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Report: 92 Million American Adults Used Prescription 
Opioids in 2015
The results of the 2015 National Survey on Drug Use 
and Health (NSDUH) have been released, and the 
findings are alarming. The data suggest that in 2015, 
nearly 92 million adults, or about 40% of the U.S. 
population, used prescription opioids. Of those, 11.5 
million people misused opioids, and nearly 2 million 
adults suffered from an opioid use disorder. Research-
ers interviewed nearly 50,000 adults for the survey. 
Misuse and use disorders were most commonly 
reported in adults who were uninsured, unemployed, 
had low income, or exhibited behavioral health 
problems. Of those who misused opioids, 60% did 
not have a prescription, and 41% got their prescrip-
tion drugs from friends or relatives. The researchers 
argued that such widespread availability of prescrip-
tion opioids suggests that these drugs are dispensed 
commonly in amounts not fully consumed by those 
to whom they are prescribed, leading to diversion. 
This is especially true for acute pain episodes, which 
accounts for more than 90% of opioid prescriptions. 
The authors concluded that “actions should be taken 
to expand safe, evidence-based pain treatment and 
decrease excessive prescribing that may leave unused 
opioids available for potential misuse.” (Ann Intern 
Med 2017 Aug 1. doi: 10.7326/M17-0865. [Epub 
ahead of print])

Federal Regulators Address Opioid Crisis
In a recently published article, FDA commissioner 
Scott Gottlieb and Center for Drug Evaluation and 
Research Director Janet Woodcock discussed how the 
FDA assesses the risks and benefits of opioids and in-

tegrates public health and clinical research into opioid 
approvals, marketing, restrictions, and labeling. They 
noted the recent removal of Opana ER from the mar-
ket as an example of risk/benefit assessment for exist-
ing products. Going forward, the FDA is “working to 
identify which tools are best suited for application to 
prescription opioid assessment.” They acknowledged 
that addressing the opioid crisis is a national priority 
and the role prescription opioids play in that crisis “is 
a critical focus for FDA.” (JAMA 2017;318:421-422)

In a separate statement, Gottlieb said that reducing 
the scope of the epidemic of opioid addiction is his 
highest immediate priority. To that end, he announced 
that the FDA plans to update and modify the existing 
Risk Evaluation and Mitigation Strategy (REMS) for 
extended-release/long-acting opioids and, for the first 
time, include immediate-release opioids in the REMS 
program. The REMS program includes physician edu-
cation regarding pain management and enhanced in-
formation about safe opioid prescribing. Gottlieb also 
outlined a strategy that calls for most opioid products 
on the market to feature abuse-deterrent properties in 
the future. (http://bit.ly/2v1XfDl).

Using Tramadol to Treat Opioid  
Withdrawal
Tramadol may be effective for opioid withdrawal 
symptoms, according to new research. In a small 
study of 103 patients (mean age 29 years) with opioid 
use disorder, participants were stabilized on subcu-
taneous morphine, 30 mg four times a day. Then, 



2    Pharmacology Watch®

PHARMACOLOGY WATCH™ is published monthly by AHC Media, a Relias Learning 
company. Copyright © 2017 AHC Media, a Relias Learning company.

Author: William T. Elliott, MD, FACP, Assistant Clinical Professor of 
Medicine, University of California, San Francisco
Editor: Jonathan Springston
Executive Editor: Leslie Coplin
This is an educational publication designed to present scientific information and opinion to 
health professionals, stimulate thought, and further investigation. It does not provide advice 
regarding medical diagnosis or treatment for any individual case. It is not intended for the 
layman.

STATEMENT OF FINANCIAL DISCLOSURE
To reveal any potential bias in this publication, and in accordance with Accreditation Council 
for Continuing Medical Education guidelines, Dr. Elliott, Ms. Coplin, Mr. Springston, and 
AHC Media Editorial Group Manager Terrey L. Hatcher report no financial relationships 
relevant to this field of study.

