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Laboratory. Services”
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Amendment\Wo.%01 Issue Date: June 28, 2024
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Biomedical Advanced Research and Development Authority (BARDA)
Contracts Management & Acquisition (CMA)
400 7th Street, SW, Washington, DC 20024
MedicalCountermeasures.gov

Amendment No. 01 does the following:

Provides an update to Attachment 2: BARDA’s Document QC Guide. A copy of this document will be
provided after award and kick-off meeting. BARDA’s Regulatory Operations will share and train on
“BARDA’s Document QC Guide”, which has direct impact on FDA submissions.

All other terms and conditions remain unchanged.



1 Executive Summary

1.1 Rapid Response Partnership Vehicle Consortium

The Rapid Response Partnership Vehicle (RRPV) Consortium is an enterprise partnership in collaboration
with industry and academia to facilitate research and development activities, in cooperation with the
Biomedical Advanced Research and Development Authority (BARDA), Administration for Strategic
Preparedness and Response, U.S. Department of Health and Human Services (HHS).

The RRPV will help fortify national health security by developing medical countermeasures products prior
to and during a pandemic or public health emergency. The RRPV will focus on the acceleration,of products
and technology development, regulatory approval, commercialization, and sustainment to) address
pandemic influenza, emerging infectious diseases, and other biological threats.

Advanced Technology International (ATI) has been awarded an Other Transdction Agreement(OTA) by
BARDA to serve as the Consortium Management Firm (CMF) for the RRPV.

RRPV is openly recruiting members to join a broad and diverse biomedical censortium that includes
representatives from all organizations who work within stated technical focus areas; for more information
on the RRPV mission, refer to the RRPV website at RRPV.org. Fomentities interested in joining the RRPV
Consortium and responding to this solicitation, please visit http://www.tepv.org/how-to-join.

1.2 Purpose
The potential for a human pandemic resulting froman _emerging infectious disease continues to be a
public health concern.

The threat of a human virus pandemic has greatly increasedwith the emergence of highly virulent avian
A(H5N1) and A(H7N9) influenza viruses ahd SARS-CoV-2./In addition to the COVID-19 pandemic in 2019-
2020, influenza pandemics occur at irfegular intervals with five influenza pandemics occurring over the
past century: the 1918 Pandemic (HLN1 virus);the 1957-1958 Pandemic (H2N2 virus), the 1968 Pandemic
(H3N2 virus), the 1977 HIN1 wirus‘re-eémergence, and the 2009 H1N1 Pandemic (H1IN1pdmQ9 virus).
Highly pathogenic avian infldenza A(H5)dviruses, predominantly highly pathogenic avian influenza (HPAI)
A(H5N1) clade 2.3.4.4b viruses, have been circulating in wild birds in the U.S. since late 2021. These viruses
have caused outbreaksin commerciahand backyard poultry, with spillover resulting in sporadic infections
in mammals. As of March 29, 2024, USDA’s Animal and Plant Health Inspection Service confirmed the
detection of HPAI indairytherds, with wild migratory birds believed to be the source of infection. With the
first reported human case of Influenza A(H5N1) clade 2.3.4.4b virus in the U.S. in late April 2022 and a
more recent humanycase,in Texas in April 2024 and Michigan in May 2024, it is crucial that preparation be
maintained to enable rapid response and successful commercial scale production of vaccine if needed for
a pandemicievent. The U.S. Biomedical Advanced Research and Development Authority (BARDA), within
the Administration for Strategic Preparedness and Response (ASPR), promotes pandemic readiness to
mitigate the public health impact of a pandemic emergency through timely and accessible vaccination
strategies.

A capability readiness gap has been identified within BARDA's product portfolio: the ability to rapidly
respond to the emergence and spread of new strains of influenza virus or emerging infectious diseases
with pandemic potential, including the capacity for rapid development, qualification, and validation of
immunogenicity assays to support clinical trials to ensure pandemic readiness. To address these gaps, we
are seeking to partner with laboratories with existing capabilities to perform centralized immune assays
using samples collected from nonclinical studies and from subjects enrolled in influenza, SARS-CoV, and
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emerging infectious disease vaccine clinical trials conducted under the U.S. Food and Drug Administration
(FDA) Investigational New Drug (IND) applications and to perform cross-reactive immune response testing
of clinical samples for pandemic preparedness and response. Data from these assays may be used in
primary, secondary, and exploratory endpoint analyses for vaccine clinical trials, cross-reactivity testing
for pandemic readiness and response purposes or perform correlates of protection analyses. Data may be
used to support a U.S. FDA Emergency Use Authorization (EUA) or a Biological License Application (BLA).

Administrative Overview

2.1 Request for Project Proposals (RPP)

RRPV is utilizing the Full Technical Proposal and Full Cost Proposal approach to, awardsfor this RPP. The
Government will evaluate responses submitted and will select the Proposal(s) thatibest meets their
current priorities using the criteria in Section 5.

2.2 RPP Approach

It is expected that there will be a total of one or more qualified respondentste,accomplish the statement
of objectives. The US Government intends to periodically review the required,capabilities and determine
whether it would be in the US Government’s best interest to initiate on-ramping to add new Performers
to fulfill unmet qualifications, increased demand, increaseicompetition,or for other reasons.

a) On-Ramping

As the infectious diseases landscape continues to evolve,with the emergence of highly virulent strains,
this program will utilize the flexibility ofithe OTA to'modify the team of performers to rapidly respond to
the emergence and spread of new strains ofiinfluenza virus or emerging infectious diseases with pandemic
potential. In this light, the US Government intends to periodically review the required capabilities and
determine whether it would be'in the US Government’s best interest to initiate on-ramping to add new
Performers to fulfill unmet qualifications, increased demand, increase competition, or for other reasons.
This is a discretionary unilateral authority of the US Government. The US Government may implement
on-ramp procedures at any time by reopening the competition. The basis of the competition during on-
ramping may rely uponisubstantially the same methodology as in the original solicitation. However, the
US Government may update,the evaluation criteria with consideration to market conditions, the utility of
the criteriagandthe specific needs being sought through the on-ramping event. No set schedule will be
established as toywhen a‘reopening of the solicitation will be considered or implemented, and there is no
guarantee that a reopening will be executed during the term of the Other Transaction Task Order.

b) Refreshing Scope

The US Government may implement technical refreshment of the scope in order to improve performance
or react to changes in assay requirements.

Each proposal selected for award under this RPP will be executed as a Project Award under the RRPV by
the RRPV CMF and be funded under the OTA Number 75A50123D00005. The same provisions will govern
this Base Agreement as the OTA between the USG and ATI, unless otherwise noted in the Project Award.



At the time of the submission, Offerors must certify on the cover page of their Proposal that, if selected
for award, they will abide by the terms and conditions of the latest version of the RRPV Base Agreement.
Base Agreements are typically not executed until Offeror is selected for award.

Offerors are advised to check the RRPV website periodically during the proposal preparation period for
any changes to the RRPV Base Agreement terms and conditions.

2.3 Period of Performance and Type of Funding Instrument Issued

The anticipated Period of Performance for this effort is estimated to be up to ten (10) years from date of
award for development through qualification/validation and testing of nonclinical or clinical trial samples.
Specific dates are to be negotiated. It is anticipated that the primary place of performance will be the
Performers’ facilities, however this aspect can be negotiated as part of each Performer’s submission.

Funding of proposals received in response to this RPP is contingent upon the availabilityyof federal funds
for this program.

2.4 Expected Award Date

Offeror should plan on the period of performance beginning sometimeyin the foéurth quarter of fiscal year
2024. Government reserves the right to change the proposed period of performance start date through
negotiations via the RRPV CMF and prior to issuing a Project Award.

2.5 Anticipated Proposal Selection Notification

As the basis of selection is completed, the Government will forward their selections to the RRPV CMF to
notify Offerors. Proposers will be notified of the decision viayemail from the RRPV CMF of the results of
the evaluation. All Offerors will receive feedback'on eligible submissions.

2.6 Proprietary Information

The RRPV CMF will oversee submissionyof propesals submitted in response to this RPP. The RRPV CMF
shall take the necessary step$ to protect allyproprietary information and shall not use such proprietary
information for purposesether than proposal evaluation and agreement administration. Please mark all
Confidential or Proprietary Information as such. An Offeror’s submission of a proposal under this RPP
indicates concurrence with the'aforementioned CMF responsibilities.

2.7 Mandatory Eligibility.Criteria
Offerors must satisfy theyfollowing requirements to submit a proposal in response to this Request for
Project Proposals:
1., Offerors ‘submitting proposals must be RRPV members when the proposal is submitted. As
mentioned above, prospective Offerors may join the consortium at www.rrpv.org/how-to-join.

2. Offerors must provide supporting evidence that demonstrates previous validated
hemagglutination inhibition (HAI) assay and microneutralization (MN) assay for seasonal
influenza virus strains and zoonotic (specifically non-H1, non-H3, non-B) influenza virus strains.

3. Offerors must provide documentation of CDC/USDA Select Agent registration.

4. Offeror must be willing to serve as the central influenza virus and emerging infectious diseases
immunoassay laboratory and at minimum, qualify, validate, conduct assay concordance studies,
and perform influenza virus HAl and MN assays to support clinical trials and are interested in
expanding capabilities with teaming partners to establish other assays. The central influenza and
emerging infectious diseases immunoassay laboratory must manage teaming partners and
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submit deliverables to BARDA. BARDA will have a direct line of communication with the central
laboratory.

Proposals found to not meet mandatory eligibility criteria(s) as detailed above may be removed from
consideration, no further evaluation will be performed, and feedback will not be provided to these
Offerors.

2.8 Special Considerations
The following are special considerations in the selection and/or negotiation process; however, these are
not required in order to be eligible to receive an award under this RPP.

Small Business Utilization. Small Businesses utilization is encouraged té the maximum extent
practicable as a means to build an agile and resilient industrial and manufacturing base, which
ultimately supports economic growth and development.

2.9 Cost Sharing

Cost sharing is defined as the resources expended by the Project Awardee on the proposed Statement of
Work (SOW). Cost sharing is encouraged, if possible, as it leads to strongef leveraging of Government-
Performer collaboration. For more information regardingicost share, please see Attachment B.

2.10 Intellectual Property and Data Rights

Intellectual Property (IP) rights for RRPV Project Awards will be defined in the terms of a Project Awardee’s
Base Agreement. The RRPV CMF reseryes the right te,assist in the negotiation of IP, royalties, licensing,
future development, etc., between the Government and the Project Awardees during the entire award
period.

The Offeror shall comply with the terms and“conditions defined in the RRPV Base Agreement regarding
Data Rights. It is anticipated that'anything delivered under this proposed effort would be delivered to
the Government with unlimited data rights as defined in the RRPV Base Agreement unless otherwise
specified in the proposal and agreed to by the Government. All proposed data rights are subject to
Government reviewpand, approval. Rights in technical data agreed to by the Government will be
incorporated into the Project’Award.

The Offeror shallicompléete the table provided in Attachment C, Statement of Work, for any items to be
furnishedto the Government with restrictions. An example is provided below. If the Offeror does not
assert data rights©n any items, a negative response in Attachment C is required.



Description

exclusively at private
expense

Technical Data to be | Basis for Assertion Asserted Name of Milestone #
Furnished with Rights Organization Affected
Restrictions Category Asserting

Restrictions
Technical Data Previously developed | Limited Organization XYZ Milestone 2

3 Proposals

3.1 Question and Answer Period

Table 1. Key dates related to this RPP.

Date

Event

14 Jun 2024

RPP released

20 Jun 2024 Noon ET

Questions due from potential Offerors

25Jun 2024 COB

Questions'& Answers released (approx.)

15 Jul 2024 1PM ET

Proposals,due

Please submit'questions to Ms. Rebecca Harmon (rrpv-contracts@ati.org).

3.2 Proposal Generaldnstructions

Offérors who submit Proposals in response to this RPP must submit by the date on the cover page of this

RPP:\Proposalsyreceived after the time and date specified may not be evaluated.

The Proposalformat provided in this RRPV RPP is mandatory and shall reference this RPP number. Offerors
are encouraged to contact the Point of Contact (POC) identified herein up until the Proposal submission

date/time to clarify requirements.

The Government will evaluate Proposals submitted and will select the Proposal(s) that best meets their

current technology priorities using the criteria in Section 5.

All eligible Offerors shall submit Proposals for evaluation according to the criteria set forth in this RPP.
Offerors are advised that only ATI, as the RRPV’'s CMF, with the approval of the Other Transaction
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Agreements Officer, is legally authorized to contractually bind or otherwise commit funding for selected
Project Awards as result of this RPP.

3.3 Proposal Submission
Proposals shall be submitted by the date and time specified on the cover page to the following website:

rrpv.hhs.gov

Offerors will be required to register for a BDR Portal account before a response can be submitted. A BDR
account can be requested by contacting ATl at RRPV@ati.org. The account request process is simple but
may take several days for approval and access. Upon confirmation of a BDR Portal aceount, the
Respondent will login using the prescribed two-factor authentication method.

Failure to propose your submission on time for any reason (e.g., due to late registration'in BDRPortal) will
result in the submission not being considered for award. Respondents will be_provided an’automated
confirmation of successful submission.

Do not submit any classified information in the Proposal submission.

Offerors shall submit files in Microsoft Word, Microsoft Excel, or Adobe Aérobat (PDF — portable and
searchable document format) formats as indicated below. ZIP files and other application formats are not
acceptable. All files must be print-capable and without a password required. Filenames shall contain the
appropriate filename extension (.docx, .doc, .xlsx,“ofwpdf). Filenames should not contain special
characters. 10S users must ensure the entire filehame,and,pathiare free of spaces and special characters.
The file should not exceed 10 Megabytes of storage space. Movie and sound file attachments, URL Links,
or other additional files, will not be accepted.

Once an Offeror has submitted a Proposal, theyGovernment and the RRPV CMF will not discuss
evaluation/status until the evaluationwesults have been provided to the Offerors.

3.4 Proposal Preparation‘Cost
The cost of preparing Preposals in‘tesponse to this RPP is not considered a direct charge to any resulting
award or any other contract.

