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Item 8.01 Other Events.

 On April 18, 2023, Clearside Biomedical, Inc. (the “Company”) announced its plans for ODYSSEY, a randomized, double-masked, parallel-group, active-
controlled, multi-center Phase 2b clinical trial of CLS-AX (axitinib injectable suspension) using suprachoroidal delivery in neovascular age-related macular 
degeneration (“wet AMD”). The 36-week trial design is summarized below: 

• Number of Participants: 60 total participants with 2:1 randomization.
o  40 participants in CLS-AX arm and 20 participants in aflibercept arm.

• Key inclusion criteria:
o Diagnosed with wet AMD within 36 months of screening. 
o History of 2 to 4 anti-VEGF treatments in the 6 months before screening.
o History of response to anti-VEGF treatment for wet AMD.
o Reading center confirmation of persistent active disease.
o Best corrected visual acuity (“BCVA”) of 20 to 80 letters

• Loading Doses:Participants in both arms will receive 3 aflibercept (2 mg) loading doses. In the CLS-AX arm, participants will receive one 
dose of CLS-AX (1.0 mg) at the same visit as the second loading dose of aflibercept (“Baseline”).

• Treatments:  
o In the CLS-AX arm, following the 3 loading doses of aflibercept and the initial dose of CLS-AX at Baseline, participants will receive 

CLS-AX at least every 24 weeks unless more frequently required based on disease activity.
o In the aflibercept arm, following the 3 loading doses, participants will receive aflibercept on a fixed dosing regimen every 8 weeks.  

• Monthly disease activity assessments: Will be conducted in both arms at Weeks 12 through 32 to determine if there is a need for 
supplemental treatment.

• Supplemental treatment criteria (based on measurement changes due to wet AMD): 
o BCVA reduction of >10 letters from Baseline.
o Increase in central subfield thickness (“CST”) of >100 microns on SD-OCT from Baseline.
o BCVA reduction of > 5 letters from Baseline AND increase in CST of >75 microns on SD-OCT from Baseline.
o Presence of new or worsening vision-threatening hemorrhage.

• Primary outcome measure: Mean change in BCVA from Baseline to Week 36.
• Secondary outcome measures: 

o Other changes in visual function and ocular anatomy, such as CST.
o Need for supplemental treatment.
o Treatment burden as measured by total injections over trial duration.

 
The Company plans to open the trial for enrollment during the second quarter of 2023 and expects topline results in the third quarter of 2024.
 
Forward-Looking Statements
  
This Current Report on Form 8-K contains forward-looking statements within the meaning of Private Securities Litigation Reform Act of 1995, as 
amended. These statements may be identified by the words “may,” “will,” “could,” “would,” “should,” “expect,” “plan,” “anticipate,” “intend,” “believe,” 
“estimate,” “predict,” “project,” “potential,” “continue,” “target” or other similar terms or expressions that concern the Company’s expectations, strategy, 
plans or intentions. Forward-looking statements include, without limitation, statements related to the clinical development of CLS-AX, the timeline for 
initiating the ODYSSEY Phase 2b clinical trial for CLS-AX and the expected timing of topline results from the ODYSSEY clinical trial. Any forward-
looking statements in this Current Report on Form 8-K are based on management’s current expectations and beliefs. Actual events or results may differ
materially from those expressed or implied by any forward-looking statements contained herein, including, without limitation, the risks and uncertainties 
described in the section entitled “Risk Factors” in the Company’s Annual Report on Form 10-K filed with the Securities and Exchange Commission (the 
“SEC”) on March 14, 2023 and in subsequent filings the Company makes with the SEC from time to time. The Company undertakes no obligation to 
update the information contained in this Current Report on Form 8-K to reflect new events or circumstances, except as required by law.
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