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One of the aims of the COMBINE project, part of the IMI AMR Accelerator, is to identify and overcome bottlenecks in the deve-
lopment of medicines against antimicrobial resistant (AMR) infections. The Paul-Ehrlich-Institut, on behalf of COMBINE, hosted a
virtual expert workshop to discuss recurring problems and mitigation strategies in the development of monoclonal antibodies
(mAbs) against AMR infections (8" and 9" of June, 2022). Twenty-three experts from industry, academia, public health and regu-
latory bodies shared their opinions.
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Potential solutions incl_ude_ the application of physiolo_gi-
cally-based pharmacokinetic (PBPK) models and the in- Further issues: (a) Addressing multiple virulence\
factors (in a single antibody or in a mAb cocktail)
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Inhaled delivery route for bacterial lung infections has a
good safety profile and can improve dose delivery effi-
ciency.
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The workshop provided an open discussion forum to identify challenges and propose mitigation strategies for future develop-
ment of mAbs against AMR infections. Recurring issues in drug development, preclinical and clinical testing as well as trans-
lation were discussed. A report of the workshop will be published in a peer-reviewed journal. We thank all the experts and

workshop participants for their contributions.
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