3.5 Submission Format

Proposals shall referenceythis RPP number. Each document below (i.e., Technical Proposal, Cost Proposal
Narrative, CostiProposalsFormat, and Statement of Work) is mandatory and must each be submitted as
separatefiles andshalliremain valid for 180 days unless otherwise specified by the Offeror in the proposal.
Offerors areyencouraged to contact the RRPV CMF with any questions so that all aspects are clearly
understoodyby both parties. The proposal should include the following:

e Technical Proposal submission (30-page limit, unless noted*) — See Attachment A: One Technical
Proposal (.pdf, .doc or .docx). The mandatory template is provided as Attachment A, and includes
mandatory sections for a cover page*, information sheet*, executive summary, technical
approach, cost realism, current and pending support, data rights*, and key personnel
resumes/CV.* While no template is required for the resume/CV, each resume/CV is limited to 3
pages.

e Cost Proposal Narrative (no page limit) — See Attachment B: One Word (.docx or .doc) or PDF file
for Section I: Cost Proposal Narrative is required using the mandatory template. Separately,
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Section II: Cost Proposal Format is required in Excel (.xIsx) format, with working formulas to the
maximum extent practicable. See Section 3.6 for additional information.

e Cost Proposal Formats (no page limit) — See Attachment B: One Excel (.xIsx) document is
required, with working formulas to the maximum extent practicable. See Section 3.6 for additional
information.

e Statement of Work/Milestone Payment Schedule (no page limit) — See Attachment C: One Word
(.docx or .doc). The Offeror is required to provide a detailed SOW/Milestone Payment Schedule
using the mandatory template provided as Attachment C.

The following formatting requirements apply:

e 12-point font (or larger), single-spaced, single-sided, 8.5 by 11 inches

e Smaller type may be used in figures and tables, but must be 8-point font (or larger)

e Margins on all sides (top, bottom, left, and right) should be at least 1-inch

e  Submit files in Microsoft Word, Microsoft Excel, or Adobe Acrobat (PDF=pertable,and searchable
document format) formats as indicated below. ZIP files and other application formats are not
acceptable. All files must be print-capable and without a password required. Filenames shall
contain the appropriate filename extension (.docx, .doc,xlsx, of,.pdf). Filenames should not
contain special characters. 10S users must ensure the entire filename and path are free of spaces
and special characters.

3.6 Cost Proposal

The Cost Proposal must include two sections, a CostiPréposal Narrative and a Cost Proposal Format.
Offerors are encouraged to use their own cost formats such that the necessary detail is provided. The
RRPV CMF will make optional cost proposal formats available on the Members-Only RRPV website. The
provided Cost Proposal format template is NOT.mandatony if the Offeror’s formats provide the same level
of detail.

Each cost should include direct costs.and othernecessary components as applicable, for example, fringe,
General & Administrative Expénse (G&A); Fagilities & Administrative (F&A), Other Direct Costs (ODC), etc.
Offerors shall provide a breakdown of material and ODC costs as applicable.

3.7 Special Requirements

Offerors must be prepared to comply with restrictions and reporting requirements for the use of animal
and human subjects, as.addressed in further detail in the RRPV Base Agreement and as detailed in Section
4 Technical,Requirements. In addition, BARDA has a strong preference for US-based laboratories.

Additionahinformation‘on the applicable regulatory terms is provided in the RRPV Base Agreement.

These restrictions include mandatory government review and reporting processes that will impact the
Offeror’s schedule.

Technical Requirements

4.1 Introduction

The Offeror shall clearly state how it intends to meet and, if possible, exceed the technical requirements.
Mere acknowledgement or restatement of the requirements is not acceptable, unless specifically stated
otherwise.



4.2 Scope

Overall Objective:

The overall objective of this Request for Project Proposals is to engage in a partnership with an
organization(s) that can serve as the central immunoassay laboratory for influenza virus and emerging
infectious diseases; qualify, validate, conduct assay concordance studies; perform influenza virus HAl and
MN assays to support clinical trials; and potentially expand to establish other assays.

The Offeror must furnish all the necessary services, qualified personnel, materials,Supplies, equipment,
and facilities (U.S. facilities preferred) not otherwise provided by the USG as needed,to perform the work
described below. High throughput capacity is preferred. Laboratories that are part of global networks that
aim to minimize variability in inter-laboratory results, including through themuse ofiniversaliprotocols and
reagent sources are preferred.

The Offeror shall:

e  Function as a USG centralized immunogenicity laboratory with testing capability to support
advanced research and development of influenza virus vaccines and emerging infectious
diseases vaccines. Offeror must be able to serve asithe centralfinfluenza virus and emerging
infectious diseases immunoassay laboratory and atiminimum, qualify, validate, conduct assay
concordance studies, and perform influenza virus' HAl and MN assays. Data from these tests may
be used in primary, secondary, and e€xploratory endpoint analyses for vaccine clinical trials. Data
may be used to support a U.S. FBA'Emergency Use Authorization (EUA) or a Biological License
Application (BLA). As the centfal [aboratory, the Offeror must have standardization plan to
ensure that teaming partnérs,follow the same structure and aim to minimize variability in inter-
laboratory results including through the use of universal protocols and reagent sources.

o Demonstrate previaus successful experience in HAl and MN validation for seasonal influenza virus
strains and zoonotig, (specifically'lnon-H1, non-H3, non-B) influenza virus strains;

e Prioritize BARDA samples fortesting;

e Make available,all relevant standard operating procedure(s) (SOPs) for BARDA to review and
ensure the standard operating procedure(s) (SOP) follow the procedure validated or qualified;

e Provide'all data'and documents for the generation of a BARDA-sponsored submission to FDA that
are Document-Level Published and in eCTD submission format. BARDA will complete the FDA
submission level publishing as needed;

e Demonstrate and submit to BARDA appropriate regulatory permissions in place to work with
zoonotic influenza viruses;

e Demonstrate ability to generate reassortant influenza viruses and/or submit to BARDA relevant
letters of support, or similar, from virus sources;

e Demonstrate and submit to BARDA appropriate qualified personnel information (e.g., curricula
vitae (CVs), current training certificates, or records)

e Perform study(-ies) in accordance with 21 CFR part 58 Good Clinical Laboratory Practice (GCLP;
https://www.ecfr.gov/current/title-21/chapter-l/subchapter-A/part-58) under a  Quality
Assurance Project Plan that delineates Offeror quality assurance audit plans as well as capacity to
host BARDA- and/or prime contractor-led GLP qualification audits, monitoring visits, and data
audits; follow the Division of AIDS (DAIDS) in the National Institute of Allergy and Infectious
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Diseases (NIAID) GCLP guidelines (https://www.niaid.nih.gov/research/daids-clinical-research-
laboratory-specimens-management);

Demonstrate consistent performance over time of qualified or validated assay performance
through the use (i.e., internal and external testing) of routine quality control samples and periodic
proficiency panel samples (sourced by Offeror), or USG- or other external-sourced panel samples
(as requested);

As necessary, perform virus characterization (e.g., viral load, virus infectivity); and

Allow site visits, including pre-award, by BARDA and share assay quality performance evaluation
results upon request.

In addition, Offerors are required to include the following as part of their proposal stlbmission:

Demonstrate the Offeror’s ability to expand capabilities in support of this program using teaming
partners. Offeror shall provide a list of either existing or proposed partnerships to ensure that all
5 capabilities described below are addressed.

Describe the Offeror’s history of utilizing standardization plans to ensure that'teaming partners
follow the same structure.

Summary of Requested Capabilities:

As summarized below, Offerors are required to submit propoesals thatespond to the following requested
capabilities:

Capability 1: Qualify, validate, conduct assay cencordance studies, and perform influenza virus
HAI and MN assays (including performance of assays to support clinical trial endpoint analyses)
as required

Capability 2: Qualify, conduct assay concordance studies, and perform assays to support
nonclinical or clinical trialtimmunogenicity analyses and other routine and novel assays as
necessary using Functional and<Neutralizing Antibody Assays (PSVNA, ADCC, ADCP, ADNKA,
ADCD, ASNP, ADDCP, Fc'Receptar Array, Antibody sub-classing and Isotyping, systems serology,
or other assaysias needed)

Capability 3:' Qualify, ‘¢conduct assay concordance studies, and perform assays to support
nonclinical “or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using,flow'cytometric (surface and intracellular cytokine staining) and ELISpot assays
Capabilityy4: Qualify, conduct assay concordance studies, and perform assays to support
nonclinical ofglinical trial immunogenicity analyses and other routine and novel assays as
necessary using binding and enzyme-inhibition immunoassays (e.g. ELISA, ELLA)

Capability 5: Qualify, conduct assay concordance studies, and perform assays to support
nonclinical or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using exploratory assays, including but not limited to whole genome phase display
libraries, surface plasmon resonance, biolayer interferometry, B and T-cell repertoire analysis, etc.

Detailed Description of Capabilities:

Capability 1: Qualify, validate, and conduct assay concordance studies, and perform influenza
virus HAI and MN assays (including performance of assays to support clinical trial endpoint

analyses) as required
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Workstream 1:
The Offeror will qualify up to two (2) influenza virus strains in HAl and MN assays (i.e., up to
4 assays total) in compliance with GLP/GCLP, annually.

BARDA will advise the Offeror upon award and by March of each subsequent year on
which two (2) influenza virus strain-specific assays to qualify in HAl and MN assays.
Influenza virus subtypes may include, but are not limited to, H5Nx (e.g., H5N1, H5N6,
H5N8, etc.), H7N9, H9N2, H3N2(v), HIN1(v), H2Nx (e.g., H2N2, H2N3), B, or other
emerging subtypes.

Use of human serum is preferred. If human serum is not available, sefumfrom animal
species may be used (e.g., ferret) initially, but the assay must be se-qualifiedionce an
appropriate human serum becomes available. Selection of serumi must beyapproved by
BARDA prior to study start.

The Offeror does not have to utilize a BSL-3 laboratory but must.demonstratefappropriate
regulatory permissions are in place to work with zoonotic'andhhuman influenza viruses.
The Offeror must provide a plan(s) for assay maintenance: includingassay performance
monitoring (i.e., review of routine quality control sample data andjperformance or review
of periodic proficiency panel testing data) and gualification oferitical assay reagents.
The Offeror may use reassortant influenza viruses for HAI and MN assays. The Offeror
must demonstrate ability to generate reassortant influenza viruses and/or submit to
BARDA relevant letters of support, or_similar, from virus sources.

The genomes of viruses used in the%assays, or viruses used to generate critical
components of an assay, must beysequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment betweenytheymaster .and working virus stock used for qualification
and the parental or protetype vitus strain to BARDA prior to execution of the protocol.

If requested, the Offeror must provide working virus lot samples to HHS for identity
verification.

If necessary,the Offerorsmay seek technology transfer to or from other laboratories as
necessary,to perform the task(s) with comparable results to other qualified assays.

The Offeroryis required“to source appropriate positive and negative quality control
samples, as well as reference sera and proficiency panel sera or other reagents, as
appropriate.

The Qualifiecation Protocol(s) must be approved by BARDA prior to execution.

The Offeror must generate, oversee, and manage Qualification Protocol(s) and Study
Report(s).

Provide raw qualification data and a final Qualification Report that includes virus
sequence alignments, assay precision, accuracy, dilutional linearity, lower and upper
limits of quantification (LLOQ, ULOQ), robustness, and specificity. The report must also
include source and lot information for all assay reagents and components, including
biologicals. Assay qualifications must include appropriate quality control samples and
yield comparable parameter results to other similarly qualified assays for a given influenza
virus strain.

Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing. The report must be in
eCTD submission ready format, as per CSN Clinical Related Documents for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for
BARDA to complete FDA submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
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BARDA’s eCTD Publishing Tool.

Workstream 2:
The Offeror will validate up to two (2) influenza virus HAl and MN assays (i.e., up to 4 assays
total) in compliance with GLP/GCLP, annually.

Influenza virus subtypes may include, but are not limited to, H5Nx (e.g., H5N1, H5N6,
H5NS, etc.), H7N9, H9N2, H3N2(v), HIN1(v), H2Nx (e.g., H2N2, H2N3), B, or other
emerging subtypes.

Use of human serum is preferred. Selection of serum must be approved by BARDA prior
to study start.

The Offeror does not have to utilize a BSL-3 laboratory but must.demenstrate appropriate
regulatory permissions are in place to work with zoonotic and humaninfluenza viruses.
The Offeror must provide a plan(s) for assay maintenancemincluding assay performance
monitoring (i.e., review of routine quality control sample data and performance or review
of periodic proficiency panel testing data) and qualification of critical assay reagents.
The Offeror may use reassortant influenza viruses for HAl"and MMN assays. The Offeror
must demonstrate ability to generate reassartant influenza viruses and/or submit to
BARDA relevant letters of support, or similar, from virus solrces.

The genomes of viruses used in the “assays, O, Vviruses used to generate critical
components of an assay, must bé Sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for validation and
the parental or prototype_vitus strain to BARDA prior to execution of the protocol.

If requested, provide waorking Viruslet samples to HHS for identity verification.

If necessary, the Offeror may seekitechnology transfer to or from other laboratories as
necessary to performythe task(s) with comparable results to other validated HAl and MN
assays.

The Offerof isiyrequired to source appropriate positive and negative quality control
samples, as,well“as reference sera and proficiency panel sera and other reagents, as
appropriate.

The Validation Pretocol(s) must be approved by BARDA prior to execution.

The“Offeror must generate, oversee, and manage validation study protocol(s) and
report(s).

Provide raw validation data and a final Validation Report that includes virus sequence
alignmeénts, assay precision, accuracy, dilutional linearity, lower and upper limits of
qguantification (LLOQ, ULOQ), limit of detection (LOD), robustness, specificity,
interference/matrix effects and stability. The report must also include source and lot
information for all assay reagents and components, including biologicals. Assay validation
must include appropriate quality control samples and yield comparable parameter results
to other similarly qualified or validated assays for a given influenza virus strain.

Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing. The report must be in
eCTD submission ready format, as per CSN Clinical Related Documents for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for
BARDA to complete FDA submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.
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Workstream 3:
The Offeror will perform influenza HAI and MN antibody assays to support clinical trial
endpoint immunogenicity analyses.

