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Savella is a selective serotonin and norepinephrine reuptake inhibitor (SNRI), similar to some drugs used for the treatment 
of depression and other psychiatric disorders. Antidepressants increased the risk compared to placebo of suicidal 
thinking and behavior (suicidality) in children, adolescents, and young adults in short-term studies of major depressive 
disorder (MDD) and other psychiatric disorders. Anyone considering the use of such drugs in a child, adolescent, or 
young adult must balance this risk with the clinical need. Short-term studies did not show an increase in the risk of 
suicidality with antidepressants compared to placebo in adults beyond age 24; there was a reduction in risk with 
antidepressants compared to placebo in adults aged 65 and older. Depression and certain other psychiatric disorders 
are themselves associated with increases in the risk of suicide. Patients of all ages who are started on Savella should be 
monitored appropriately and observed closely for clinical worsening, suicidality, or unusual changes in behavior, especially 
during the initial few months of drug therapy or at times of dose changes, either increases or decreases. Families and 
caregivers should be advised of the need for close observation and communication with the prescriber. Savella is not 
approved for use in the treatment of major depressive disorder. Savella is not approved for use in pediatric patients.

For the management of fi bromyalgia

  Delivers simultaneous improvements on 

3 measures of fi bromyalgia1

 — Pain reduction

 —  Improvement in patient global fi bromyalgia 

assessment

 — Improvement in physical function

  Decrease in pain as early as week 1 of 

treatment with a stable dose in patients 

who reported global improvement1

  Low potential for pharmacokinetic drug-drug 

interactions1

 —  Clinically important interactions may occur 

with MAOIs, serotonergic drugs (including 

other SSRIs, SNRIs, lithium, tryptophan, 

antipsychotics, and dopamine antagonists), 

triptans, catecholamines (epinephrine and 

norepinephrine), CNS-active drugs (including 

clomipramine), and select cardiovascular 

agents (digoxin and clonidine)

  A dual reuptake inhibitor that blocks the uptake of 

norepinephrine over serotonin with approximately 

3 times greater potency in vitro1

 —  The clinical signifi cance of in vitro data is unknown

  Widely available on managed care formularies2

Savella relieves symptoms 
of fi bromyalgia

http://www.savella.com
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Contraindications
  Savella is contraindicated in patients taking monoamine 
oxidase inhibitors (MAOIs) concomitantly or within 14 days of 
discontinuing treatment with an MAOI. There have been reports 
of serious, sometimes fatal, reactions in patients started on 
an MAOI who were receiving or had recently discontinued a 
serotonin reuptake inhibitor. At least 5 days should be allowed 
after stopping Savella before starting an MAOI. 

  Savella is contraindicated in patients with uncontrolled narrow-
angle glaucoma and should be used with caution in patients 
with controlled narrow-angle glaucoma. In clinical trials, 
Savella was associated with an increased risk of mydriasis.

Warnings and Precautions
  Prescriptions for Savella should be written for the smallest 
quantity of tablets, consistent with good patient management, 
in order to reduce the risk of overdose.

  Development of a potentially life-threatening serotonin 
syndrome or neuroleptic malignant syndrome (NMS)-like 
reactions have been reported with SSRIs and SNRIs alone, 
including Savella, but particularly with concomitant use of 
serotonergic drugs (including triptans), drugs that impair 
metabolism of serotonin (including MAOIs), or antipsychotics 
or other dopamine antagonists. The management of these 
reactions should include immediate discontinuation of Savella 
and the concomitant agent and supportive symptomatic 
treatment. The concomitant use of Savella with serotonin 
precursors is not recommended. 

  SNRIs, including Savella, have been associated with 
cardiovascular effects, including cases of elevated blood 
pressure, requiring immediate treatment. In clinical trials, 
sustained increases in systolic and diastolic blood pressure 
occurred more frequently in Savella-treated patients 
compared to placebo. Among patients who were non-
hypertensive at baseline, approximately twice as many 
patients receiving Savella, vs placebo, became hypertensive 
at the end of the study. Clinically signifi cant increases in 
pulse (≥20 bpm) occurred more frequently in Savella-
treated than placebo-treated patients. Blood pressure and 
heart rate should be monitored prior to initiating treatment 
with Savella and periodically throughout treatment. Pre-
existing hypertension, tachyarrhythmias, and other cardiac 
diseases should be treated before starting therapy with 
Savella. Savella should be used with caution in patients with
signifi cant hypertension or cardiac disease. Concomitant use 
of Savella with drugs that increase blood pressure and pulse 
has not been evaluated, and such combinations should be 
used with caution. For patients who experience a sustained 
increase in blood pressure or heart rate while receiving 
Savella, either dose reduction or discontinuation should 
be considered.

