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Attachment 1

Biomedical Advanced Research and Development Authority (BARDA)
Broad Agency Announcement BAA-20-100-SOL-0002

Development and FDA Emergency Use 
Authorization of SCoV-2 Ab Detect™

Rapid Test
Area of Interest #4.1 (COVID-19)

Statement of Work (SOW)

23 April 2020

PREAMBLE

Independently, and not as an agent of the government, the contractor shall furnish all necessary 
services; qualified professional, technical, and administrative personnel; and material, equipment, 
and facilities not otherwise provided by the government under the terms of this contract, as needed 
to perform the tasks set forth below.

The government reserves the right to modify the budget, progress, schedule, or milestones to add or 
delete processes, schedules, or deliverables if the need arises. Because of the nature of this research 
and development (R&D) contract and the complexities inherent in this and prior programs, at 
designated milestones the government will evaluate whether work should be redirected or removed, 
or whether schedule or budget adjustments should be made. The government reserves the right to
change the product, process, schedule, or events to add or delete part or all of these elements as the 
need arises.

Overall Objectives and Scope

The overall objective of this contract is to develop and obtain U.S. FDA Emergency Use 
Authorization (EUA) for SCoV-2 Ab Detect™ Rapid Test, a lateral flow serodiagnostic test designed
to identify persons infected with SARS-CoV-2, the causative agent of COVID-19, using serum and 
whole blood, including fingerprick blood. SCoV-2 Ab Detect™ Rapid Test is designed to detect the 
human biomarkers IgM and IgG to SARS-CoV-2 in point-of-care settings. Rapid serological tests are
needed to quickly and easily identify symptomatic and high-risk asymptomatic individuals who can be 
carriers responsible for a large percentage of person-to-person transmission.

The scope of work for this contract includes optimization and finalization of SCoV-2 Ab Detect™
Rapid Test assay design, production of kits, conducting performance studies required to obtain U.S. 
FDA EUA, regulatory communication with FDA, and following all necessary design and quality
controls for SCoV-2 Ab Detect™ Rapid Test.
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2.1. Finalize antigen selection
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PROGRAM MANAGEMENT

The contractor shall provide the following as outlined below:

a) The overall management, integration, and coordination of all contract activities, including a 
technical and administrative infrastructure to ensure the efficient planning, initiation, 
implementation, and direction of all contract activities;

b) A Principal Investigator (PI) or Project Manager (PM) responsible for project management,
communication, tracking, monitoring, and reporting on status, progress, and modifications to 
the project requirements, deliverables and timelines, including projects undertaken by 
subcontractors;

c) A PM with responsibility for monitoring and tracking day-to-day progress and timelines of 
deliverables, coordinating communication and project activities, costs incurred, and program 
management. 

d) A BARDA liaison (maybe be the PM) with responsibility for effective communication with the
Contracting Officer (CO), Contract Specialist (CS), and Contracting Officer’s Representative 
(COR);

e) Administrative and legal staff capable of developing compliant subcontracts, consulting, and 
other legal agreements, while also ensuring timely acquisition of all proprietary rights, including 
intellectual property (IP) rights and reporting all inventions made in the performance of the 
contract;

f) Administrative staff capable of financial management and reporting on all activities conducted by 
the contractor and any subcontractors;

g) Contract Review Meetings

The contractor shall participate in regular meetings to coordinate and oversee the contract 
effort conjointly with the CO, CS, and COR. Such meetings may include, but are not limited 
to, the following:

- Meeting with the contractors and subcontractors to discuss clinical manufacturing 
progress, product development, product assay development, scale-up manufacturing
development, clinical sample assays development, preclinical/clinical study designs and 
regulatory issues. 

- Meeting with individual contractors and other government officials to discuss the 
technical, regulatory, and ethical aspects of the program. 

- Meeting with technical consultants to discuss technical data provided by the contractor.

h) The contractor shall participate in teleconferences, daily to twice monthly, with the CO, CS and 
COR to discuss the performance of the contract, unless otherwise directed. Teleconferences or 
additional face-to-face meetings may be more frequent at the request of the CO.

i) Gantt Chart

Within 10 calendar days of the effective date of the contract, the contractor shall submit a 
first draft of an updated Gantt Chart to the CO, CS and COR for review. The Gantt Chart
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shall be incorporated into the contract and will be used to monitor performance. The
contractor shall include the key milestones, deliverables, and Go/No-Go decision gates.

j) Project Management Plan

In the management of this contract, the contractor is encouraged to utilize Project 
Management tools/techniques to track and monitor the cost and schedule of the project. The 
contractor and the government agree that at a minimum, the contractor shall utilize the cost 
and schedule tools/techniques in the contract deliverable for project management purposes. 

k) Risk Management Plan

The contractor shall develop a high-level risk management plan within 0 days of contract 
award highlighting potential problems or issues that may arise during the life of the contract,
including the impact on cost, schedule, and performance. Appropriate remediation plans.
should reference relevant work segments where appropriate. Updates to this plan shall be
included, at a minimum, in the monthly Project Status Report.

l) Monthly and Annual Reports

If requested, the contractor shall deliver Project Status Reports on a monthly basis. The 
reports shall address the items below cross referenced to the SOW or other Project 
Management Plan tool(s):

- Executive summary highlighting the progress, issues, and relevant manufacturing,
non-clinical, clinical, and regulatory activities.

- Progress in meeting contract deliverables, detailing the planned progress and actual
progress during the reporting period, explaining any differences between the two and
corrective steps.

- Updated Risk Management Plan (monthly).

- One-month rolling forecast of planned activities.

- Progress of regulatory submissions.

m) Data Management

The contractor shall: 

- Develop and implement data management and quality control systems/procedures,
including transmission, storage, confidentiality, and retrieval of all contract data.

- Provide for the statistical design and analysis of data resulting from the research.

- Provide raw data or specific analyses of data generated with contract funding to the CO,
CS, and COR, upon request.

REGULATORY

The contractor shall perform the following as outlined below:

a) Engage the Food and Drug Administration (FDA) on a path to support the use of the product for the
specific indication.
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b) Prepare materials for and requesting, scheduling, and participating in all meetings with the FDA, 
including meetings to review all data packages.

c) Provide BARDA with (1) initial draft minutes and final draft minutes of any formal meeting with the 
FDA, and (2) final draft minutes of any informal meeting with the FDA.

FACILITIES, EQUIPMENT, & OTHER RESOURCES

The contractor shall provide equipment, facilities, and other resources required for implementation of the 
SOW to comply with all Federal and HHS regulations in:

a) The humane care and use of vertebrate animals.

b) The acquisition, handling, storage, and shipment of potentially dangerous biological and 
chemical agents, including select agents under biosafety levels required for working with the
biological agents under study.
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