The Offeror must test clinical samples in phase appropriate (qualified/validated) HAI and
MN antibody assays in compliance with GCLP. Data will be transferred to BARDA to
support its programmatic goals.

Influenza subtypes may include, but are not limited to, H5Nx (e.g., HSN2mH5N6, H5NS,
etc.), H7N9, HON2, H3N2(v), HIN1(v), H2Nx (e.g., H2N2, H2N3), B, or,otheriemerging
subtypes.

The influenza strain(s), sample number to be tested, and required stage’of development
of the HAl and MN assay will be communicated to the Offeror at the time of request.

If requested, provide working virus lot samples to HHS foridentity verification.

The Offeror is required to source appropriate positive and“hegative quality control
samples, as well as reference sera and proficiency panel sera or other reagents, as
appropriate.

If necessary, the Offeror may seek technology transferito or,from other laboratories as
necessary to perform the task(s) with comparable results talother qualified/validated HAI
and MN assays.

Samples may be provided to the Offerorin ayblinded manner, and assay result data will
be transmitted to the clinical trialaSponsor or.designee such as BARDA’s Clinical Study
Network (CSN) Standard DatalCoordinating Center (SDCC) in a mutually agreed-upon
format (e.g., csv file). A Data, Transfer Agreement (DTA) must be in place prior to data
transfer. Clinical trial analyses will be,performed by the clinical trial Sponsor.

The Offeror must prioritize¢yBARDA,samples for testing and provide quality assured HAI
and MN assay resultsto clinical trial Sponsor or designee within 60 calendar days of final
sample set recéipt, ok as hegotiated with BARDA.

A BARDA designee will prepare and coordinate sample shipments to the Offeror for
testing.

The Offeror must useyqualified consumables and reagents during testing of clinical trial
samples in validated assays. In addition, qualification reports for such items should be
written, approved and readily available for BARDA review.

The Offeror must have a Quality Assurance program that includes routine monitoring of
assay performance during the testing of samples. For example, assay results of routine
qualityfcontrol samples should be tracked and periodic internal and external proficiency
panel testing will be performed to examine for assay trending and performance.

At completion of testing, the Offeror must ship all remaining clinical trial samples, at
appropriate temperature, to a BARDA-determined location.

Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing. The report must be in
eCTD submission ready format, as per CSN Clinical Related Documents for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for
BARDA to complete FDA submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.
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Workstream 4: Perform additional testing by HAl and MN assays
The Offeror must test clinical samples for immune responses (e.g., cross-reactive immune
responses) in compliance with GCLP.

Influenza subtypes may include, but are not limited to, H5Nx (e.g., HSN1, H5N6, H5NS,
etc.), H7N9, H9N2, H3N2(v), HIN1(v), H2Nx (e.g., H2N2, H2N3), B, or other emerging
subtypes.

While validated assays are preferred, assays at other development levels may be used if
agreed upon by BARDA. The Offeror will provide fit-for-use or qualification raw data and
report(s) that includes virus sequence alignments, as well as initial assessments of assay
precision, accuracy, dilutional linearity, lower and upper limits of quantificatien (LLOQ,
ULOQ), robustness, and specificity, or information as agreed upon by BARDA.

The influenza strain(s) and sample number to be tested by HAlI"and MN assay will be
communicated to the Offeror at the time of request. Samples may betested in‘batches.
If requested, provide working virus lot samples to HHS foridentitywverification.

The Offeror is required to source appropriate, good quality positive and negative control
samples, as well as reference sera, as appropriate.

If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other validated HAl and MN
assays.

Samples may be provided to the Offerorin a blinded manner, and assay result data will
be transmitted to the clinical trial Spensorier designee such as BARDA’s Clinical Study
Network (CSN) Standard Data CoordinatingyCenter (SDCC) in a mutually agreed-upon
format (e.g., csv file). A Data TransfepAgreement (DTA) must be in place prior to data
transfer. Clinical trial analyses will be performed by the clinical trial Sponsor.

The Offeror must prioritize BARDAysamples for testing and provide quality assured HAI
and MN assay results'to elinicalttrial Sponsor or designee within 14 calendar days of
sample set receipt{or.as negotiated with BARDA.

A BARDA designee ‘willtprepare»and coordinate sample shipments to the Offeror for
testing.

The Offeror mustiuse qualified consumables and reagents during testing of clinical trial
samplés in validatedyassays. In addition, qualification reports for such items should be
written, approved and readily available for BARDA review.

At completion of testing, the Offeror must ship all remaining clinical trial samples, at
appropriateteémperature, to a BARDA-determined location.

Provide a‘final report to BARDA that includes results and performance parameters of
assayaquality control samples and proficiency panel sample testing in eCTD submission
ready format, as per CSN Clinical Related Documents for eCTD Formatting BARDA Held
INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for BARDA to complete FDA
submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Workstream 5: Perform immune assay concordance study
The Offeror must perform an immunological assay concordance study for qualified
immunological assay.

The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
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prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for the study and
the parental or prototype virus strain to BARDA prior to execution of the protocol. For
other critical assay components, certificates of authenticity must be provided to BARDA.

e If requested, provide working virus lot samples to HHS for identity verification.

e If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

e The Offeror is required to source appropriate positive and negative quality control
samples, as well as reference sera, as appropriate.

e The Concordance Assay Protocol(s) must be approved by BARDA prior tolexecution.

e The Offeror must generate, oversee, and manage study protocol(s)and report(s)-

e Provide a final report to BARDA that includes results and pérformance parameters of
assay quality control samples and proficiency panel sample testingsthe teport must also
include reagent and cell source and lot information. Assaysimust include appropriate
control samples. The report must be in eCTD submission‘ready formatjyas per CSN Clinical
Related Documents for eCTD Formatting BARDA Held INDsy(v. 2.0 14Jan22) and BARDA'’s
Document QC Guide for BARDA to complete FDA submission level publishing.

e Provide documents that are Document-Level Published ta)BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Capability 2: Qualify, Conduct Assay Concerdance Studies, and Perform Assays to support
nonclinical or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using Functional and Neutralizing Antibody Assays (PSVNA, ADCC, ADCP, ADNKA, ADCD,
ASNP, ADDCP, Fc Receptor Array,’Antibody sub=classing and Isotyping, systems serology, or other
assays as needed)

e Workstream 1: Qualify immanological assays

The Offerar:must qualify immunological assays for influenza or emerging infectious diseases
(as needed) to test, clinical or nonclinical samples from influenza or emerging infectious
diseaseyaceine candidates.

e The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
seguence alignment between the master and working virus stock used for qualification
and the parental or prototype virus strain to BARDA prior to execution of the protocol.
For other critical assay components, certificates of authenticity must be provided to
BARDA.

e If requested, provide working virus lot samples to HHS for identity verification.

e Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

e If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

e The Offeror is required to source appropriate positive and negative quality control
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samples, as well as reference sera, as appropriate.

The Qualification Protocol(s) must be approved by BARDA prior to execution.

The Offeror must generate, oversee, and manage qualification study protocol(s) and
report(s).

Provide a final Qualification Report that includes virus sequence alignments, assay
precision, accuracy, dilutional linearity, lower and upper limits of quantification (LLOQ,
ULOQ), robustness, and specificity. The report must also include reagent and cell source
and lot information. Assay qualifications must include appropriate control samples and
have comparable parameter results to other similarly qualified assays for a given
influenza virus strain or an emerging pathogen.

Provide a final report to BARDA that includes results and performance,parameters of
assay quality control samples and proficiency panel sample testing.The report must be in
eCTD submission ready format, as per CSN Clinical Related Documents“for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s)\Document QC Guide for
BARDA to complete FDA submission level publishing.

Provide documents that are Document-Level Published toa BARDAto-bé incorporated into
BARDA’s eCTD Publishing Tool.

Workstream 2:
The Offeror will perform immune assay(s) tosupport clini¢al trial immunogenicity analyses
and other routine and novel laboratory assays,as hecessary.

The Offeror must test clinical o nonglinical samples in a qualified immunological assay

(as needed) from influenza virus.or emergingjinfectious disease vaccine candidates.

Samples for testing mayp include serum, plasma, PBMC, mucosal secretions (e.g.,

respiratory tract, salivary,lacrimal, ormammary gland, stool), or novel-assay-appropriate

panels in any combination.

The genomes of virdses used, in the assays, or viruses used to generate critical

components4£of an assay,Wmust be sequenced to ensure alignment to parental or

prototypeyvirus strains as appropriate. The Offeror must submit a nucleic acid and protein

sequence. alignment, between the master and working virus stock used for qualification

and the parental or prototype virus strain to BARDA prior to execution of the protocol.

If requested, provide working virus lot samples to HHS for identity verification.

The Offeror, istrequired to source appropriate, positive and negative quality control

samples,ias appropriate.

If necessary, the Offeror may seek technology transfer to or from other laboratories as

necessary to perform the task(s) with comparable results to other qualified immune

assays.

Samples may be provided to the Offeror in a blinded manner, and assay result data will

be transmitted to the clinical trial Sponsor or designee such as BARDA's Clinical Study

Network (CSN) Standard Data Coordinating Center (SDCC) in a mutually agreed-upon

format (e.g., csv file). A Data Transfer Agreement (DTA) must be in place prior to data

transfer. Clinical trial analyses will be performed by the clinical trial Sponsor.

A BARDA designee will prepare and coordinate sample shipments to the Offeror for

testing.

At completion of testing, the Offeror must ship all remaining clinical trial samples, at

appropriate temperature, to a BARDA-determined location.

Provide a final report to BARDA that includes results and performance parameters of

assay quality control samples and proficiency panel sample testing. The final report must
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be provided to BARDA in eCTD submission ready format, as per CSN Clinical Related
Documents for eCTD Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s
Document QC Guide for BARDA to complete FDA submission level publishing. Provide
documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

e  Workstream 3: Perform immune assay concordance study

The Offeror must perform an immunological assay concordance study for qualified
immunological assay (as needed) from influenza virus or emerging infectious,disease,vaccine
candidates.

The genomes of viruses used in the assays, or viruses fised to' generate critical
components of an assay, must be sequenced to ensure alignmentytofparental or
prototype virus strains as appropriate. The Offeror mustsubmit.a nucleic acid and protein
sequence alignment between the master and working vitus stock,used for the study and
the parental or prototype virus strain to BARDA prior to execution of the protocol. For
other critical assay components, certificates of@uthenticity must'be provided to BARDA.
If requested, provide working virus lot samples to HHS foridéntity verification.

Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, o.mammary gland;stool), or novel-assay-appropriate
panels in any combination.

If necessary, the Offeror may seek technelogy transfer to or from other laboratories as
necessary to perform the task(s) withtcomparable results to other qualified immune
assays.

The Offeror is requirédto source appropriate positive and negative quality control
samples, as well as;referenceysera, as appropriate.

The Concordance AssaysProtocol(s) must be approved by BARDA prior to execution.

The Offeror must generate,oversee, and manage study protocol(s) and report(s).
Provide agfinal report to BARDA that includes results and performance parameters of
assay gualityicontrolisamples and proficiency panel sample testing and assay concordance
testing results.The report must also include reagent and cell source and lot information.
Assays'must include appropriate control samples. The report must be in eCTD submission
ready‘format;@s per CSN Clinical Related Documents for eCTD Formatting BARDA Held
INDs (v.“2.0 14Jan22) and BARDA’s Document QC Guide for BARDA to complete FDA
submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Capability 3: Qualify, Conduct Assay Concordance Studies, and Perform Assays to support
nonclinical or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using Flow cytometric (surface and intracellular cytokine staining) and ELISpot assays

e  Workstream 1: Qualify immunological assays

The Offeror must qualify immunological assays for influenza or emerging infectious diseases
(as needed) to test clinical or nonclinical samples from influenza or emerging infectious
disease vaccine candidates.
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The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for qualification
and the parental or prototype virus strain to BARDA prior to execution of the protocol.
For other critical assay components, certificates of authenticity must be provided to
BARDA.

If requested, provide working virus lot samples to HHS for identity verification.

Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel;assay-appropriate
panels in any combination.

If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results 10 otherfqualified immune
assays.

The Offeror is required to source appropriate positive and, negative quality control
samples, as well as reference sera, as appropriate.

The Qualification Protocol(s) must be approved by'BARDA prior to execution.

The Offeror must generate, oversee, and manage qualification study protocol(s) and
report(s).

Provide a final Qualification Report that includes vinus sequence alignments, assay
precision, accuracy, dilutional linearity, lower and upper limits of quantification (LLOQ,
ULOQ), robustness, and specificity. The,repertimust also include reagent and cell source
and lot information. Assay qualifications‘must include appropriate control samples and
have comparable parameter results to, other similarly qualified assays for a given
influenza virus strain or aftemerging pathogen.

Provide a final report{tot\BARDAythat“includes results and performance parameters of
assay quality contrel samples,and proficiency panel sample testing. The report must be in
eCTD submission ready. format, as per CSN Clinical Related Documents for eCTD
Formatting BARDA Held{INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for
BARDA togcomplete FDA submission level publishing.

Providerdocumentsithat are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Workstream)2:
The, Offeror will perform immune assay(s) to support clinical trial immunogenicity analyses
and otherroutine and novel laboratory assays as necessary.

The Offeror must test clinical or nonclinical samples in a qualified immunological assay
(as needed) from influenza virus or emerging infectious disease vaccine candidates.
Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for qualification
and the parental or prototype virus strain to BARDA prior to execution of the protocol.

If requested, provide working virus lot samples to HHS for identity verification.
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The Offeror is required to source appropriate, positive and negative quality control
samples, as appropriate.

If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

Samples may be provided to the Offeror in a blinded manner, and assay result data will
be transmitted to the clinical trial Sponsor or designee such as BARDA’s Clinical Study
Network (CSN) Standard Data Coordinating Center (SDCC) in a mutually agreed-upon
format (e.g., csv file). A Data Transfer Agreement (DTA) must be in place prior to data
transfer. Clinical trial analyses will be performed by the clinical trial Spghsor.

A BARDA designee will prepare and coordinate sample shipment$ to“the Offeror for
testing.

