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FXI inhibitors: 
Differential roles of FXI in hemostasis and pathologic thrombosis
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Promise of FXI inhibitors: 
Drug development and clinical trials

 • FXI-ASO TKA phase 2 trial (2015)
• ISIS-FXIRx vs. enoxaparin in total 

knee arthroplasty (n = 300)

• ANT-005 TKA phase 2 trial (2021)
• Abelacimab vs. enoxaparin for 

prevention of VTE in total knee 
arthroplasty (n = 412)

• AZALEA-TIMI 71 (November 2023) 
• Abelacimab vs. rivaroxaban 

(Xarelto) in patients with Afib (n 
= 1,200)
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Promise of FXI inhibitors: 
Drug development and clinical trials
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Promise of FXI inhibitors: 
Drug development and clinical trials

 • Pacific-Stroke phase 2 trial (September 2022)
• Asundexian vs placebo in patients with 

non-cardioembolic acute CVA/TIA        
(n = 1,880) => recurrent CVA/TIA

• All patients received SAPT or DAPT
• Pacific-AMI phase 2 trial (November 2022)

• Asundexian vs placebo in patients after 
acute MI (n = 1,601) => MI/CVA/death

• All patients received DAPT

• Axiomatic-SSP phase 2 trial (November 2022)
• Milvexian vs placebo in patients with non-

cardioembolic acute CVA/TIA (n = 2,300)
• All patients received DAPT

• Oceanic-AF Phase 3 trial (November 2023)
• Asundexian vs apixaban (Eliquis) in 

patients with Afib (n = 18,000)
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Promise of FXI inhibitors: 
Drug development and clinical trials: Current Phase 3 Trials

 • Asundexian (Bayer): Oceanic-Stroke
• Phase 3:  Asundexian vs placebo for 

prevention of recurrent non-cardioembolic 
stroke (n = 12,300) 2025

• Milvexian (BMS, J&J): Librexia-AF, -Stroke, 
-ACS trials
• Phase 3: Milvexian vs Eliquis (Apixaban) for 

prevention of cardioembolic stroke in 
patients with AF (n =15,500) 2027

• Abelacimab (Novartis)
• LILAC-TIMI 76 Phase 3:  Abelacimab vs placebo 

for prevention of cardioembolic stroke in patients 
with AF (n =1,900)

• Magnolia and Aster Phase 3 trials (Ca-VTE)

Librexia-ACS
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Promise of FXI inhibitors: 
Drug development and clinical trials: Phase 2 AV graft thrombosis
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Promise of FXI inhibitors: 
Drug development and clinical trials: Phase 2 AV graft thrombosis

 FXI Hemodialysis Study (MK-2060-007)
• 506 patients
• High-dose MK-2060 

• 94% inhibition of FXI activity over 24 months
• Median follow-up 16.6 months
• Rate of first AVG thrombosis 

• High-dose MK-2060 31% 
• Low-dose MK-2060 34% 
• Placebo 38.9%

June 2025
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Safety of aspirin in patients on oral anticoagulation with chronic 
coronary syndrome

NEJM 2025; 393;16: 1578

AQUATIC Study
• N = 872 patients 
• CAD s/p stent (>6 months) at high atherothrombotic risk + 

oral anticoagulation (90% DOACs: Eliquis 62%; Xarelto 25%)
• Aspirin (100 mg/d) 433 patients vs. placebo 439 patients

• Primary outcome: CV death, MI, CVA, embolism, coronary 
revascularization, or acute limb ischemia

• Median follow-up 2.2 years

August 2025
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Safety of aspirin in patients on oral anticoagulation with chronic 
coronary syndrome

• Primary outcome 
• Aspirin vs. placebo groups: 17% vs. 12% (adjusted HR 1.53; p = 0.02)

• Death from any cause 
• Aspirin vs. placebo groups: 13.4% vs. 8.4% (adjusted HR, 1.72; p = 0.01)

• Major bleeding 
• Aspirin vs. placebo groups: 10% vs. 3.4% (adjusted HR, 3.35; p < 0.001)

NEJM 2025; 393;16: 1578

AQUATIC Study
August 2025
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There is a 
critical need 

for safer 
anticoagulant
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