  Savella should be prescribed with caution in patients with a 
history of seizure disorder or mania.

  Savella has been associated with mild elevations of ALT and 
AST (1 to 3 times the upper limit of normal). Rarely, reports 
of serious liver injury, including fulminant hepatitis, have been 
reported in patients treated with milnacipran. Savella should 
be discontinued in patients who develop jaundice or other 
evidence of liver dysfunction and should not be resumed 
unless another cause can be established.

  As with other SNRIs and SSRIs, withdrawal symptoms have 
been observed following discontinuation of milnacipran. A 
gradual dose reduction is recommended.

  Hyponatremia may occur as a result of treatment with SSRIs 
and SNRIs, including Savella. Elderly patients may be at 
greater risk. Discontinuation should be considered for patients 
with symptomatic hyponatremia.

  SSRIs and SNRIs, including Savella, may increase the risk of 
bleeding events. Patients should be cautioned regarding the 
risk of bleeding associated with concomitant use of Savella 
and NSAIDs, aspirin, warfarin, or other drugs that affect 
coagulation.

  Savella can affect urethral resistance and micturition. Caution 
is advised in the use of Savella in patients with a history of 
dysuria, notably in male patients with a history of obstructive 
uropathies as these patients may experience higher rates of 
genitourinary adverse events.

  Savella should ordinarily not be prescribed to patients with 
substantial alcohol use or evidence of chronic liver disease.

Use in Specifi c Populations

  There are no adequate and well-controlled studies in pregnant 
women. Savella should be used during pregnancy only if the 
potential benefi t justifi es the potential risk to the fetus.

Adverse Reactions

  In clinical trials, the most frequently occurring adverse reaction 
was nausea (37% vs 20% for placebo). The most commonly 
occurring adverse reactions (≥5% and greater than placebo) 
were headache (18% vs 14%), constipation (16% vs 4%), 
dizziness (10% vs 6%), insomnia (12% vs 10%), hot fl ush 
(12% vs 2%), hyperhidrosis (9% vs 2%), vomiting (7% vs 2%), 
palpitations (7% vs 2%), heart rate increased (6% vs 1%), dry 
mouth (5% vs 2%), and hypertension (5% vs 2%).

Please see brief summary of Prescribing Information 

on the following pages.

For Full Prescribing Information, visit www.Savella.com.

http://www.savella.com


Savella® (milnacipran HCl) Tablets Rx Only
Brief Summary of Full Prescribing Information
Initial U.S. Approval: 2009

WARNING: SUICIDALITY AND ANTIDEPRESSANT DRUGS Savella is a selective serotonin and 
norepinephrine reuptake inhibitor (SNRI), similar to some drugs used for the treatment of 
depression and other psychiatric disorders. Antidepressants increased the risk compared to
placebo of suicidal thinking and behavior (suicidality) in children, adolescents, and young adults
in short-term studies of major depressive disorder (MDD) and other psychiatric disorders. Any-
one considering the use of such drugs in a child, adolescent, or young adult must balance this risk
with the clinical need. Short-term studies did not show an increase in the risk of suicidality with
antidepressants compared to placebo in adults beyond age 24; there was a reduction in risk with
antidepressants compared to placebo in adults aged 65 and older. Depression and certain other
psychiatric disorders are themselves associated with increases in the risk of suicide. Patients of
all ages who are started on Savella should be monitored appropriately and observed closely for
clinical worsening, suicidality, or unusual changes in behavior. Families and caregivers should
be advised of the need for close observation and communication with the prescriber. Savella is
not approved for use in the treatment of major depressive disorder. Savella is not approved for
use in pediatric patients [see Warnings and Precautions, Use in Specific Populations].