At completion of testing, the Offeror must ship all remaining clinical trial samples, at
appropriate temperature, to a BARDA-determined location.

Provide a final report to BARDA that includes results @nd performance parameters of
assay quality control samples and proficiency panel sample testing. The final report must
be provided to BARDA in eCTD submission readyyformatj,as per CSN Clinical Related
Documents for eCTD Formatting BARDA Hegld INDs, (v. 2.0914Jan22) and BARDA’s
Document QC Guide for BARDA to complete \EDA submission level publishing. Provide
documents that are Document-Level Rublished, to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Workstream 3: Perform immune assay concordance study

The Offeror must perform an,immunological assay concordance study for qualified
immunological assay (as needed)yfrom influenza virus or emerging infectious disease
vaccine candidates.

The genomesgof viruses, used®in the assays, or viruses used to generate critical
components’ of an assay, must be sequenced to ensure alignment to parental or
prototypéwvirus stkains as.appropriate. The Offeror must submit a nucleic acid and protein
sequehce alignmentibetween the master and working virus stock used for the study and
the parental or‘prototype virus strain to BARDA prior to execution of the protocol. For
other critical assay components, certificates of authenticity must be provided to BARDA.
If requested;iprovide working virus lot samples to HHS for identity verification.

Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respikatory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

Ifinecessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

The Offeror is required to source appropriate positive and negative quality control
samples, as well as reference sera, as appropriate.

The Concordance Assay Protocol(s) must be approved by BARDA prior to execution.

The Offeror must generate, oversee, and manage study protocol(s) and report(s).
Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing and assay concordance
testing results. The report must also include reagent and cell source and lot information.
Assays must include appropriate control samples. The report must be in eCTD submission
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ready format, as per CSN Clinical Related Documents for eCTD Formatting BARDA Held
INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for BARDA to complete FDA
submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Capability 4: Qualify, Conduct Assay Concordance Studies, and Perform Assays to support
nonclinical or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using binding and enzyme-inhibition immunoassays (e.g. ELISA, ELLA)

e  Workstream 1: Qualify immunological assays

The Offeror must qualify immunological assays for influenza or emerging infectious
diseases (as needed) to test clinical or nonclinical samplessfrom influenza or emerging
infectious disease vaccine candidates.

The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequencedntolensurenalignment to parental or
prototype virus strains as appropriate. The Offeror must'submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for qualification
and the parental or prototype virus strainyto BARDA prior to execution of the protocol.
For other critical assay components, certificates of authenticity must be provided to
BARDA.

If requested, provide working virus lot'samples to HHS for identity verification.

Samples for testing may, include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, opmammary gland, stool), or novel-assay-appropriate
panels in any combination.

If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary toerform theéytask(s) with comparable results to other qualified immune
assays.

The Offeron, is requiredjto source appropriate positive and negative quality control
samples, as well as reference sera, as appropriate.

The Qualification'Protocol(s) must be approved by BARDA prior to execution.

The Offerer must generate, oversee, and manage qualification study protocol(s) and
report(s):

Provide .a “final Qualification Report that includes virus sequence alignments, assay
precision, accuracy, dilutional linearity, lower and upper limits of quantification (LLOQ,
ULOQ), robustness, and specificity. The report must also include reagent and cell source
and lot information. Assay qualifications must include appropriate control samples and
have comparable parameter results to other similarly qualified assays for a given
influenza virus strain or an emerging pathogen.

Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing. The report must be in
eCTD submission ready format, as per CSN Clinical Related Documents for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s Document QC Guide for
BARDA to complete FDA submission level publishing.

Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.
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e  Workstream 2:
The Offeror will perform immune assay(s) to support clinical trial immunogenicity analyses
and other routine and novel laboratory assays as necessary.

The Offeror must test clinical or nonclinical samples in a qualified immunological assay
(as needed) from influenza virus or emerging infectious disease vaccine candidates.
Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignmentyto parental or
prototype virus strains as appropriate. The Offeror must submit a Aucleic acid and protein
sequence alignment between the master and working virus stoeck used for qualification
and the parental or prototype virus strain to BARDA prior to execution of theé)protocol.

If requested, provide working virus lot samples to HHS foridentity verification.

The Offeror is required to source appropriate, positive and ‘negative quality control
samples, as appropriate.

If necessary, the Offeror may seek technologyftransfer to orfrém other laboratories as
necessary to perform the task(s) with comparable results¢to other qualified immune
assays.

Samples may be provided to the Offeror inya blindedsmanner, and assay result data will
be transmitted to the clinical trial Sponser. on designee such as BARDA’s Clinical Study
Network (CSN) Standard Data/Coordinating Center (SDCC) in a mutually agreed-upon
format (e.g., csv file). A Data Transfer Agreement (DTA) must be in place prior to data
transfer. Clinical trial analysesywilhbe performed by the clinical trial Sponsor.

A BARDA designee will prepareyanducoordinate sample shipments to the Offeror for
testing.

At completion of testing, the ‘@fferor must ship all remaining clinical trial samples, at
appropriate témperature; to,a BARDA-determined location.

Provide a,final feport to BARDA that includes results and performance parameters of
assay guality,control samples and proficiency panel sample testing. The final report must
be provided top BARDA in eCTD submission ready format, as per CSN Clinical Related
Documents for, é€TD Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA'’s
DocumentyQCGuide for BARDA to complete FDA submission level publishing. Provide
documents that are Document-Level Published to BARDA to be incorporated into
BARDA'’seCTD Publishing Tool.

e Workstream 3: Perform immune assay concordance study

The Offeror must perform an immunological assay concordance study for qualified
immunological assay (as needed) from influenza virus or emerging infectious disease
vaccine candidates.

The genomes of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alighment between the master and working virus stock used for the study and
the parental or prototype virus strain to BARDA prior to execution of the protocol. For
other critical assay components, certificates of authenticity must be provided to BARDA.
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e If requested, provide working virus lot samples to HHS for identity verification.

e Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

o If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

e The Offeror is required to source appropriate positive and negative quality control
samples, as well as reference sera, as appropriate.

e The Concordance Assay Protocol(s) must be approved by BARDA prior o execution.

e The Offeror must generate, oversee, and manage study protocol(s)@and report(s):

e Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing andi@ssay concordance
testing results. The report must also include reagent and cell soureesandilot’information.
Assays must include appropriate control samples. The report must be in'eCTD submission
ready format, as per CSN Clinical Related Documents for eCTD Formatting BARDA Held
INDs (v. 2.0 14Jan22) and BARDA’s Document QG,Guidefor BARDA to complete FDA
submission level publishing.

e Provide documents that are Document-Level Published to\BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Capability 5: Qualify, Conduct Assay /Concerdance Studies, and Perform Assays to support
nonclinical or clinical trial immunogenicity analyses and other routine and novel assays as
necessary using exploratory assays, ‘including but not limited to whole genome phase display
libraries, surface plasmon resonance, biolayerinterferometry, B and T-cell repertoire analysis, etc.

¢ Workstream 1: Qualify immunological assays

The Offeror must qualify immunological assays for influenza or emerging infectious diseases
(as needed)atotest clinical ‘or nonclinical samples from influenza or emerging infectious
disease vaccine candidates.

e The“genomes /of viruses used in the assays, or viruses used to generate critical
components of an assay, must be sequenced to ensure alignment to parental or
prototype virus strains as appropriate. The Offeror must submit a nucleic acid and protein
sequence alignment between the master and working virus stock used for qualification
and the parental or prototype virus strain to BARDA prior to execution of the protocol.
For other critical assay components, certificates of authenticity must be provided to
BARDA.

e If requested, provide working virus lot samples to HHS for identity verification.

e Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

e If necessary, the Offeror may seek technology transfer to or from other laboratories as
necessary to perform the task(s) with comparable results to other qualified immune
assays.

e The Offeror is required to source appropriate positive and negative quality control
samples, as well as reference sera, as appropriate.
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e The Qualification Protocol(s) must be approved by BARDA prior to execution.

e The Offeror must generate, oversee, and manage qualification study protocol(s) and
report(s).

e Provide a final Qualification Report that includes virus sequence alignments, assay
precision, accuracy, dilutional linearity, lower and upper limits of quantification (LLOQ,
ULOQ), robustness, and specificity. The report must also include reagent and cell source
and lot information. Assay qualifications must include appropriate control samples and
have comparable parameter results to other similarly qualified assays for a given
influenza virus strain or an emerging pathogen.

e Provide a final report to BARDA that includes results and performante parameters of
assay quality control samples and proficiency panel sample testing. The report must be in
eCTD submission ready format, as per CSN Clinical Related“Documents for eCTD
Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s Document QC'Guide for
BARDA to complete FDA submission level publishing.

e Provide documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

Workstream 2: Perform immune assay(s) to support clinical trial immunogenicity analyses
and other routine and novel laboratory assays as necessary

The Offeror must test clinical or nonclifical samples in a qualified immunological assay (as
needed) from influenza virus or emerging infectious disease vaccine candidates.

e Samples for testing may gqinclude serum, “plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivaryj lacrimaljer mammary gland, stool), or novel-assay-appropriate
panels in any combination:

e The genomes of @uiruses used in“the assays, or viruses used to generate critical
components of, an\assay, must be sequenced to ensure alignment to parental or
prototype virus strainsias’appropriate. The Offeror must submit a nucleic acid and protein
sequencetalignment between the master and working virus stock used for qualification
and thé'parental orprototype virus strain to BARDA prior to execution of the protocol.

o If requested, provide working virus lot samples to HHS for identity verification.

e TheyOfferor is equired to source appropriate, positive and negative quality control
samples, astappropriate.

e, [finecessary, the Offeror may seek technology transfer to or from other laboratories as
necessafy to perform the task(s) with comparable results to other qualified immune
assays.

o), Samples may be provided to the Offeror in a blinded manner, and assay result data will
be transmitted to the clinical trial Sponsor or designee such as BARDA'’s Clinical Study
Network (CSN) Standard Data Coordinating Center (SDCC) in a mutually agreed-upon
format (e.g., csv file). A Data Transfer Agreement (DTA) must be in place prior to data
transfer. Clinical trial analyses will be performed by the clinical trial Sponsor.

e A BARDA designee will prepare and coordinate sample shipments to the Offeror for
testing.

e At completion of testing, the Offeror must ship all remaining clinical trial samples, at
appropriate temperature, to a BARDA-determined location.

e Provide a final report to BARDA that includes results and performance parameters of
assay quality control samples and proficiency panel sample testing. The final report must
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be provided to BARDA in eCTD submission ready format, as per CSN Clinical Related
Documents for eCTD Formatting BARDA Held INDs (v. 2.0 14Jan22) and BARDA’s
Document QC Guide for BARDA to complete FDA submission level publishing. Provide
documents that are Document-Level Published to BARDA to be incorporated into
BARDA’s eCTD Publishing Tool.

e  Workstream 3: Perform immune assay concordance study

o The Offeror must perform an immunological assay concordance study,for qualified
immunological assay (as needed) from influenza virus or emerging dinfectious disease
vaccine candidates.

e The genomes of viruses used in the assays, or viruses usedyto .generate critical
components of an assay, must be sequenced to ensure(alignment to parental or
prototype virus strains as appropriate. The Offeror must submit‘amnucleic acid and protein
sequence alignment between the master and working virus stock usedifor the study and
the parental or prototype virus strain to BARDA prior to,execution“of the protocol. For
other critical assay components, certificates of authenticityimust be provided to BARDA.

o If requested, provide working virus lot samples to HHSfor identity verification.

e Samples for testing may include serum, plasma, PBMC, mucosal secretions (e.g.,
respiratory tract, salivary, lacrimal, or mammary gland, stool), or novel-assay-appropriate
panels in any combination.

o If necessary, the Offeror may seek.technolegy transfer to or from other laboratories as
necessary to perform the task(s) with, comparable results to other qualified immune
assays.

e The Offeror is required to sourceyappropriate positive and negative quality control
samples, as well as referenge serajas appropriate.

e The Concordance Assay Protocol(s) must be approved by BARDA prior to execution.

e The Offeror must generate, oversee, and manage study protocol(s) and report(s).

e Provide a finalyreport'to BARDA that includes results and performance parameters of
assay quality contrel samples and proficiency panel sample testing and assay concordance
testing results, The report must also include reagent and cell source and lot information.
Assays must include appropriate control samples. The report must be in eCTD submission
ready. format, as per CSN Clinical Related Documents for eCTD Formatting BARDA Held
INDs (w, 2.0%14Jan22) and BARDA’s Document QC Guide for BARDA to complete FDA
submission, level publishing.

e Provide’documents that are Document-Level Published to BARDA to be incorporated into
BARDA's eCTD Publishing Tool.

4.3 Project Management Objectives

It is anticipated that the Performer will be required to submit a number of documents to capture the
progression of the project, post-award. See Attachment C for full listing of anticipated deliverables.
Requirements may include but are not limited to the following:

Reporting: The Performer shall deliver monthly technical and financial reports and progress reports.
Annual reports shall also be provided. At the end of the effort, the Performer shall provide a detailed
final report of process development and manufacturing efforts.
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Meetings: The Performer shall schedule regular, recurring progress meetings with the Government.
The meeting agenda shall be submitted to the Government in advance and meeting minutes will be
submitted following meetings.

The successful Offeror shall provide deliverables as included in Attachment C, Statement of Work.

4.4 Logistics Objectives
The Performer shall be responsible for (sub) contracting or executing all intellectual property, materiel,
and sample shipments and maintenance of all associated records and permits.

5 Selection/Evaluation

5.1 Compliance Screening

The RRPV CMF will conduct a preliminary screening of submitted Proposalstotensure campliance with the
RPP requirements. As part of the preliminary screening process, Proposalsithat«o not meet the
requirements of the RPP may be eliminated from the competition or additional information may be
requested by the RRPV CMF. The Government reserves thegfightto requestfadditional information,
perform a pre-award audit, or eliminate proposals that do not meet thesearequirements from further
consideration.

5.2 Proposal Evaluation Process

Following the preliminary screening, the Governmentiysponsor will perform evaluation and source
selection of all qualified proposals. Qualified Proposalsywillybe evaluated by a panel of subject matter
experts (SMEs) who will make recommendatiensto a Source Selection Authority.

