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New Research Questions Efficacy and Safety  
of Flibanserin
Long-term Aspirin Use Reduces Risk  
of Cancer
Long-term aspirin use reduces the risk of cancer, especial-
ly colon cancer, according to a new study. In a follow-up 
from the Nurses’ Health Study and the Health Profes-
sionals Follow-up Study, which reviewed the records of 
more than 88,000 women and nearly 48,000 men for 
more than 30 years, aspirin use was reported biennially. 
Compared to non-aspirin users, regular aspirin use was 
associated with a lower overall risk for cancer (relative 
risk [RR], 0.97; 95% confidence interval [CI], 0.94-
0.99). The reductions were primarily owing to a lower 
incidence of gastrointestinal (GI) tract cancers (RR, 0.85; 
95% CI, 0.80-0.91), especially colorectal cancer (RR, 
0.81; 95% CI, 0.75-0.88). Even low-dose aspirin was 
effective at preventing cancer (as little as 0.5-1.5 standard 
aspirin tablets per week). It is estimated that regular aspi-
rin use could prevent 33 colorectal cancers per 100,000 
person years among those who had not undergone lower 
endoscopy and 18 colorectal cancers per 100,000 person 
years in those who had undergone screening. Aspirin had 
no effect on the risk for breast, prostate, or lung cancer. 
The authors concluded that long-term aspirin is associ-
ated with a modest but significantly reduced risk for 
overall cancer, especially GI tract tumors (JAMA Oncol 
Published online March 03, 2016. doi:10.1001/jamaon-
col.2015.6396). The U.S. Preventive Services Task Force 
recently recommended using aspirin to prevent colorectal 
cancers and cardiovascular disease among many U.S. 
adults. This study reinforces the benefit for colorectal 
cancer prevention.

More Doubt About ‘Female Viagra’
Flibanserin, widely hailed as the “female Viagra,” was 
approved with much fanfare last August. A new meta-
analysis and accompanying editorial question the efficacy 
and safety of the drug, and even suggests non-clinical fac-
tors played a role in the drug’s approval. Flibanserin was 
approved for hypoactive sexual desire disorder (HSDD) 
in premenopausal women. A new meta-analysis reviews 
the data from a number of studies on efficacy and safety. 
Data from five published and three unpublished stud-
ies of nearly 6000 women showed flibanserin increased 
satisfying sexual events by 0.49 per month compared to 
placebo (95% confidence interval [CI], 0.32-0.67). Other 
measures included eDiary sexual desire and Female 
Sexual Function Index, both of which showed only 
modest change compared to placebo. The risk ratio for 
discontinuation due to adverse events was 2.19 (95% CI, 
1.50-3.20). Most common adverse events were dizziness, 
somnolence, nausea, and fatigue. Women’s mean global 
impression of improvement scores indicated minimal 
to no change. The authors concluded that flibanserin, 
on average, resulted in a one-half additional satisfying 
sexual event per month while significantly raising the risk 
of dizziness, somnolence, nausea, and fatigue. The risks 
of side effects are significantly amplified with concurrent 
alcohol use (JAMA Intern Med Published online Feb. 
29, 2016. doi:10.1001/jamainternmed.2015.8565). In a 
scathing accompanying editorial, Drs. Steven Woloshin 
and Lisa M. Schwartz probed the approval process 
for this drug, including the drug company’s support 
of an adequacy group to lobby the FDA for approval 
after multiple agency rejections. “The FDA approved a 
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marginally effective drug for a non-life-threatening condition 
in the face of substantial and unnecessary uncertainty about 
its dangers. Women with distressing sexual desire problems 
need good treatments. We all need a new drug approval 
process that delivers good decisions based on adequate 
evidence”(JAMA Intern Med Published online Feb. 29, 2016. 
doi:10.1001/jamainternmed.2016.0073).

