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W idespread use of nar-
cotic pain medication in 
orthopaedic surgery is 

risky—not only to patients, but to 
prescribing physicians as well—ac-
cording to a group of experts as-
sembled for the AAOS webinar on 
“Risk Evaluation and Management 
Strategies For Prescribing Opi-
oids.” The webinar focused on the 
increasing risks and regulations 
surrounding the prescription of 
narcotic pain medication in ortho-
paedic surgery. 

Moderated by Thomas B. 
Fleeter, MD, chair of the AAOS 
Medical Liability Committee, the 
webinar featured a stellar faculty. 
Representatives from government, 
pain management, and orthopaedic 
surgery reviewed the problem and 
outlined risk management  
strategies. 

The degree of diversion
According to Sharon Hertz, MD, 
deputy director at the U.S. Food 
and Drug Administration (FDA) di-
vision of anesthesia, analgesia, and 
rheumatology products, diversion 
of narcotic pain medications from 
legal to illegal uses is increasing. 

Dr. Hertz noted that more than 
50 million Americans were pre-
scribed some type of narcotic pain 
medication in 2011. This repre-
sents almost double the number 
who used narcotics in 2008. This 
increase in the use of narcotics for 
medical uses corresponds to an in-
crease in the diversion of narcotics 
to nonmedical users. 

For example, in 1990, an esti-
mated 627,000 people used nar-
cotics recreationally for the first 

time. By 2005, that number had 
more than tripled—to 2.2 million 
recreational drug users. More wor-
risome is the fact that most recre-
ational drug users don’t get their 
pills from street dealers, but from 
friends or relatives. The implica-
tion is that physicians are prescrib-
ing too many pills when dispensing 
narcotic pain medication.

To address this issue, the FDA 
has introduced the “Extended-Re-
lease and Long-Acting Opioid An-
algesics Risk Evaluation and Miti-
gation Strategy,” or ER-LA Opioid 
REMS program for physicians. 
This voluntary program seeks to 
curb abuse by educating physicians 
who prescribe these powerful, 
long-acting narcotic pain medica-
tions and providing them with 
tools that enable them to counsel 
patients and improve safety.

The 3-hour education program 
is approved for continuing medi-
cal education credit and is advised 
for physicians who prescribe long-
acting medications such as listed 
in Table 1. It is not intended for 
those prescribing shorter acting 
medications such as hydrocodone 
or Endocet. 

The program also aims to in-
crease patient awareness of risks 
with narcotic pain medication by 
developing one-page summaries of 
the drug medication guides. Infor-
mation on the program is available 
at www.ER-LA-opioidREMS.com

The dangers of abuse
Michael Ashburn, MD, MPH, 
MBA, professor of anesthesiology 
and pain management at the Uni-
versity of Pennsylvania, then dis-
cussed some of the medical dangers 
of narcotic abuse. He agreed that 
addiction is becoming an increas-
ingly serious problem. The United 
States consumes 99 percent of the 
world’s supply of narcotics, and 
the use continues to accelerate. 
During the decade from 1997 to 
2007, U.S. per capita retail pur-
chases of hydrocodone increased 
4-fold, while purchases of oxyco-
done increased 9-fold, and metha-
done use increased 13-fold. During 
that same period, opioid overdose 
fatalities increased 68 percent. 

Dr. Ashburn noted that no com-
pelling reason exists for prescribing 
this volume of narcotics. He said 
that there is no good evidence that 
narcotics control chronic noncan-

cer pain. In his opinion, opioids 
are best used when integrated with 
other pain management modalities 
such as physical therapy, exercise, 
and healthy lifestyle habits. When 
opioids are used to manage chronic 
pain, efficacy to justify continued 
use should be documented, and 
physicians must stop writing or re-
newing prescriptions if there is any 
evidence of abuse or diversion.

Legal liabilities
As chief of shoulder and sports 
medicine at the University of To-
ledo, an attorney, and a member 
of the AAOS Medical Liability 
Committee, I was asked to discuss 
the legal liabilities of prescribing 
narcotics for pain management. I 
noted that physicians are caught 
between the need to help control 
pain and the risk of overprescrib-
ing narcotic pain medication. 

For example, a California in-
ternist was sued for $1.5 million 
for inadequately controlling back 
pain in a patient with terminal, 
metastatic disease. Although the 
jury agreed that the physician did 
not violate any standards of care, 
the physician was successfully 
prosecuted under elder abuse stat-
utes. On the other hand, a Florida 
physician who performed a cursory 
physical exam and conducted a 
5-minute patient interview trig-
gered an audit when he dispensed 
120 oxycodone pills. The audit re-
vealed that many of the physician’s 
patients had criminal records, and 
he was subsequently prosecuted 
for drug trafficking under the Con-
trolled Substances Act (CSA).

Unfortunately, no guidelines exist 

for the dispensation of pain medi-
cations. Title 21 of the CSA states: 
“No controlled substance may be 
dispensed without a prescription, 
except when dispensed directly by 
a practitioner to the ultimate user.” 
The Drug Enforcement Agency 
interprets this to mean that the 
prescription must be issued for a 
“legitimate medical purpose” by a 
registered physician acting within 
the usual course of professional 
practice.

Although the statute is vague on 
what constitutes “legitimate medi-
cal purpose,” case law provides 
some guidance. For example, the 
Fifth Circuit noted the following 
red flags that may indicate illegiti-
mate use: 
•	 Inordinate quantities prescribed
•	 No physical exam performed
•	 Prescriptions given even after the 

physician was told that the pa-
tient was selling the medication

•	 Inconsistent intervals between 
prescriptions

•	 Use of street slang instead of for-
mal names (eg, “Vikes”)

•	 No logical relationship between 
medications and the underlying 
condition
For these reasons, pain medica-

tion should be prescribed accord-
ing to set protocols. For example, 
after rotator cuff repair, narcotic 
pain medication will be prescribed 
at defined intervals in defined 
quantities. Narcotics should only 
be prescribed under the direc-
tion and supervision of physicians 
and preferably only after physical 
exams are performed. 

To protect against underprescrip-
tion lawsuits, physicians should 
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Editor’s Note: Articles labeled 
Orthopaedic Risk Manager 
(ORM) are presented by the 
Medical Liability Committee 
under the direction of David 
H. Sohn, JD, MD, ORM  
editor.
 Articles are provided for 
general information and are 
not legal advice; for legal  
advice, consult a qualified  
professional.
 Email your comments to 
feedback-orm@aaos.org or 
contact this issue’s contribu-
tors directly.

OrthOpaedic risk Manager table 1: prOducts cOvered under the er/la OpiOids reMs

avinza (morphine sulfate) extended-release capsules

butrans (buprenorphine) transdermal system for transdermal administration

dolophine (methadone HCl) tablets and its generic equivalents

Methadone Oral solution and Oral concentrate and its generic equivalents

duragesic (fentanyl transdermal system) for transdermal administration and its generic  
equivalents

embeda (morphine sulfate and naltrexone HCl) extended-release capsules 

exalgo (hydromorphone HCl) extended-release tablets

kadian (morphine sulfate) extended-release capsules and its generic equivalent 

Ms contin (morphine sulfate) controlled release tablets and its generic equivalents 

nucynta er (tapentadol) extended-release oral tablets 

Opana er (oxymorphone HCl) extended-release tablets and its generic equivalents 

Oxycontin (oxycodone HCl controlled-release) tablets
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