This process may involve the use of contracters as SME consultants or reviewers. Where appropriate, the
USG will employ non-disclosure agreements to, protect information contained in the RPP. An Offeror’s
submission of a Proposal under this RPPR _indicates concurrence with the aforementioned use of
contractors and SMEs.

Evaluation of proposals will beybasedien an independent, comprehensive review and assessment of the
work proposed against, stated source selection criteria and evaluation factors. The Government will
evaluate each proposal against the evaluation factors detailed below and assign confidence ratings to the
non-cost/price factor(s)‘as discussed below. The Offeror shall clearly state how it intends to meet and, if
possible fexceed the RPP, requirements. Mere acknowledgement or restatement of a RPP requirement is
not acceptable, unlessi§pecifically stated otherwise.

For each evaluated proposal, the non-cost/price factors will each be assigned one of the following
confidenceé'ratings:

High Confidence — The US Government has high confidence that the Offeror understands
the requirement, proposes a sound approach, and will be successful in performing the
contract.

Some Confidence - The US Government has some confidence that the Offeror
understands the requirement, proposes a sound approach, and will be successful in
performing the contract.
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Low Confidence - The US Government has low confidence that the Offeror understands
the requirement, proposes a sound approach, or will be successful in performing the
contract.

5.3 Evaluation Factors

The US Government will evaluate the information provided in each Offeror’s Proposal to determine which
Proposal(s) provide(s) the best value to the US Government. Such a determination will be based on the
following criteria and rated in descending order of importance:

Factor 1 - Technical Approach: This factor evaluates the relevancy, thoroughness; completeness, and
feasibility of the proposed approach.

Factor 2 — Relevant Experience: This factor evaluates the offeror’s demonstrated organizational
experience, as well as the technical and management experience of the'proposed team to perform the
proposed work. The US Government may also consider information in ‘Contractor Performance
Assessment Reporting System (CPARS), and the Federal Awardee Performance and Integrity Information
System (FAPIIS) or similar systems.

Factor 3 — Cost/Price: The Offeror(s) cost/price proposal will be'evaluated for reasonableness. For a price
to be reasonable, it must represent a price to the US Government that.a'prudent person would pay when
consideration is given to prices in the market. Normally, price reasonableness is established through
adequate price competition, but may also be detéfmined\through cost and price analysis techniques.

5.4 Cost/Price Evaluation
The Cost Proposal will receive a narrative ratingto determine whether costs are realistic, reasonable, and
complete.

If a proposal is selected for award, the. RRPVACMF will evaluate the estimated cost proposed by the Offeror
for performing all requireméntsioutlined in this RPP. Evaluation will include analysis of the proposed cost
together with all supporting information. The RRPV CMF will request additional information or
clarification as necessary. TheaRRPV'EMF will assess the reasonableness and completeness of the cost
estimates and then provide a formal assessment to the Government. The Government will review this
assessment and make,thexfinal determination that the project value is fair and reasonable, subject to final
Government negotiations.

Proposals\will be'evaluated using the understanding of cost realism, reasonableness and completeness as
outlined below:

a) Realism. The specific elements of each Offeror’s proposed costs are realistic when the proposed cost
elements are evaluated and found to: 1) be realistic for the work to be performed; 2) reflect a clear
understanding of the requirements; and 3) be consistent with the unique methods of performance and
materials described in each Offeror’s technical proposal.

Estimates are “realistic” when they are neither excessive nor insufficient for the effort to be accomplished.

Estimates must also be realistic for each phase of the proposed project when compared to the total
proposed cost.

26



The RRPV CMF will make a determination by directly comparing proposed costs with comparable current
and historical data, evaluator experience, available estimates, etc. Proposed estimates will be compared
with the corresponding technical proposals for consistency.

b) Reasonableness. The Offeror’s cost proposal will be evaluated to determine if it is reasonable. For a
price to be reasonable, it must represent a price to the Government that a prudent person would pay in
the conduct of competitive business. Normally, price reasonableness is established through cost and price
analysis.

To be considered reasonable, the Offeror’s cost estimate should be developed from applicable historic
cost data. The Offeror should show that sound, rational judgment was used in deriving and applying cost
methodologies. Appropriate narrative explanation and justification should be provided for, critical cost
elements. The overall estimate should be presented in a coherent, organized, and systématic manner.

Costs provided shall be clearly attributable to activities or materials asfdeséribed by the Offeror. Costs
should be broken down in the Cost Proposal Format. An optional template is located/on the Members-
Only RRPV website.

c) Completeness. The RRPV CMF will evaluate whether the proposal clearlysand thoroughly documents
the rationale supporting the proposed cost and is compliant withithe requirements of the solicitation.

The proposal should clearly and thoroughly documentthewcost/price information supporting the proposed
cost in sufficient detail and depth. The RRPV CMIFiwill ‘evaluateswhether the Offeror’s cost proposal is
complete with respect to the work proposed. The RRPV'EMFwill consider substantiation of proposed cost
(i.e., supporting data and estimating rationale) forall elements.

Rate and pricing information is required to, properly perform the cost analysis of the proposal. If the
Offeror is unwilling to provide this infermationiin a timely manner, its proposal will be lacking information
that is required to properly evaluate'the preposal and the proposal may not be selected for award.

5.5 Best Value

The Government will conductithe source selection based on the evaluation criteria and ratings listed
above. The overall,award decision will be based upon a Best Value determination by considering and
comparing factors in‘addition to cost or price. Funding recommendations depend on various factors and
programmatic relevances Based on the evaluation of the Technical Approach, Relevant Experience, and
Cost/Price, they\Government reserves the right to negotiate and request changes to any or all parts of the
SOW. Offerors will havé the opportunity to concur with the requested changes, propose further changes
and revise¢ost proposals, as necessary.

5.6 Evaluation Results
Following the evaluation, the Source Selection Authority may:
1. Select the proposal (or some portion of the proposal) for award;
2. Place the proposal in the Basket if funding currently is unavailable; or

3. Reject the proposal (will not be considered for award and will not be placed in the Basket)

The Government does not guarantee a minimum or maximum number of awards resulting from this
solicitation.
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5.7 Basket Provision

The electronic “Basket” is an innovative acquisition tool. Proposals rated as Acceptable through
Outstanding, but not immediately selected for award, may be placed in the Basket (at the Government’s
sole discretion) for 2 years and eligible for award during that time. Proposals rated as Unacceptable will
not be placed in the Basket and will not be eligible for future award. If awarding from the Basket, the
Government reserves the right to award whichever proposal best meets its needs.

6 Points of Contact

Questions related to this RPP should be directed to Ms. Rebecca Harmon (rrpv-contracts@ati.org).

All technical questions must be submitted by 12pm Eastern June 20, 2024to allow for Geyernment
response. The Government will respond to questions at its discretion. All questions andtesponses will be
posted to the RRPV Solicitation webpage https://www.rrpv.org/opportunities/. Questions received after
the stated deadline are not guaranteed a response.

Once an Offeror has submitted a Proposal, the Government™and, the RRPY CMF will not discuss
evaluation/status until the evaluation results have been provided to the Offerors.
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ATTACHMENT A — TECHNICAL PROPOSAL TEMPLATE

General Instructions

The Technical Proposal must address the technical requirements described in the RPP in
sufficient detail to permit evaluation from a technical perspective in accordance with the
evaluation factors set forth in the RPP. The Technical Proposal shall be single-spaced, single-
sided, and 8.5 x 11 inches, and 12-point font. Smaller type may be used in figures and tables but
must be clearly legible. Margins on all sides (top, bottom, left, and right) should be at least 1 inch.
Offerors are strongly encouraged to use pictures and graphics to succinctly representyproposed
ideas, organization, etc.

The Technical Proposal shall be limited to 30 pages excluding all attachmentsiy(tunless otherwise
noted below). Pages in excess of this limitation may not be considered. Offerors are@advised that
the number of pages should be commensurate with the degree of complexity jof the proposed
effort.

To ensure Technical Proposals receive proper considenation, the Technical Proposal format
shown below is mandatory. If there are any items which are not applicable to a specific proposal,
include the section topic in the proposal with a shortiexplanation.as to why it is not applicable.

Cover Page*

RRPV Member Organization Information Sheet*

Executive Summary & Eligibility

Technical Approach

Cost Realism

Current & Pending Support

Data Rights*

Resumes of Key Personnel* (each no greater than 3 pages)

NV EWN R

*Excluded from page limitation
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1. Technical Proposal Cover Page

[Name of Offeror]
[Address of Offeror]

RPP Number RRPV 24-07- CentrallEIDLab

[Proposal Title]

[Offeror] certifies that, if selected for award, the Offeror will abide’by'the terms and conditions
of the RRPV Base Agreement.

[Offeror] certifies that this Proposal is valid for 180 daysfrom the close'of the applicable RPP,
unless otherwise stated.

[As detailed in Section 2.6 of the Request forProject Proposals, Offerors are to include a
proprietary data disclosure statement/legendiif preprietary data is included. Sample:

This Proposal includes data that shallhot b&gdiselosed outside the RRPV Consortium
Management Firm and the Governmen®y It'shall notbe duplicated, used, or disclosed, in whole
or in part, for any purpose other thdf propesahevadtiation and agreement administration. The

data subject to this restriction’is (clearly Tfdentify) and contained on pages (insert page
humbers).]
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2. Member Information Sheet

If an item is not applicable, then that section should be listed as “not applicable.”

OFFEROR NAME:

ALL PLACES OF PERFORMANCE:

TITLE OF PROPOSED EFFORT:

UEI # (if applicable):

CAGE CODE (if applicable):

SMALL BUSINESS (YES/NO):

SMALL/DISADVANTAGED BUSINESS (YES/NO):
SOCIOECONOMIC CATEGORY?

CONFLICT OF INTEREST (YES/NO):

TOTAL COST OF PROPOSAL:

PROPOSED PERIOD OF PERFORMANCE IN MONTHS:

PREFERRED PAYMENT METHOD (FFP, CPFF, Cost Reimbursable
(CR), CR/COST SHARE):

REQUESTED USE OF GOVERNMENT RESOURCES, PROPERTY,
LABS, ETC. (YES/NO):

CONTRACT/NEGOTIATION CONTACT (NAME, ADDRESS,
PHONE, EMAIL):

TECHNICAL/PRINCIPAL INVESTIGATOR,CONTACT (NAME,
ADDRESS, PHONE, EMAIL):

COGNIZANT RATE AUDIT AGENCY'@FFICE (IF KNOWN, INCLUDE
POC, ADDRESS, PHONE#, E-MAIL):
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3. Executive Summary & Eligibility

[The Executive Summary allows Offerors to briefly and concisely present the important aspects of
their proposals to evaluators. The summary should present an organized progression of the work to
be accomplished, without the technical details, such that the reader can grasp the core concepts of
the proposed project.

Clearly indicate how your organization and proposal addresses each of the “Mandatory Eligibility
Criteria” listed in Section 2.7 of this RPP.

Failure to address each mandatory eligibility criteria may result in your submission beingremoved
from further consideration with no further evaluation being performed nor, feedback being
provided.]

4. Technical Approach

[Provide sufficient technical detail and analysis to support the technical&olution being proposed for
the project. Clearly identify the core of the intended @pproach. It is'hot effective simply to address
a variety of possible solutions to the technology preblems. Provide the following information:]

1. Background: [Describe the problem thatthe proposal is addressing.]

2. General Approach: [Briefly describe your overarching approach and framework addressing the

requirements set forth in the RPP{ Include relevant background data and information on your

platform or solution and list the current status of your approach.]

Objectives: [Specify the objectives of theyproposed effort.]

4. Relevant Experience: [Idéntify relevant experience, as well as the technical and management
experience of the proposediteam; to perform the proposed work. Offeror should also describe
any history of utilizing standardization plans to ensure that teaming partners follow the same
structure.]

5. Technical Strategy:\[Thoroughly describe the detailed and stepwise approach on how your
organization intends to'address each technical requirement set forth in the RPP and show a clear
coursesofiaction to alse include standardization plans.]

6. Regulatory Strategy: [Provide a description of the proposed regulatory strategy.]

7. Key Personnel: [Identify the proposed management and technical personnel for the project
usingsassummary table in the below format. Principal Investigator must be identified.]

el

Key Personnel

Organization

Role and Key Contribution

Level of Effort

Name
(Principal
Investigator)

%

Name

%

32




Name %
Name %
Name %

10.

11.

12.

13.

14.

[Address the qualifications, capabilities, and experience of the proposed personnel who will
be assigned to carry out the project. Ensure resumes of key personnel are provided in the
“Resumes of Key Personnel” section. Resumes are excluded from page count limit,.each no
longer than 3 pages.]

Risk & Mitigation: [Identify key technical, schedule, and cost risks, theinpetential impact and
mitigation.]

Organizational Conflict of Interest: [An Organizational Conflict of Interest can occur, but is not
limited to, when an individual or an entity is unable, or petentially‘tnable, to provide impartial
advice or service to the Government or separate entity because of ether business activities or
relationships. Disclose any potential conflict of interest'pertaining'to this opportunity. If none,
state as such.]

Period of Performance: [Identify the proposed Period of Performance (PoP) in months from
award.]

Offeror Resources: [Identify any key facilities, equipment and other resources proposed for the
effort. Identified facilities, equipmént andiresources should be available and relevant for the
technical solution being proposed.]

Government Resources: [Identify any, key ‘Government facilities, Government equipment,
Government property, etcathat,your organization requests to use for the effort.]

Cost Realism: [This section providés teehnical evaluators with high-level cost data in order for
the evaluators to detekmine'if.the costs proposed are realistic as compared to the scope of work
proposed. This information must,be consistent with the Cost Proposal. The information must be
provided in this section of the Technical Proposal. Include the following table as a summary of
the costs by costielement.]