Treating Gout with Oral Steroids
Oral steroids are an effective option for treating acute gout, 
according to a new study from Hong Kong. More than 400 
patients with acute gout were randomized to indomethacin or 
prednisolone and followed for 2 weeks. Of the 376 patients 
who completed the study, the reductions in mean pain scores 
were similar, but indomethacin was associated with signifi-
cantly more minor adverse events (19% vs 6%; P < 0.001). 
The authors concluded prednisolone is an effective and safe 
first-line option for the treatment of acute gout. This supports 
the American College of Rheumatology’s recent guideline on 
gout management that recommends oral corticosteroids in 
addition to nonsteroidal anti-inflammatory drugs and col-
chicine as first-line options for treatment of acute gout. This 
study strengthens that recommendation, providing a treat-
ment option for those with renal insufficiency of gastrointes-
tinal disease (Ann Intern Med Published online Feb. 23 2016. 
doi:10.7326/M14-2070).

A Secondary Prevention Against  
Cardiovascular Events?
Could pioglitazone (Actos) be useful as secondary prevention 
against cardiovascular events, even in non-diabetic patients? 
The answer may be yes, according to a new study of nearly 
3900 patients with insulin resistance but not diabetes and 
a recent history of ischemic stroke or transient ischemic 
attack (TIA). Patients were randomized to pioglitazone (45 
mg daily) or placebo and followed for nearly 5 years. The 
primary outcome, fatal or nonfatal stroke or myocardial 

infarction, occurred in 9% of the pioglitazone group and 
11.8% of the placebo group (hazard ratio [HR], 0.76; 95% 
confidence interval [CI], 0.62-0.98; P = 0.007). Diabetes 
developed in 3.8% of the pioglitazone group and 7.7% of the 
placebo group (HR, 0.48; 95% CI, 0.33-0.69; P < 0.001). 
There was no difference in all-cause mortality, although 
pioglitazone was associated with greater frequency of weight 
gain exceeding 4.5 kg, edema, and bone fractures requiring 
surgery or hospitalization. The authors suggested that in pa-
tients without diabetes but with insulin resistance along with 
a history of ischemic stroke or TIA, pioglitazone reduced the 
risk of stroke or myocardial infarction compared to placebo 
(N Engl J Med Published online Feb. 17, 2016. doi:10.1056/
NEJMoa1506930). An accompanying editorial says, “it has 
taken two decades to show that an insulin sensitizer decreases 
vascular events in patients selected for insulin resistance.” 
However, the editorialist also suggested these patients were 
highly selected, and there are many caveats before clinicians 
rush to prescribe pioglitazone for secondary prevention (N 
Engl J Med Published online Feb. 17, 2016. doi:10.1056/
NEJMe1600962).

Report: Prescriptions for Hydrocodone- 
containing Combination Drugs Drop
The switch of hydrocodone-containing combination drugs 
from Schedule III to the more restrictive Schedule II in 
October 2014 significantly reduced the number of pre-
scriptions filled for these drugs, according to a new study. 
Prescriptions for the combinations, including Vicodin and 
Norco, dropped even prior to the restriction, but compar-
ing the 12 months prior to rescheduling to the 12 months 
after saw a dramatic 22% reduction in hydrocodone com-
bination prescriptions and a 16% reduction in the number 
of pills dispensed. The inability to refill Schedule II drugs 
accounted for 74% of the decrease. Non-hydrocodone opi-
oid prescriptions increased 4.9% in the same period (JAMA 
Intern Med Published online Jan. 25, 2016. doi:10.1001/
jamainternmed.2015.7799).

FDA Actions
The Senate has confirmed Robert Califf, MD, as the new 
FDA commissioner. Dr. Califf, a cardiologist, was previ-
ously on the faculty of the Duke Medical School as vice 
chancellor for clinical and translational research. More 
recently, he was the FDA’s deputy commissioner for medi-
cal products and tobacco.

The FDA has approved brivaracetam as adjunctive treat-
ment for partial onset seizures in patients ≥ 16 years of 
age. The drug is an analogue of the already-available 
antiepileptic drug levetiracetam. Approval was based on 
three clinical trials of 1550 participants that showed the 
drug was effective in reducing the frequency of seizures. 
Common side effects include drowsiness, dizziness, fatigue, 
and gastrointestinal symptoms. The drug also comes with 
a medication guide for patients regarding depression and 
suicidal thoughts. Brivaracetam is marketed as Briviact.  n
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