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The U.S. Food and Drug Administration (FDA) announced in a March 27, 2020 letter to industry that the Center for Biologics Evaluation
and Research (CBER) has implemented new measures to prioritize biological product development and review to accelerate the nation’s
response to the COVID-19 public health emergency.
Highlights of CBER Measures
CBER has converted its in-person meetings scheduled through April 30, 2020 to teleconferences, where possible, and will assess
whether meetings scheduled later than April 30, 2020 also should be converted to teleconference.
CBER has extended the response due date for medical device marketing applications that relate to biological products and are
subject to CBER review.Applications that were on hold as of March 16, 2020 and had a response due to the agency before April 30,
2020 will receive an automatic 60-day extension.
CBER has paused certain lot release activities and has ceased to receive biological product samples in physical form until further
notice.
FDA has developed a procedure to provide interested healthcare providers with emergency use of investigational convalescent
plasma.
CBER encourages industry to send submissions through FDA’s Electronic Submission Gateway using the agency’s standard
procedures.
Vaccine Pre-IND Submissions
In communications to potential vaccine sponsors interested in meeting to discuss vaccine development for COVID-19/SARS-CoV-2,
CBER has requested that potential sponsors submit a pre-IND Written Responses Only (WRO) meeting request and the background
package via the Gateway. The Office of Vaccines Research and Review (OVRR) will provide written responses with the possibility of a
teleconference if additional clarification is necessary. Because CBER seeks to expedite its response for the development of COVID-19
vaccines, CBER requests that sponsors provide a brief timeline of their clinical/product development plan.
FDA has also issued a number of COVID-19 related guidance documents in recent weeks, including guidance for the conduct of clinical
trials of medical products during the pandemic. Foley Hoag is advising clients on these and other issues in engaging FDA for COVID-19
product development.
Foley Hoag has formed a firm-wide, multi-disciplinary task force dedicated to client matters related to the novel coronavirus
(COVID-19). For more guidance on your COVID-19 issues, visit our Resource Page or contact your Foley Hoag attorney.
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This communication is intended for general information purposes and as a service to clients and friends of Foley Hoag LLP. This
communication should not be construed as legal advice or a legal opinion on any specific facts or circumstances, and does not create an
attorney-client relationship.
United States Treasury Regulations require us to disclose the following: Any tax advice included in this document was not intended or
written to be used, and it cannot be used, for the purpose of avoiding penalties under the Internal Revenue Code.
Attorney advertising. Prior results do not guarantee a similar outcome. © 2017 Foley Hoag LLP. All rights reserved.
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