Proposed Cost Share: [If applicable, this section provides technical evaluators with information
on any additional eost share proposed by the Offeror. If proposing cost share, identify
deliverables that are associated with cost shared resources as well as the technical benefit
resultingifrom this resource.]
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Cost Realism Form EXAMPLE

This form is to be completed by Offeror and evaluated by Technical Evaluators. ltems in
italics are provided as samples only. Offeror must complete table with the applicable

information.
Cost Element Tasks Total | Description/Explanation
Labor SXXXX SXXXX | XXX hrs of XXX; XXXdrs of XXX;
XXX hrs of XXX; XXX hrsyof XXX
Labor Hours XXX XXX
Subcontractors SXXXX SXXXX | Sub A - 5555, XXX hrs,of XXX
Sub B#ISSS; XXX hrsiof XXX
Subcontractor Hours XXX XXX
Consultants SXXXX SXXXX consultant supporting all
phases
Consultant Hours XXX XXX
Material/Equipment SXXXX SXXXX | XXXAYYY, 222
Other Direct Costs SXXXX SXXXX.| YYYYY
Travel K SXXXX ## trips for # people for # days
from to for
Indirect Costs SXXXX SXXXX | approved by DHHS 30 Sept 23
Fee S0 SX00X Not applicable if cost share
proposed
Total Cost t
otaltostto SOOXX | 000X
Government
Additional Offeror-
XXXX XXXX
Provided Cost Share 2 2
Total Project Value SXXXXXX SXXXXXX
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5. Current & Pending Support

Current

Award Number:

Title:

Funding Agency/Requiring Activity:

Dates of Funding:

Total Direct Costs:

Role: (i.e., Principal Investigator, Co-Investigator, etc.)
Brief summary of the scope of work:

Award Number:

Title:

Funding Agency/Requiring Activity:

Dates of Funding:

Total Direct Costs:

Role: (i.e., Principal Investigator, Co-Investigator, etc.)
Brief summary of the scope of work:

[Add additional fields, if needed, to reportall Clgrent support]

Pending

Title of Proposal:

Funding Agency/Requiring Activity:

Estimated Dates of Funding:

Proposed Total Direct Costs:

Role: (i.e., Principal lnvestigater, CosInvestigator, etc.)
Brief summary ofthe scope of work:

Title of Praposal:

Funding,Agency/Requiring Activity:

Estimated Datesiof Funding:

Proposed TotalDirect Costs:

Role: (i.e.»Principal Investigator, Co-Investigator, etc.)
Brief summary of the scope of work:

[Add additional fields, if needed, to report all pending support]
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6. Resumes of Key Personnel

Include the resumes of key personnel from the Offeror’s organization, as well as subcontractors or
consultants, who will work on this project if selected (each no greater than 3 pages).
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ATTACHMENT B — COST PROPOSAL TEMPLATE

General Instructions

The objective of the Cost Proposal is to provide sufficient cost information to substantiate that the
proposed cost is realistic, reasonable, and complete for the proposed work. The Cost Proposal
should provide enough information to ensure that a complete and fair evaluation of the
reasonableness and realism of cost or price can be conducted and reflect the best estimate of the
costs for the project. The Cost Proposal must be consistent with information provided in the
Technical Proposal (i.e., costs, cost share, dates, etc.). Proposals that deviate substantially from
these guidelines or that omit substantial parts or sections may be found_nonsresponsiveiand may
be eliminated from further review and funding consideration.

To ensure Cost Proposals receive proper consideration, it is mandatory that the Cost Proposal
include the information below.

Section |: Cost Proposal Narrative
a. Cover Page
b. Overview
c. Cost Information

Section II: Cost Proposal Format

The Cost Proposal Narrative is usedito assess,various criteria. This section will be used to determine
reasonableness, allowability,<and allocability of costs. The Cost Proposal Narrative section should
provide a more detailed breakdown ‘of the figures that are contained in the Cost Proposal Format.
The Cost Proposal Narrative section also should give substantiation and written explanation of
proposed costs. Breakdowns should'be as accurate and specific as possible. Ensure that any figures
presented in this part are consistent with the figures in the Cost Proposal Format.

Separately,sthe Cost Proposal Format must be provided in Excel, with working formulas to the
maximum extent practicable. Optional formats are available on the Members-Only website.
However, Offerorsiare encouraged to use their own formats so long as the required level of detail
is provided.
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1. Cost Proposal Cover Page

[Name of Offeror]
[Address of Offeror]

RPP Number RPP-XX-XX-XXX

[Proposal Title]

[Offeror] certifies that, if selected for award, the Offeror will abid erms and conditions of
the RRPV Base Agreemen

[Offeror] certifies that this Proposal is valid for 180 day

rom t lose of the applicable RPP,
unless otherwise state

[As detailed in Section 2.6 of the Request for oposals, Offerors are to include a

tary data is included. Sample:

This Proposal includes data that shall not,be'a o ide the RRPV Consortium Management
sed, or disclosed, in whole or in part, for any
ent administration. The data subject to this

ined on pages (insert page numbers).]

purpose other than proposal eval
restriction is (clearly i ify) a

S

S
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2. Cost Proposal Section I: Cost Proposal Narrative Template

1. Cost Proposal Narrative Overview

[The Cost Proposal Narrative must include sufficient information to evaluate the proposed value
through cost information. This information is required to properly perform the cost and/or price
analysis of a proposal. Proposals without this information cannot be properly evaldatedhand may be
eliminated from selection for award. All Proposals must provide the followingsinformation as part
of the Cost Proposal Narrative Overview:]

1.
2.

Overall Approach. [Provide an overall and succinct explanation of howithis.Proposalis justified.]
Assumptions. [Provide any assumptions. Note that assumptions should be limited to cost or
pricing. Technical assumptions are better captured in the Statement of Work.]

Preferred Payment Method. [Identify which of the payment'methods.is preferred. The methods
are (1) Cost Reimbursable Milestones (with ceiling), (2) Cost ‘Reimbursable/Cost Share (with
ceiling), (3) Cost Plus Fixed Fee Milestones (with.ceiling),and (4) Fixed Price Milestones (with
ceiling).]

Total Cost Elements by Stage. [Include a cost-by-cost.element breakout of the costs]

2. Cost Proposal Narrative Cost Data

[The Cost Proposal Narrative must include thefollowing cost categories and details, at a minimum.]

1.

Labor Rates. [Portions oflaborinformation may be included in the Cost Proposal Format instead
of this Cost Preposal Narrative if more practical. Identify the position title of all personnel, the
labor category description, the hourly rate for each individual, and estimated hours for each
labor category proposed. If an approved organizational estimating procedure uses average labor
rates for specificlabor categories, this would be acceptable.

Ithis_recognized that an organization may not be able to identify all of the personnel to be
assignedto the project several years in advance. Where this cannot be done, use generic
position titles such as “scientist.” If direct labor costs include allocated direct costs or other
direct costs in accordance with established accounting and estimating practices and systems,
identify these costs separately and provide an explanation and basis for proposed costs.

Provide an explanation for any proposed labor escalation.
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Offerors are expected to avoid overtime as much as practicable, except when lower overall costs
to the Government will result or when it is necessary to meet urgent program needs. If overtime
is proposed, provide an explanation as to why.]

Salary Rate Limitation. [Payment of the direct salary of an individual at a rate in excess of the
Federal Executive Schedule Level Il is an unallowable cost under the RRPV OTA and shall be
addressed in accordance the RRPV Base Agreement.

”n u

For purposes of the salary rate limitation, the terms “direct salary,” “salary,”and “institutional
base salary” have the same meaning and are collectively referred to@s “direet salary.” An
individual’s direct salary is the annual compensation that the entity paysforanfindividual’s direct
effort (costs). Direct salary excludes any income that an individual may. be permitted to earn
outside of duties to the entity. Direct salary also excludes fringe benefits, overhead, and general
and administrative expenses (also referred to as indirect costs or facilities"and administrative
[F&A] costs).

The salary rate limitation does not restrict the salary that an entity may pay an individual; it
merely limits the portion of that salary that may be,paid with Federal funds.

See the salaries and wages pay tables on the U'S. Office,of Personnel Management website for
Federal Executive Schedule salary levels/that applyyto the current period. See the RRPV Base
Agreement for further details.]

Fringe Benefits. [Identify whether or not the proposed labor rates include fringe costs. If so,
then identify the percentage fate. If not)thenprovide a statement to that effect and include the
fringe costs in the indirect’section instead.)

Travel. [Portions ofstravel information may be included in the Cost Proposal Format instead of
this Cost Proposal Narrative,if more practical. Identify the total travel amount proposed. Provide
an estimate of the cost pertrip; number of trips; number of days; number of persons; departure
city, destination city; approximate travel time frames; and the purpose of the travel. The key is
to apply bestiestimating techniques that are auditable. Include a brief explanation of the
methadology usedto estimate travel costs. If exact destination is unknown at time of proposal,
for pricing purposes use a potential location using best known information. Note that RRPV
project awardees are expected to be cost-conscious regarding travel (e.g., using coach rather
than first'class accommodations and, whenever possible, using Government per diem, or similar
regulations, as a guideline for lodging and subsistence costs). If travel is estimated based on an
approved methodology, then state as such.]

Subcontractors/Consultants. [Portions of subcontractor/consultant information may be
included in the Cost Proposal Format instead of this Cost Proposal Narrative if more practical.
Provide a list of all subcontractors/consultants and a total cost for each. If a cost and/or price
analysis has been performed, provide a copy or summary of results.
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Support is required for each subcontractor/consultant as follows:

e If a subcontractor/consultant is based on commercial pricing, provide an explanation of
the commerciality determination and supporting documentation (e.g., website pricing,
catalogue pricing, etc.)

e For a subcontractor/consultant less than $250,000, provide a brief explanation of the
work to be performed.

e For a subcontractor/consultant greater than $250,000 and less’ than or ‘equal to
$2,000,000, provide a supporting quote and confirmation of compliance with the Salary
Rate Limitation.

e If a subcontractor/consultant over $2,000,000 was competitively solicited, provide the
price analysis showing how the price was determined reasonable, summary of
competition, and copies of the competitive quotes.

e Absent any of the above, if relying on cost data for a subcontractor/consultant greater
than $2,000,000, a cost-by-cost element breakout must be'provided to the same level of
detail as the Offeror.]

6. Material/Equipment/Other Direct Costs.[Portions,of thematerial/equipment/other direct cost
information may be included in the Cost Proposal'lFormat instead of this Cost Proposal Narrative
if more practical. Provide an itemized, list, of the material/equipment/other direct costs,
including the itemized unit cost‘andiguantity. Identify the supplier/manufacturer and basis of
cost (i.e., vendor quote, catalogwpricing data, past purchase orders, etc.) for each item, if known.
Additionally, a copy offthe ‘basismof cost documentation for each piece of proposed
material/equipment/otherdirect cost with a unit cost greater than or equal to $25,000, or total
cost greater than erequal to $450,000, must be provided. If material/equipment/other direct
cost is estimated based on‘an approved methodology, then state as such.

If any sort of usageicost'is determined by a rate, identify the basis and rational used to derive
the rate.

Only in extraordinary circumstances will government funds be used to purchase equipment.
Examples\of acceptable equipment might include special test equipment, special tooling, or
other specialized equipment specific to the effort. This award is not an assistance
agreement/instrument and Offerors should normally have the required equipment to perform.
The value of equipment should be prorated according to the share of total use dedicated to
carrying out the proposed work. Include a brief explanation of the prorating methodology used.]

7. Indirect Costs. [Portions of the indirect cost information may be included in the Cost Proposal
Format instead of this Cost Proposal Narrative if more practical. Provide an estimate of the total
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10.

indirect costs, identify each rate used in the proposal, and provide documentation to support
the indirect cost rates by one of the below methods.
a. Provide a copy of certification from a Federal agency indicating these indirect rates are
approved by the Federal agency;
b. Provide a letter from the Offeror’s Administrative Contracting Officer, in lieu of a rate
certificate, stating these indirect rates are approved by a Federal agency;
c. Provide a copy of current forward pricing rate proposal with date proposal was
submitted to the Administrative Contracting Officer; or
d. Absent Government-approved rates, provide detailed supporting data to include (1)
indirect rates and all pricing factors that were used; (2) methodology used for
determining the rates (e.g., current experience in the organization or the_history base
used); and (3) all factors, by year, applied to derive theqroposed rates.

Alternately, in lieu of providing indirect rates, if the Offeror can obtain appropriate Government
assistance, it may provide a letter from the cognizant Federal auditjagency stating that, based
upon their review of the Offeror’s proposal, the indirect rates used in.the proposal are approved
by a Federal agency and were applied correctly in this specific proposal. If the Offeror elects to
rely on these Government inputs, it is responsible for%ensuring any Government agency
cooperation is obtained so that the proposal is complete when submitted.]

Cost of Money. [If applicable, Cost of Money should be proposed separately from indirect costs.]

Fee/Profit. [State the fee/profit{perecentage, if proposed. Fee/Profit is allowable for the effort
being conducted. The fees shall.be specific to’the individual RRPV project and negotiated on a
project-by-project basis.]

Cost Share. [Identify.if'any Cost Share is proposed. Cost Share includes any costs a reasonable
person would incur to carry out (necessary to) proposed project’s Statement of Work not
directly paid fonbythe Government. If a proposal includes cost share, then it cannot include
fee. Cost Share may beéwproposed only on cost-type agreements. There are two types of cost
sharing, Cash Contribution and In-Kind Contribution:

Cash Contribution:

Cash Contribution means the Project Awardee (or Awardees' lower tier subawards)
financial resources expended to perform a Project Award. The cash contribution may be
derived from the Project Awardee (or Awardees' subawards) funds or outside sources,
from nonfederal contract or grant revenues, or from profit or fee on a federal
procurement contract.

An Offeror’s own source of funds may include corporate retained earnings, current or
prospective Independent Research and Development (IR&D) funds, or any other indirect
cost pool allocation. New or concurrent IR&D funds may be utilized as a cash contribution
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11.

provided those funds identified by the Offeror will be spent on performance of the
Statement of Work (SOW) of a Project Award or specific tasks identified within the SOW
of a Project Award. Prior IR&D funds will not be considered as part of the Offeror's Cost
Share.

Cash contributions include the funds the Offeror will spend for labor (including benefits
and direct overhead), materials, new equipment (prorated if appropriate), awardees'
subaward efforts expended on the SOW of a Project Award, and restocking.the parts and
material consumed.

