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On December 19, 2025, the Food and Drug Administration (FDA), part of the US Department of Health and
Human Services, released a request for information (RFI) seeking input from venture capital firms on how the
FDA can better access innovative early-stage companies through creative contracting methods in order to spur
advancements in public health. The announcement acknowledges that startup companies within venture capital
firms’ portfolios often drive breakthroughs in areas relevant to public health related to artificial intelligence,
medical devices and other emerging technologies. Historically, however, the FDA and other government
agencies have faced challenges accessing companies focused on cutting-edge scalable technologies, as
traditional federal contracting methods tend to favor larger entities, systems integrators and labor-based work.

With this backdrop in mind, the FDA is considering a new approach: direct contracts with qualified venture
capital firms that would permit the firms’ portfolio companies to compete for individual task orders involving a
range of potential activity, including research and development. The RFI, titled “Foundational Innovation and
RAPID Engagement” (FIRE), seeks information that would help the FDA gauge respondents’ capabilities for, and
craft the requirements associated with, such a contracting mechanism. For example, the RFI requests
capabilities statements and background regarding each firm’s investment focus and portfolio makeup, as well as
feedback on the criteria the FDA should use to qualify participating venture capital firms, how the FDA might
structure intellectual property protections for the firms’ portfolio companies, and potential financial, compliance
and administrative considerations. 

Responses to the RFI are due on January 18, 2026, by 2:00 pm ET. Potentially interested venture capital firms
are encouraged to contact one of the lawyers listed below with any questions or for help with submissions.

 

Cooley special counsel Erin Estevez also contributed to this alert.
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