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Item 8.01 Other Events.

On September 25, 2023, SCYNEXIS, Inc. (the “Company”) disclosed that, after becoming aware of a risk of potential cross-contamination during the 
manufacture of ibrexafungerp, the Company was recalling BREXAFEMME® (ibrexafungerp tablets) from the market and placing a temporary hold on 
clinical studies of ibrexafungerp. The Company is filing this 8-K to provide investors with the following updates:

▪The patient level and clinical product recall has been initiated. SCYNEXIS is working with an experienced vendor to manage the process.

▪SCYNEXIS has begun engaging with the FDA. During a meeting on September 27, 2023, the FDA concurred with the Company’s voluntary hold 
and placed a clinical hold. SCYNEXIS is working to provide additional information to the FDA and discuss potential paths for resolution of this 
issue. 

▪The clinical hold and recall affect the two ongoing clinical studies: the Phase 3 MARIO study and a Phase 1 lactation study. The hold does not 
impact the recently completed FURI, CARES, VANQUISH and SCYNERGIA clinical studies, for which dosing is complete. 

▪The FDA determined that the compassionate use program for ibrexafungerp, which provides ibrexafungerp to patients with limited or no other 
treatment options, can continue provided the patient’s treating physician concludes a favorable benefit-risk assessment and the patient is made 
aware of and consents to the risk. This applies to patients currently in the program as well as for new patients, pending confirmation of available supply. 

▪SCYNEXIS’s pre-clinical stage compound, SCY-247, is not affected by these developments. 
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