In-Kind Contribution:

In-Kind Contribution means the Offeror’s non-financial resources expended.to perform a
Project Award such as wear and tear on in-place capital“assets likeimachinery or the
prorated value of space used for performance of the Project Award, and the reasonable
fair market value (appropriately prorated) of equipment, materials; IP, and other property
used in the performance of the SOW of the Proje¢t Award.

Prior IR&D funds will not be considered as part @f the Censortium Member's cash or In-Kind
contributions, except when using the same praeedures as those that authorize Pre-Award Costs,
nor will fees be considered on cost share.

If cost share is proposed, the following'must be provided:

e A description of each cost sharelitem proposéed;

e Proposed dollar value of each cost'share item proposed; and

e Thevaluation technique used toderive'the cost share amounts (e.g., vendor quote, historical
cost, labor hours and labor ratés, number of trips, etc.).]

Small Business Utilization:, Small businesses utilization is encouraged to the maximum extent
practicable under the RRPY OTA. To be a small business, an organization must first be a for-
profit legalystructure."Next, it must qualify with the Small Business Association’s (SBA) size
standards,which are'structured by NAICS Code (see https://www.sba.gov/document/support-
table-size-standards for more details). Lastly, some small businesses participate in one or more
additional programs with the Small Business Administration (see https://www.hhs.gov/grants-
contracts/small-business-support/programs-supporting-small-businesses/index.html for more
details).

As part of the Cost Narrative, provide details on any significant small business utilization

proposed, similar to the below chart. Participation can include the Offeror, subcontractors,
consultants, material providers, service providers, etc.
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Small Business Name | NAICS Code Proposed S Value | Task Involvement | SBA Program*

[*Can include: 8(a) Business Development;, HUBZone; Service-disabled-veteran-owned; small-
disadvantaged-business; and/or Women-owned-small-business. Otherwise, list N/A.]

3. Cost Proposal Section Il: Cost Proposal Format

[The Cost Proposal Format must be provided as a separate Excel document.Offerors areencouraged
to use their own Excel cost formats so long as the necessary cost detail is provided. Working
formulas should be included to the maximum extent possible. The CostProposal Formats provided
on the RRPV Members-Only website are NOT mandatory.

The Cost Proposal Format section must include cost-by-element detail breken out by the Offeror’s
fiscal year. As required by the RPP, costs must also be broken out by Capability to match the
technical requirements and objectives.

Supporting data and justification for labor, equipmeént/material, team member/subcontractor,
consultants, travel, other direct costs, indirect ‘costs, and’profit used in developing the cost
breakdown also must be included. TheqOfferor must provide sufficient details to allow a full
understanding of and justification for the proposed costs. Offerors must refer to the RPP for a start
date for cost estimating purposes.]
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ATTACHMENT C — STATEMENT OF WORK (SOW) TEMPLATE

[The SOW developed by the Lead RRPV member organization and included in the proposal (also
submitted as a separate document) is intended to be incorporated into a binding agreement if the
proposal is selected for award. If no SOW is submitted with the proposal, there may be no award.
The proposed SOW shall contain a summary description of the technical methodology as well as the
task description, but not in so much detail as to make the contract inflexible. The following is the
required format for the SOW.]

1.0

2.0

3.0

Statement of Work

Submitted under Request for Project Proposals (RRPV 24-07- CentrallEIDLab)
Proposed Project Title:

RRPV Member Organization Name:

RRPV Member Primary Place of Performance:

Introduction/Background (To be provided initiallysby the“Offeror at the time of proposal
submission. Submitted information is subject to'ehangésthrough negotiation if the Government
selects the proposal for funding.)

Scope/Project Objective (To be gprovided initially by the Offeror at the time of proposal
submission. Submitted information is\subject to change through negotiation if the Government
selects the proposal for fundings)

This section includes a statement'of what the project covers. This should include the technology
area to be investigatedjthe objectives/goals, and major milestones for the effort.

Requirements(To be provided initially by the Offeror at the time of proposal submission to be
finalized by.the Government based on negotiation of Scope/Project Objective.)

Statelthe technology objective in the first paragraph and follow with delineated tasks required
to'meet,the overall project goals. The work effort should be segregated into major phases, then
tasks.and'identified in separately numbered paragraphs (similar to the numbered breakdown of
these paragraphs). Early phases in which the performance definition is known shall be detailed
by subtask with defined work to be performed. Planned incrementally funded phases will
require broader, more flexible tasks that are priced up front, and adjusted as required during
execution and/or requested by the Government to obtain a technical solution. Tasks will need
to track with established adjustable cost or fixed price milestones for payment schedule. Each
major task included in the SOW should be priced separately in the cost proposal. Subtasks need
not be priced separately in the cost proposal.
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4.0 Deliverables (To be provided initially by the Offeror at the time of proposal submission.
Submitted information is subject to change through negotiation if the Government selects the
proposal for funding.)

Results of the technical effort are contractually binding and shall be identified herein. Offerors
are advised to read the Base Agreement carefully. Any and all hardware/software to be provided
to the Government as a result of this project shall be identified. Deliverables should be
submitted in PDF or MS Office format. It must be clear what information will be,included in a
deliverable either through a descriptive title or elaborating text.

Below are the following minimum deliverables for this RPP:

1.0 Meetings
Deliverable , , D, ,
N o The Performer must complete a Kickoff megting aftenthe initiation:of the agreement period of
Description
performance.
1.1
oWithin 10 business days after the initiation of the agreéement period of performance, pending concurrence
Kickoff by the Agreements Officer
Meeting Reporting ePerformer must submit agendayand'itineraryyif applicable, at least 5 business days in advance of in-
Procedures and | person meeting or telecanference
Due Dates *PAR edits/approvesiand instructs Performer to distribute agenda at least 3 business days prior to
meeting
e Performer ‘submits,meetingiminutes to PAR within 3 business days after the meeting
oPAR réviews, comments, and‘approves minutes within 10 business days
Thie Performermust participate in teleconferences monthly with BARDA to discuss the technical
Deliverable performance, on the agreement.
Description
1.2 Meeting frequency may be increased or decreased as needed during the course of the project.
Monthly
Teleconferenc
e ePerformer must submit agenda to PAR no later than 2 business days in advance of meeting
Reporting oPAR edits/approves and instructs Performer to distribute agenda prior to meeting
Procedures and | ePerformer must distribute agenda and presentation materials at least 2 business days in advance of
Due Dates meeting
ePerformer must submit meeting minutes to PAR within 3 business days of the meeting
*PAR reviews, comments, and approves minutes within 10 business days
The Performer must participate in technical, subgroup, or ad hoc teleconferences as needed or upon
Deliverable BARDA request to discuss the technical performance on the agreement.
1.3 Description
Meeting frequency may be defined as needed during the course of the project.
Technical,
Subgroup, Ad - - - -
Hoc ePerformer must submit agenda to PAR no later than 2 business days in advance of Technical or
Teleconferenc Reporting Subgroup meeting
e(s) Procedures and | *PAR edits/approves and instructs Performer to distribute agenda prior to meeting
Due Dates ePerformer must distribute agenda and presentation materials at least 24 hours in advance of meeting
ePerformer must submit meeting minutes to PAR within 3 business days of the meeting
*PAR reviews, comments, and approves minutes within 6 business days
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1.0 Meetings
At the discretion of the Government, the Performer must hold up to four per year recurring Project Review
Meetings, held by teleconference or face-to face either in Washington, D.C. or at work sites of the
Deliverable Performer or sub-performers. Face-to-face meetings shall alternate between Washington, D.C. and
Description Performer, sub-performer sites. The meetings will be used to discuss agreement progress in relation to
1.4 the Program Management deliverables described in this agreement as well as nonclinical, technical,
regulatory, and ethical aspects of the program.
Periodic
Review : — - - -
Meetings . ePerformer must submit an agenda and itinerary, if applicable, at least 5 business dayspyand Performer
Reporting must provide presentation materials at least 3 business days, in advance of theimeeting
Procedures and | ePAR edits/approves and instructs Performer to distribute agenda prior {6 meeting by,at least 3 business
Due Dates days
ePerformer provides meeting minutes to PAR within 3 business days after the'meeting
*PAR reviews, comments, and approves minutes within 10 business days
1.5 Deliverable The Performer must disclose to the PAR and AO staffing changes for. positions that require suitability
Description investigations within 7 days.
Reporting of
New and -
Departin Reporting s , ” .
9 Performer updates PAR and AO within 7 days following staffing.ehanges for positions that require
Employees Procedures and o
suitability investigations.
Due Dates
2.0 Technical Reporting: General
The Project Management®Plan should define the overall plan for how the project will be executed,
monitored and cantrolled and must include a Study Responsibility Assignment Matrix for
Performerand subperformer team(s).
De"ve_’ra_ble The PMPR.may be a single detailed document or composed of one or more subsidiary planning
Desefiption | Ggguments. These additional planning documents provide guidance and direction for specific

241

Project Management Plan

management, planning, and control activities such as schedule, cost, risk, staffing, change
control, communications, quality, procurement, deployment, etc. Each of the subsidiary planning

documents should be detailed to the extent required by the specific project.

(PMP)
Reporting  |ePerformer must submit a Project Management Plan (PMP)
Procedures o Within 30 calendar days after the initiation of the agreement period of performance
and Due Dates e  Updates should be provided to reflect any key changes and reviewed at least annually.
Deliverable . . . o
Description The Gantt Chart/Timeline should be detailed to the extent required by the specific project.
22
. At first project meeting and as updated no later than every 30 calendar days.
imeli Reportin *
Gantt Chart/Timeline Proze durgs eThe Performer must submit in both PDF and an agreed-upon electronic format (e.g., Microsoft

and Due Dates

Project) to the PAR
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2.0 Technical Reporting: General

23

Communication Plan

The Performer must develop and implement an effective Communication Plan that details the flow

Deliverable | of information between BARDA, Performer, collaborators, vendors, and other organizations.
Description
The Communication Plan must also include a press release review process.
Reporting | *Performer must submit a Communication Plan
Procedures o Within 30 calendar days after the initiation of the agreement period of performance

and Due Dates

e Updates should be provided to reflect any key changes and reviewed at least annually.

24

Performer Locations

The Performer must submit detailed data regarding locations where workwill be performed under

Deliverable this agreement, including addresses, points of contact, and workipefformed penrdocation, to
Description include subPerformers and critical vendors of reagents and supplies:
Contractors must include vendors for critical infrastructure protection.
ePerformer must submit Work Locations Report:
e Within 5 calendar days after the initiation of the-agreement period of performance
Reporting o Within 30 calendar days after a substantive location or capabilities change
Procedures | eWithin 2 business days of a substantive change if the work performed supports medical

and Due Dates

countermeasure development that addresses a threat that has been declared a Public Health
Emergency by the HHSiSecretary or a Public Health Emergency of International Concern
(PHEIC) by thesWHO

25

Request for Information (RFI)
Responses

Upon requestiof the Government; the Performer must provide complete responses to ad hoc
RFIs¢

Dellv?ra.ble RFIs may address key cost, schedule, and technical updates. Responses may be shared with
Description gu(. senior Government leaders and should be provided on a non-confidential basis, unless the
response includes confidential information in which case Performer must provide the response in
bothiconfidential and non-confidential formats.
Reporting , -
Performer must submit an RFI response to BARDA by email within 24 hours after Performer
Procedures

and Due Dates

receipt of the RFI.
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2.0 Technical Reporting: General

The Monthly and Annual Technical Progress reports must address each of the below items and be
cross-referenced to the Work Breakdown Structure (WBS), Statement of Work (SOW), Integrated
Master Schedule (IMS), and Contract Performance Report (CPR) - or as applicable.

1. An Executive Summary highlighting the progress, issues and relevant, nonclinical, regulatory,
and publication activities. The Executive Summary should highlight all critical issues, risks, and
mitigations for that reporting period and resolution approach; limited to 2 pages

2. Progress in meeting agreement milestones organized by WBS,@verall project assessment,
problems encountered and recommended solutions. The reports must detail'the planned and
actual progress during the period covered, explaining any differences between the two and the
corrective steps

3. A three-month rolling forecast of the key plannediactivities, referencing the WBS/IMS
Deliverable
Description 4. An Estimated and Actual Expenses
 This report must also contain a narrative or table detailing whether there is a significant
discrepancy (>10%) at this tifme between the % of work completed and the cumulative costs
incurred to date. Monthly and actual expenses should be broken down to the appropriate
WBS level. This section of the report should also contain estimates for the SubPerformers’
Monthly & Annual Technical expenses from the previous monthiifithe Subperformer did not submit a bill in the previous
Progress Reports/Annual month. If the stibperformer(s) was not working or did not incur any costs in the previous
Meeting month, thensa,statementtaythis,effect should be included in this report for those respective
subPerformers. Ifithe PAR and 'AO are satisfied that the Performer’s reporting is sufficient to
conyey this information, this section may be waived.

2.6

5. Publicationiactivitiesiand progress for any manuscript, scientific meeting abstract, poster,
presentation, and other public-facing material or information containing data generated under
this agreement

e The Performer must submit monthly reports on the 15t day of the month covering the preceding
month; Annual Reports submitted on the last calendar day of the month after each agreement
anniversary. Monthly progress reports are not required for the months when the Annual Report(s)
are due, and Monthly/Annual Report(s) are not due during a month when the Final Report (final
version, not draft) is due. The PAR and AO will review the monthly reports with the Performer
and provide feedback

ePerformer must provide FINAL versions of reports within 10 business days after receiving
BARDA comments/edits

Performer must provide notification of designated safety events to the AO and PAR within 24

hours of being notified of the event

Reporting
Procedures
and Due Dates

A draft Final Technical Progress Report must contain a summation of the work performed and the
results obtained over the entire agreement. This report must be in sufficient detail to fully describe
the progress achieved under all milestones. Report must contain a timeline of originally planned
. and baselined activities and milestones overlaid with actual progress attained during the
Deliverable t. Descriptions and rationale for activities and milestones that t completed
Draft and Final Technical Description agreement. Descrip |on§ and rationale for activities and milestones that were not completed as
planned should be provided. The draft report must be duly marked as 'Draft.’

