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 To determine whether Aspirin 100 mg/day prevents CV 
events or cancer in patients with DM 

 To assess significant bleeding or other SAEs 
 To assess whether omega-3 fatty acid * supplementation 

prevents CVD

 AIM: primary prevention of CVD

* Omega-3 Fatty Acid Supplement:
Capsules of 1g/day containing 90% O-3FA =
0.41g eicosapentaenoic acid + 0.34g docosahexaenoic acid

Bowman et al. Am Heart J 2018;198:135-144. Epub 2017 Dec 24.



 Clinical diagnosis of T1DM or T2DM  (standard ADA or WHO diagnosis criteria)

 No clear indication for aspirin (i.e., no diagnosis of occlusive arterial disease)

 No clear contra-indication to aspirin (i.e., high risk of bleeding due GI hemorrhage or 
peptic ulcer within the previous 6 months; active hepatic disease; use of warfarin or other 
anti-coagulant therapy; no history of aspirin allergy)

 Substantial uncertainty about whether antiplatelet or O-3FA therapy confers worthwhile 
benefit (i.e., patient or GP did not consider use aspirin or O-3FA regularly)

 No other predominant life-threatening medical problem (other than DM) that might 
prevent patients from taking at least 5 years of study treatment.

 Inclusion/Exclusion Criteria:

Bowman et al. Am Heart J 2018;198:135-144. Epub 2017 Dec 24.



 BASELINE CHARACTERISTICS
Aspirin Groups

ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1529-1539. Epub 2018 Aug 26.



ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1529-1539. Epub 2018 Aug 26.

First serious vascular event is
the composite of:

• nonfatal MI, 
• nonfatal ischemic stroke or TIA
• or death from any vascular cause 

(excluding confirmed intracranial hemorrhage)

ASPIRIN 
 RESULTS



ASPIRIN 

ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1529-1539. Epub 2018 Aug 26.

 RESULTS



ASPIRIN 

 RESULTS

ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1529-1539. Epub 2018 Aug 26.



ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1529-1539. Epub 2018 Aug 26.

ASPIRIN 

 CANCER RESULTS



First serious vascular event is
the composite of:

• nonfatal MI, 
• nonfatal ischemic stroke or TIA
• or death from any vascular cause 

(excluding confirmed intracranial hemorrhage)
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ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1540-1550. Epub 2018 Aug 26.



n-3Fatty Acid Suppl

 RESULTS: Separate Components
of Primary Endpoint 

ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1540-1550. Epub 2018 Aug 26.



n-3Fatty Acid Suppl

 RESULTS: Death from vascular 
and  other causes

ASCEND Study Collaborative Group, Bowman et al.
N Engl J Med 2018;379(16):1540-1550. Epub 2018 Aug 26.



Bhatt et al on behalf of the REDUCE-IT Investigators.
Clin Cardiol 2017;40:138-148.

Question: Does lowering TG on top of
statin therapy improve CV outcomes?

Phase 3b RCT, double-blinded, placebo-controlled trial 
Icosapent ethyl 4g/day 

(a highly purified ethyl ester of EPA) 
versus 

Placebo

Primary Endpoint: a composite of CV death, nonfatal MI, 
nonfatal stroke, coronary revascularization, or UA

n = 8,179 event-driven trial (until approximately 1612 
adjudicated primary-efficacy endpoint events)



REDUCE-IT met its primary endpoint with approximately 25% RRR (p<0.001)
in MACEs in the intent-to-treat patient population

“robust demonstrations of efficacy across multiple secondary endpoints”

https://investor.amarincorp.com/news-releases/news-release-
details/reduce-ittm-cardiovascular-outcomes-study-vascepar-icosapent
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