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Item 8.01 Other Events.
 

On December 14, 2022, TRACON Pharmaceuticals, Inc. (the “Company”) issued a press release announcing that the independent data
monitoring committee (the “IDMC”) for the Company’s ongoing ENVASARC Phase 2 pivotal trial recommended continued accrual as planned in both
cohorts of the clinical trial: single agent envafolimab and envafolimab in combination with Yervoy (ipilimumab). The IDMC’s recommendation followed
its review of interim safety and efficacy data from 18 patients enrolled into each cohort who completed a minimum of 12 weeks of efficacy evaluations
(two on-treatment scans), which identified a double-digit objective response rate assessed by blinded independent central review in each cohort, more than
satisfying the prespecified futility rule. Envafolimab monotherapy and in combination with Yervoy was well tolerated, with only a single serious adverse
event reported in the 36 patients that was considered of grade 1 (minor) severity. Responses were noted in patients regardless of weight at the 600 mg dose
of envafolimab that was instituted following the previous IDMC review of interim safety and efficacy data from patients in the ENVASARC trial treated at
the 300 mg dose of envafolimab. The Company now expects the IDMC’s next review of interim safety and efficacy data in mid-2023, which will be
conducted after the 46th patient in each cohort has completed a minimum of 12 weeks of efficacy evaluations (two on-treatment scans), and now expects to
complete enrollment before the end of 2023.
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