2.7

Progress Report

The Final Technical Progress Report incorporating feedback received from BARDA and
containing a summation of the work performed and the results obtained for the entire agreement
PoP. The final report must document the results of the entire agreement. The final report must be
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2.0 Technical Reporting: General

duly marked as 'Final’. A cover letter with the report will contain a summary (not to exceed 200
words) of salient results achieved during the performance of the agreement.

Reporting
Procedures
and Due Dates

o The Performer must submit the Draft Final Technical Progress Report 75 calendar days before
the end of the PoP and the Final Technical Progress Report on or before the completion date of
the PoP

*PAR will provide feedback on draft report within 21 days of receipt, which the Performer must
consider incorporating into the Final Report

Performer must develop a Pandemic Facility and Operational'ManagementPlan{including change

Deliverable
2.8 D inti procedures from normal to pandemic operations and continuity of-operations in‘the event of a
Pandemic/Public Health escription declared pandemic emergency. Performer must identifycriticakinfrastructure.
OE mergenq{';acmty andt Reporting ePerformer must submit Pandemic Management Plan:
pera Ionil anagemen Procedures o Draft within 15 days of award
an and Due Dates | Final within 30 days of award
Upon request, Performer must provide AO and PARawith deliverables from the following activities:
quality agreements between Contractors and sibPerformers, process Development Reports,
Deliverable Assay Qualification Plan/Report, Assay Validation Plan/Report, Assay Technology Transfer
Description Report, Batch Records, SOPs, Master Production Records, Certificate of Analysis.
2.9 The AO and PAR resenve the right torequest within the PoP a non-proprietary technical document
Technical Documents for distribution within the'Goverament
Reporting «Performer mustprovide technical document within 10 calendar days of AO or PAR request.
Procedures Performer. can request additional time on an as needed basis

and Due Dates

Ificorrective action is recommended, the Performer must address, in writing, concerns raised by
BARDAuin writing

210
Draft and Final Technology
Transfer Package

The Performer must provide Technology Transfer Package containing relevant methodology and

gehve,rat!)le data sufficient to enable other practitioners in the field to successfully replicate experimental
escription conditions developed and tested with the USG support

Reporting ePerformer must provide a draft package within 20 business days

Procedures Performer must revise the package within 20 business days after receiving BARDA comments to

and Due Dates

address BARDA's concerns, recommendations and/or requests for additional detail

2.11
Raw Data, Tabulation Data
(e.g., CDISC-compliant
SDTM SAS XPT datasets),
or Data Analysis (e.g.,
CDISC-compliant ADaM
SAS XPT datasets) or
FASTQ files

Performer must provide raw data, Tabulation Data (e.g., CDISC-compliant SDTM SAS XPT

Dellve_ra!)le datasets), or Data Analysis (e.g., CDISC-compliant ADaM SAS XPT datasets), or FASTQ files, to
Description

BARDA upon request
Reporting Performer must provide raw data, Tabulation Data (e.g., CDISC-compliant SDTM SAS XPT
Procedures datasets), or Data Analysis (e.g., CDISC-compliant ADaM SAS XPT datasets), or FASTQ files to

and Due Dates

CO and COR within 20 business days after submission of the draft study report
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2.0 Technical Reporting: General

The Performer must submit any manuscript, scientific meeting abstract, poster, presentation, and

Deliverable any other public-facing material or information disseminated outside the purview of other
Description deliverables, containing data generated under this agreement, to BARDA for review prior to
submission.
212 o Performer must submit all manuscript or scientific meeting abstracts to PAR and AQ prior to
Lo submission/presentation by 35 business days for manuscripts and 30 business days for
Publications Reporting abstracts, posters, or any other material
Procedures | ® Performer mustaddress in writing all concerns raised by BARDA inwriting
and Due Dates | © Final submissions must be submitted to BARDA concurrently or no latethan within one (1)
calendar day of its submission
Performer must list all publication material in thedonthly Technical,Progress Report
The Performer and Government are committed'te transparent and timely publication of nonclinical
Deliverable data to ensure rapid distribution of information, particularly during a Public Health Emergency.
Description | performer must provide AO and PAR with data,as deemed appropriate by the government, to
213 support publication.
USG Right to Publish Data
Reporting Within 10 business days, ofiayrequest for data from the AO, the Contractor must provide AO and
Procedures PAR with requéstedidata; informatiomand materials in the form(s) requested by the US

and Due Dates

Government, to supportthe US. Government publication of the data funded in part or whole under
this contract

2.14

Press Releases

Deliverable Performer must provide electronically to ATI, PAR, and AO
Description

Reporting o Notlessythan 10 business days prior to the issuance
Procedures

and Due,Dates

3.0 Quality Assurance

Performer must develop an overall project Quality Management Plan to include a description of all quality
activities and personnel involved in ensuring all activities are conducted and data are maintained under cGXP,

Deliverable and all products are managed to ensure that GCLP requirements are met.

31 Description | Aj quality management plans must include subperformer quality management plans specifically addressing
how subperformer quality will managed. All subPerformers must have a current quality agreement with the
Quality Performer and a recent vendor qualification audit.
Management
Plan (QMP) Reporting
Procedures |ePerformer must submit a Quality Management Plan
and Due e Within 30 calendar days after the initiation of the agreement period of performance
Dates e  On the 6" month agreement anniversary to include any updates.
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3.0 Quality Assurance

Performer must accommodate periodic or ad hoc site visits, auditing, inspection and review of release
documents, test results, equipment and facilities when requested by HHS. If BARDA, the Performer, or other
parties identify any issues during an audit, the Performer must capture the issues, identify potential solutions,

Deliverable | anqd submit a report to BARDA detailing the finding and corrective action(s).
Description
HHS reserves the right to conduct an audit, either by HHS and/or HHS designee(s), of the facilities used under
3.2 this agreement and all records related to testing (including but not limited to analytical testing, nonclinical
study), and storage.
BARDA Audit
Reporting o|f issues are identified during the audit, Performer must submit a report toARDA detailing the finding and
Procedures corrective action(s) within 10 business days of the audit
and Due *PAR and AO will review the report and provide a response to the Performer with 40 business days
Dates *Once corrective action is completed, the Performer will providerafinal report to BARDA
BARDA reserves the right to participate in QA audits performed byithe Performer. Upon completion of the
audit/site visit the Performer must provide a report capturingthe findings, results and next steps in proceeding
with the subperformer. If action is requested of the subperformer, detailed concerns for addressing areas of
non-conformance to FDA regulations for, GCLP guidelines, asjidentified in the audit report, must be provided to
Deliverable | BARDA. The Performer must provide responses from the.subPerformers to address these concerns and plans
Description | for corrective action.
3.3 The Performer must allow for'up tofour (4),USG representative(s) to be present during the audit as necessary
for appropriate oversight, including at nonclinical sites, CROs, and any other vendor involved in the conduct of
Quality the study under agreement.
Assurance
Audits and
subPerformers
Monitoring ePerformer mustinotify AOand PAR a minimum of 10 business days in advance of upcoming, audits/site visits
Visits of'subPerformers
Reporting ePerformer must notify the PAR and AO within 5 business days of report completion and provide Draft Report.
Procedures=.| *PAR and'AO will review the report and provide a response to the Performer with 10 business days before
and Due audit,can be finalized.
D4tes ePerformer must provide a final audit report and corrective and preventive actions (CAPAs) to address all
findings in the report.
ePerformer must provide a final closeout report that all CAPAs were addressed to PAR and AO
ePerformer must notify BARDA within 24 hours of any critical and/or major findings
34
Deli bl The Performer must provide an RMP that outlines the impacts of each risk in relation to the cost, schedule, and
Risk ¢ M?ra_ ¢ performance objectives. The plan must include risk mitigation strategies. Each risk mitigation strategy will
Management Description capture how the corrective action will reduce impacts on cost, schedule, and performance.
Plan (RMP)
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3.0 Quality Assurance

oA Draft is due within 45 calendar days after the initiation of the agreement period of performance; updates to
the RMP are due concurrent with Monthly Technical Progress Reports, but may be communicated more
frequently. The Performer may choose to notify the government up to two times every three months if there

Reporting ) o )
are no changes from the prior submission, and not submit an update
Procedures , _ o . .
and Du BARDA will provide Performer with a list of concerns in response plan submitted
€ ePerformer must address, in writing, all concerns raised by BARDA within 20 business days of Performer’s
Dates receipt of BARDA's concerns
oThe Performer must submit updates at minimum of every three months.
Deliverable The Performer must provide an IMS that illustrates project tasks, dependencies, durations throughout the
D ioti period of performance, and milestones (GO/NO-GO). The IMS must mapito the WBS, and provide baseline,
escription and actual or forecast dates for completion of tasks.
35 oThe Performer must submit the IMS in both PDF'and an agreed-upon electronic format (e.g., Microsoft
) Project) to the PAR
Integrated o The first Draft of the IMS is due withim30 business days after the initiation of the agreement period of
Master ] performance
Schedule (IMS) Reporting eThe Government will request revisions within 10 business days, at which point the schedule baseline for the
Procedures period of performance,will be set
and Due e Thereafter an updated IMS is‘due concurrent with Monthly Technical Progress Reports
Dates eDuring a declared Public Health Emergency, the Performer must submit the IMS within 10 business days after
the initiation of the agreement period of performance, updates are due weekly, and any significant change
(i.e., a changeywhich would,impact the schedule by greater than one week) must be reported immediately to
the/PAR andjor designee.
Process for changing IMS activities associated with cost and schedule as baselined. Performer must notify
Deliverable | BARDAof significant proposed changes the IMS defined as increases in cost above 5% or schedule slippage of
3.6 . . . . . .
Description more than 30 days, which would require a PoP extension. Performer must provide a high-level management
Deviation stratégy for risk mitigation.
Notification and Reporting
Mitigation Procedures The Performer must submit Deviation Notification and Mitigation Strategy at least 10 business days prior to the
Strategy and Due Performer anticipating the need to implement changes
Dates
37 Performer must communicate to BARDA and document all critical programmatic concerns, issues, or probable
' Deliverable risks that have or are likely to significantly impact project schedule and/or cost and/or performance. “Significant’
Incident Report Description is defined as a 10% or greater cost or schedule variance within a control account, but should be confirmed in

consultation with the PAR. Incidents that present liability to the project even without cost/schedule impact.
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3.0 Quality Assurance

eDue within 48 hours of activity or incident or within 24 hours for a security activity or incident
eEmail or telephone with written follow-up to PAR and AO

Reporting
Procedures eAdditional updates due to PAR and AO within 48 hours of additional developments
and Due ePerformer must submit within 5 business days a Corrective Action Plan (if deemed necessary by either party)
Dates to address any potential issues

If corrective action is deemed necessary, Performer must address in writing, its consideration of concerns
raised by BARDA within 5 business days of receiving such concerns

5.0 Milestone Payment Schedule (To be provided initially by the Offeror at thestime,of proposal
submission. Submitted information is subject to change throughegotiationiif the Government
selects the proposal for funding. The milestone schedule included should be.in editable format
(i.e., not a picture).)

The Milestone Payment Schedule should include all milestone deliverables that are intended to
be delivered as part of the project, a planned submission date, the monetary value for that
deliverable and any cost share, if applicable. For fixed price'agreements, when each milestone
is submitted, the RRPV member will submit an fhvoice for the exact amount listed on the
milestone payment schedule. For cost reimbursable,agreements, the RRPV member is required
to assign a monetary value to each milestone. In this case, however, invoice totals are based on
cost incurred and will not have to match exactly tothe amounts listed on the milestone payment
schedule.

The milestones and associated deliverables proposed should, in general:

e be commensurate in number to the size and duration of the project (i.e., a S$5M multi-
year project may have 20, while a $700K shorter term project may have only 6);

e not be structured such'that multiple deliverables that might be submitted separately are
included under-asingle milestone;

e (be'of sufficientimonetary value to warrant generation of a deliverable and any associated
invoices;

e includeata minimum Monthly Reports which include both Technical Status and Business
Status Reports (due the 15th of each month), Annual Technical Report, Final Technical
Report, and Final Business Status Report. Reports shall have no funding associated with
them.

RRPV Milestone Payment Schedule Example
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RRPV
Milestone | Stage# | Significant Event/ Due Date Government Cost Share Total Funding
N Accomplishments Funds

1 # | Kick-Off Meeting XX/XX/XXXX $- $- $-
XX/XX/XXXX $- $- $-

2 #
XX/XX/XXXX $- $- $-

4 #
5 # Final Reports (PoP End) XX/XX/XXXX S - S- S-
Total S- S- $-

Please Note:

1. Firm Fixed Price Contracts — Milestone must,bexcomplete before invoicing for fixed priced
contracts.

2. Expenditure Based Contracts — You may invoice for actual costs incurred and providing a
progress report on technical milestones:

3. Monthly and Annual Reports iftclude BOTH Technical and Business Reports (separate).

4. Final Report due date must be the PoR. end 'hoted in Project Award.

5. RRPV Milestone Numbetfs are,used for administrative purposes and should be sequential.

6. Task Numbers are usedyto reference the Statement of Work if they are different from the
RRPV Milestone Number.

6.0 INTELLECTUAL PROPERTY; DATA RIGHTS, AND COPYRIGHTS

If the Offeror intends tespfovide technical data which existed prior to, or was produced outside
of the proposed effort, to which the Offeror wishes to maintain additional rights, these rights
should be asserted through the completion of the table below.

Note that'thisiassertion is subject to negotiation prior to award.
Rights iA"such Data shall be as established under the terms of the Base Agreement, unless

otherwise asserted in the proposal and agreed to by the Government. The below table lists the
Awardee’s assertions.

Technical Basis Assert Name of Deliverabl
Data or for ed Organizati es
Computer Asserti Rights on Affected
Software on Asserting
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Attachments:

1. CSN Clinical Related Documents for eCTD Formatting BARDA Held INDs (v. 2.0 14Jan22)

2. BARDA’s Document QC Guide: A copy of this document will be provided after award and kick-off
meeting, BARDA’s Regulatory Operations will share and train on “BARDA’s Document QC Guide”,
which has direct impact on FDA submissions.
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