INDICATIONS AND USAGE: Savella is indicated for the management of fibromyalgia. Savella is not 
approved for use in pediatric patients [see Use in Specific Populations].
CONTRAINDICATIONS: Monoamine Oxidase Inhibitors-Concomitant use of Savella in patients taking
monoamine oxidase inhibitors (MAOIs) is contraindicated. In patients receiving a serotonin reuptake 
inhibitor in combination with a monoamine oxidase inhibitor (MAOI), there have been reports of serious,
sometimes fatal, reactions including hyperthermia, rigidity, myoclonus, autonomic instability with pos-
sible rapid fluctuations of vital signs, and mental status changes that include extreme agitation progress-
ing to delirium and coma. These reactions have also been reported in patients who have recently
discontinued serotonin reuptake inhibitors and have been started on an MAOI. Some cases presented
with features resembling neuroleptic malignant syndrome. The effects of combined use of Savella and
MAOIs have not been evaluated in humans. Therefore, it is recommended that Savella should not be used
in combination with an MAOI, or within 14 days of discontinuing treatment with an MAOI. Similarly, at
least 5 days should be allowed after stopping Savella before starting an MAOI [see Dosage and Admin-
istration, Warnings and Precautions]. Uncontrolled Narrow-Angle Glaucoma-In clinical trials, Savella
was associated with an increased risk of mydriasis. Mydriasis has been reported with other dual reup-
take inhibitors of norepinephrine and serotonin; therefore, do not use Savella in patients with uncontrolled
narrow-angle glaucoma.
WARNINGS AND PRECAUTIONS: Suicide Risk-Savella is a selective serotonin and norepinephrine 
reuptake inhibitor (SNRI), similar to some drugs used for the treatment of depression and other psy -
chiatric disorders. Patients, both adult and pediatric, with depression or other psychiatric disorders may 
experience worsening of their depression and/or the emergence of suicidal ideation and behavior (sui-
cidality) or unusual changes in behavior, whether or not they are taking these medications, and this risk
may persist until significant remission occurs. Suicide is a known risk of depression and certain other
psychiatric disorders, and these disorders themselves are the strongest predictors of suicide. There has
been a long-standing concern, however, that antidepressants, including drugs that inhibit the reuptake
of norepinephrine and/or serotonin, may have a role in inducing worsening of depression and the emer-
gence of suicidality in certain patients during the early phases of treatment. In the placebo-controlled 
clinical trials of adults with fibromyalgia, among the patients who had a history of depression at treat-
ment initiation, the incidence of suicidal ideation was 0.5% in patients treated with placebo, 0% in 
patients treated with Savella 100 mg/day, and 1.3% in patients treated with Savella 200 mg/day. No sui-
cides occurred in the short-term or longer-term (up to 1 year) fibromyalgia trials. Pooled analyses of
short-term placebo-controlled trials of drugs used to treat depression (SSRIs and others) showed that
these drugs increase the risk of suicidal thinking and behavior (suicidality) in children, adolescents, and
young adults (ages 18-24) with major depressive disorder (MDD) and other psychiatric disorders. Short-
term studies did not show an increase in the risk of suicidality with these drugs compared to placebo in
adults beyond age 24; there was a reduction in suicidality risk with antidepressants compared to placebo
in adults age 65 and older. The pooled analyses of placebo-controlled trials in children and adolescents
with MDD, obsessive compulsive disorder (OCD), or other psychiatric disorders included a total of 24
short-term trials of 9 drugs used to treat depression in over 4400 patients. The pooled analyses of
placebo-controlled trials in adults with MDD or other psychiatric disorders included a total of 295 short-
term trials (median duration of 2 months) of 11 antidepressant drugs in over 77,000 patients. There
was considerable variation in risk of suicidality among drugs, but a tendency toward an increase in the
younger patients for almost all drugs studied. There were differences in absolute risk of suicidality across
the different indications, with the highest incidence in MDD. The risk of differences (drug versus placebo),
however, were relatively stable within age strata and across indications. These risk differences (drug-
placebo difference in the number of cases of suicidality per 1000 patients treated) are provided in Table
1 of the full prescribing information. There were 14 additional cases reported in patients under the age
of 18, while 5 additional cases were reported in patients between 18 and 24 years of age. Patients 
between 25 and 64 years of age reported 1 fewer case of suicidality, while patients over the age of 65
reported 6 fewer cases. No suicides occurred in any of the pediatric trials. There were suicides in the adult
trials, but the number was not sufficient to reach any conclusion about drug effect on suicide. It is un-
known whether the suicidality risk extends to longer-term use, i.e., beyond several months. However,
there is substantial evidence from placebo-controlled maintenance trials in adults with depression that
the use of antidepressants can delay the recurrence of depression. All patients being treated with drugs
inhibiting the reuptake of norepinephrine and/or serotonin for any indication should be monitored ap-
propriately and observed closely for clinical worsening, suicidality, and unusual changes in behav-
ior, especially during the initial few months of a course of drug therapy, or at times of dose changes,
either increases or decreases. The following symptoms, anxiety, agitation, panic attacks, insomnia, 
irritability, hostility, aggressiveness, impulsivity, akathisia (psychomotor restlessness), hypomania, mania,
have been reported in adult and pediatric patients being treated with drugs inhibiting the reuptake 
of norepinephrine and/or serotonin for major depressive disorder as well as for other indications, both
psychiatric and nonpsychiatric. Although a causal link between the emergence of such symptoms and
either the worsening of depression and/or the emergence of suicidal impulses has not been established,
there is concern that such symptoms may represent precursors to emerging suicidality. Consideration
should be given to changing the therapeutic regimen, including possibly discontinuing the medication,
in patients who may experience worsening depressive symptoms, or who are experiencing emergent sui-
cidality or symptoms that might be precursors to worsening depression or suicidality, especially if these
symptoms are severe or abrupt in onset, or were not part of the patient’s presenting symptoms. If the
decision has been made to discontinue treatment due to worsening depressive symptoms or emergent
suicidality, medication should be tapered, as rapidly as is feasible, but with recognition that abrupt dis-
continuation can produce withdrawal symptoms [see Dosage and Administration—Recommended Dos-
ing, Dosage—Discontinuing Savella, and Warnings and Precautions—Discontinuation of Treatment with
Savella]. Families and caregivers of patients being treated with drugs inhibiting the reuptake of nor-
epinephrine and/or serotonin for major depressive disorder or other indications, both psychiatric
and nonpsychiatric, should be alerted about the need to monitor patients for the emergence of agi-
tation, irritability, unusual changes in behavior, and the other symptoms described above, as well
as the emergence of suicidality, and to report such symptoms immediately to health care providers.
Such monitoring should include daily observation by families and caregivers. Prescriptions for
Savella should be written for the smallest quantity of tablets consistent with good patient manage-
ment, in order to reduce the risk of overdose. Serotonin Syndrome or Neuroleptic Malignant Syn-
drome (NMS)-Like Reactions-The development of a potentially life-threatening serotonin syndrome or