SUBSCRIBER INFORMATION
Customer Service: (800) 688-2421
Email Address: jspringston@reliaslearning.com
Website: AHCMedia.com

Address Correspondence to: AHC Media, a Relias 
Learning company, 111 Corning Road, Suite 250, Cary, 
NC 27518

patients were randomized to a seven-day taper with 
clonidine, tramadol, or buprenorphine. Patients then were 
crossed over to double-blind placebo during post-taper. 
Several metrics were measured regarding opioid with-
drawal symptoms during the taper phase. Use of tramadol 
was associated with fewer withdrawal symptoms com-
pared to clonidine and was comparable to buprenorphine. 
The authors suggested that data warrant further exami-
nation of long-acting tramadol as a method to manage 
opioid withdrawal. This study is important because it 
may offer an alternative to clonidine and buprenorphine 
for medically supervised detox. Clonidine must be admin-
istered several times a day and can cause hypotension and 
sedation. Buprenorphine is a schedule III drug that is ef-
fective but has abuse potential and requires a special Drug 
Enforcement Agency certification for this indication. Tra-
madol is schedule IV and inexpensive, with minimal side 
effects. The extended-release formulation may be dosed 
once a day. (JAMA Psychiatry 2017 July 12. doi:10.1001/
jamapsychiatry.2017.1838)

How Long Should Patients Take Antibiotics?
Is it necessary to “complete the course of antibiotics” as 
we have extolled our patients for years? Probably not, ac-
cording to authors from the United Kingdom who recent-
ly published a paper titled, “The antibiotic course has had 
its day.” The authors argued that there is little evidence 
that failing to complete an antibiotic course contributes 
to antibiotic resistance, and, in fact, the opposite is true. 
Longer antibiotic courses have been shown to put pa-
tients at risk for antibiotic resistance. They suggested that 
“antibiotic courses” are based on poor evidence and that 
patients may be better off stopping antibiotics when they 
feel better. There is evidence that for community-acquired 
pneumonia, using fever resolution as a guide to stopping 
antibiotics halved the average treatment duration without 
affecting clinical success. They acknowledged that further 
studies are needed, and that data suggest that longer treat-
ment duration probably is beneficial for treating otitis 

media. All this is contrary to current guidelines, including 
those from the World Health Organization, so it is likely 
that this concept will take time and more research. (BMJ 
2017;358:j3418.)

Study: Idarucizumab Safely Reverses  
Anticoagulant Effect of Dabigatran
Idarucizumab (Praxbind), the first reversal agent for one 
of the non-vitamin K oral anticoagulants, acts quickly 
and safely, according to a new study. More than 500 pa-
tients who were anticoagulated with dabigatran required 
reversal because of uncontrolled bleeding or need for 
an urgent procedure. Patients received 5 g of IV idaruci-
zumab as two infusions 15 minutes apart. The maximum 
percentage reversal of dabigatran was 100%. In bleeding 
patients, the median time to cessation of bleeding was 
2.5 hours. In the procedure group, 93.4% of patients 
exhibited normal periprocedural hemostasis at 1.6 hours. 
Within three months, thrombotic events occurred in 6.3% 
of the bleeding group and 7.4% of the procedure group. 
Mortality was about 19% in both groups. The authors 
concluded that “idarucizumab rapidly, durably, and safely 
reversed the anticoagulant effect of dabigatran.” (N Engl 
J Med 2017;377:431-441)

FDA Actions
The FDA has approved neratinib for the extended 
adjuvant treatment of early-stage, HER2-positive breast 
cancer. The drug is a tyrosine kinase inhibitor similar to 
lapatinib and afatinib. Neratinib is indicated for adults 
who have been treated with a regimen that includes 
trastuzumab (Herceptin). The safety and efficacy of 
neratinib was established in a randomized trial of 2,840 
patients with early-stage HER-2 positive breast cancer 
who had completed treatment with trastuzumab within 
the previous two years. After two years, invasive disease-
free survival was 94.2% with neratinib compared 
to 91.9% with placebo. The drug commonly causes 
diarrhea, and loperamide should be administered 
routinely for the first eight weeks of therapy. Neratinib is 
marketed as Nerlynx.

The FDA has approved a new combination for the treat-
ment of hepatitis C virus genotypes 1-6 in patients without 
cirrhosis or with mild cirrhosis. The fixed-dose combina-
tion contains two previously approved drugs, sofosbuvir 
and velpatasvir, along with a new drug, voxilaprevir. It 
is the first treatment for patients who have been treated 
with sofosbuvir or NS5A inhibitors. In two Phase III trials, 
the combination resulted in 96-97% cure rates (no virus 
detected at 12 weeks) in patients with all genotypes, some 
of whom had been treated previously. As with all hepatitis 
C treatment, patients must be screened for hepatitis B to 
avoid reactivation. The FDA granted this application pri-
ority review and breakthrough therapy designations. The 
new combination is marketed as Vosevi. The drug requires 
a 12-week course, which will cost about $75,000.  n


