development and optimization on just one pathogen type?
	Offerors will propose surrogate targets for R&D development during Phase 1. The Phase 1 capstone targets will be defined by USG and may include viral, bacterial, and/or fungal pathogens.

	24
	How many submissions can a proposer be a part of? Will the number of submissions positively or negatively impact chances of a competitive submission?
	BARDA’s goal is to encourage a broad range of technical approaches and reduce overall program risk by avoiding over-reliance on a single partner. To that end, we are limiting the number of submissions that a proposer can be part of to a maximum of three (3). Participation in multiple submissions is neither advantageous nor disadvantageous; however, offerors should ensure proposed participation across multiple submissions does not introduce complications or obstacles in the ability to perform the proposed effort.

	25
	For the submission itself who takes the lead or is responsible for submitting the proposal when 2 or more companies are represented for a proposal? Do specific sections of the proposal need to be written by the partnering company or is the lead submitter allowed to paraphrase for them?
	Proposals are to be submitted by a single lead offeror with teaming partners listed as subcontractors. Ultimately, the lead organization will be the one to receive and execute the RRPV Base Agreement and, if selected for award, resulting Project Agreement. That being said, you will need to decide amongst yourselves who will be the lead. Responsibility for drafting the proposal should be determined collaboratively between the lead offeror and any teaming partners.

	26
	For proposals with multiple entities do the submitting parties all have to agree to work together or will someone who solicits on the teaming page be considered as fair game for anyone to claim as a collaborator?
	Parties will need to mutually agree to work together ahead of submission. 

	27
	Our profile indicates that we do not have an active SAM ID (we do have a CAGE number) and need to apply for one. During the acquisition of Bethyl Laboratories by Fortis Life Sciences this appears to have been lost. Will we be able to still apply without a SAM ID or do we need one at this stage to move through the submission process? If so, how do we renew or request one?
	A UEI is not required in order to respond to the RPP. If selected for award, the RRPV member will be required to obtain a Unique Entity Identifier (UEI) from SAM.gov prior to award of a Project Award. A full SAM.gov registration is not required. See www.sam.gov for more information.

	28
	I’d like to submit a Quad Chart for the Teaming section of the RRPV website but the formats I saw appear to be different than the one listed in the RPP. Is there a separate Quad Chart format for the teaming section? If so, where can I find it?
	The quad chart template can be found on the RRPV Member’s Only site here https://private.rrpv.org/teaming/ above the “RRPV Teaming Profiles” table.

	29
	When will the specific targets for the Capstone test be shared?
	Please see response to # 13.

	30
	What type(s) of genomic sequence information does the government plan to provide for the Capstone and Sprint tests, and how will sequence information be shared/transferred to performers?
	Please see response to # 19.

	31
	How will the functional performance be evaluated in the Capstone? Will a third party be involved in assessing performance or should bidders propose a standardized approach to characterize performance?  
	Phase 1 Capstone functional performance testing will be carried out by the performer. Offerors are encouraged to propose a standardized approach to characterize performance.

	32
	Will the bidder or BARDA decide on the “standard assay format” most suitable to demonstrate performance for the Capstone and Sprint?  Will the format be LFA?
	BARDA will determine the final standard approach. More information will be provided to offerors invited to submit a Proposal. But offerors are encouraged to propose a standardized approach to characterize performance.

	33
	 What binder production scale is required in the Capstone and Sprint?  How many tests will be run (e.g., 100, 1000, 10,000)?
	Please see response to #7 and #32.

	34
	Will all performers be expected to start the Capstone and/or the Sprint at the same time?
	Offerors should propose schedules based on their proposed work.  

	35
	Is the intent that the immunoassay-ready reagents generated using the rapid antibody/binder platform (developed under the RAPID program) are ultimately manufactured by a RAPID performer for distribution to diagnostic manufacturers for use in diagnostic immunoassay-based devices? Or is the intent to tech transfer the rapid antibody/binder platform (developed under the RAPID program) to a separate manufacturer to produce the immunoassay-ready reagents?
	It is up to the performer to propose the most appropriate approach, whether direct manufacturing or technology transfer, as part of a clear and feasible path to GMP production and distribution.

	36
	Will pre-existing proprietary AI/ML platform technology,
algorithms, models, and associated software developed
independently before and outside of this program RRP effort be
eligible for exclusion from the unlimited data rights requirement, provided such restrictions are properly asserted in Section 7 of the Abstract?
	It is anticipated that anything developed and delivered under this proposed effort would be delivered to the Government with unlimited data rights unless otherwise specified in Attachment 1, Abstract, and agreed to by the Government. All proposed data rights are subject to Government review and approval. Rights in technical data agreed to by the Government will be incorporated into the Project Award.

	37
	Is there a target for the quantity of purified antibody created as part of the capstone or sprint test?
	Please see response to # 7.

	38
	Concerning the readiness of the platform, does it need to be ready and immediately deployable for any target or are you also interested in something that is still improving and under development and supported by preliminary data and publications?
	We are open to both ready-to-deploy solutions and those still under development, and will evaluate each based on its maturity and the likelihood of successful execution within the proposed schedule as supported by the provided data.





