
XARELTO SIDE EFFECTS 

What is the Controversy Over Xarel to? 

The controversy over Xarelto stems from its potentially severe side effects. 

1. The FDA has challenged several of Xarelto’s claims and advertising tactics.1 

2. Xarelto is reported as safe and effective, but one side effect is an increased the risk of uncontrollable bleeds.2 

3. If severe bleeding occurs as a side effect of Xarelto use, it cannot be effectively counteracted because no antidote 

exists yet.2 In contrast, warfarin can be counteracted with vitamin K or plasma products.3 

4. The FDA’s 2011 approval of Xarelto for reducing the risk of stroke in people with NVAF was accompanied by a number 

of concerns, as noted during the FDA’s Advisory Committee meeting and in their evaluation of the pivotal ROCKET-AF 

trial for NVAF.4 

5. In 2014, the Institute for Safe Medicine Practices issued a report ranking Xarelto as 10th among the most frequently 

named suspect drugs in reports of problems submitted to the FDA during the first full year the medication was on the 

market.5 

Notably, Pradaxa had made that list a year before.6 The FDA has been concerned about bleeding ever since Pradaxa 

was FDA approved as the first-in-class Factor Xa inhibitor. The concerns appear to be warranted—the incidences of 

bleeding are increasing as this new class of drugs is being prescribed more frequently. 

6. The FDA rejected Bayer’s latest application to approve Xarelto for preventing recurrent cardiovascular events after 

Acute Coronary Syndrome (ACS, a term describing any sudden interruption to the heart muscle’s blood supply).7 

This was the FDA’s second denial for this indication. Interestingly, no additional trials had been conducted since the 

FDA’s first rejection for this indication.7 Though Xarelto’s “new” proposed use was for discrete, short-term (90-day) 

therapy instead of chronic (long-term) treatment, missing data and lack of statistical power once again were cited as 

reasons for an overwhelming “no” from the FDA. Interestingly, the 2012 article describing these data mentions previous 

trials that yielded less favorable results, but explained the difference by saying Xarelto’s trial was more careful in its 

patient selection.8 Undeterred, Johnson & Johnson has planned two new global clinical trials, to try to prove that long-

term low-dose Xarelto can prevent secondary cardiovascular events in patients with ACS.9 

7. Boehringer Ingelheim recently agreed to pay $650 million to settle more than 4,000 Pradaxa (dabigatran) lawsuits 

raising allegations of uncontrolled bleeding after taking that drug.10 

Not surprisingly, product liability attorneys are reviewing potential lawsuits regarding Xarelto being linked to wrongful 

death from brain hemorrhage, hemorrhagic stroke and other types of internal bleeding. 
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