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This consultation is seeking general comments on regulatory aspects that should be considered for inclusion in the drafting a WHO guideline on the quality and manufacture of monoclonal antibodies and a separate WHO guidance document on evaluating the safety and efficacy of monoclonal antibodies (mAbs), antibody mimetics, and DNA/RNA-encoded antibodies directed against infectious diseases, including Covid-19 and RSV.

Comments may be based on the existing WHO Guidelines on the quality, safety and efficacy of biotherapeutic protein products prepared by recombinant DNA technology (TRS 987, Annex 2). We are seeking input as to where this document may have insufficient information or lack clarity as to the regulatory expectations for mAbs and related proteins intended for the use of pre-exposure prophylaxis and/or treatment of infectious diseases.

Written comments must be received by 15 February 2021.  Comments, or questions on this process, may be submitted electronically to the Responsible Officer: Dr. Richard Isbrucker (isbruckerr@who.int).
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