Neuroleptic Malignant Syndrome (NMS)-like reactions have been reported with SNRIs and SSRIs alone,
including Savella, but particularly with concomitant use of serotonergic drugs (including triptans), with
drugs which impair metabolism of serotonin (including MAOIs) or with antipsychotics or other dopamine
antagonists. Serotonin syndrome symptoms may include mental status changes (e.g., agitation, hallu-
cinations, coma), autonomic instability (e.g., tachycardia, labile blood pressure, hyperthermia), neuro-
muscular aberrations (e.g., hyperreflexia, incoordination) and/or gastrointestinal symptoms (e.g., nausea,
vomiting, diarrhea) [see Drug Interactions]. Serotonin syndrome, in its most severe form can resemble
neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic instability
with possible rapid fluctuation of vital signs, and mental status changes. Patients should be monitored
for the emergence of serotonin syndrome or NMS-like signs and symptoms. The concomitant use of
Savella with MAOIs is contraindicated [see Contraindications]. If concomitant treatment of Savella with
a 5-hydroxy tryptamine receptor agonist (triptan) is clinically warranted, careful observation of the pa-
tient is advised, particularly during treatment initiation and dose increases [see Drug Interactions]. The
concomitant use of Savella with serotonin precursors (such as tryptophan) is not recommended [see
Drug Interactions]. Treatment with Savella and any concomitant serotonergic or antidopaminergic agents,
including antipsychotics, should be discontinued immediately if the above events occur and supportive
symptomatic treatment should be initiated. Effects on Blood Pressure-Inhibition of the reuptake of nor-
epinephrine (NE) and serotonin (5-HT) can lead to cardiovascular effects. SNRIs, including Savella, have
been associated with reports of increase in blood pressure. In a double-blind, placebo-controlled clini-
cal pharmacology study in healthy subjects designed to evaluate the effects of milnacipran on various
parameters, including blood pressure at supra therapeutic doses, there was evidence of mean increases
in supine blood pressure at doses up to 300 mg twice daily (600 mg/day). At the highest 300 mg twice
daily dose, the mean increase in systolic blood pressure was up to 8.1 mm Hg for the placebo group and
up to 10.0 mm Hg for the Savella treated group over the 12 hour steady state dosing interval. The cor-
responding mean increase in diastolic blood pressure over this interval was up to 4.6 mm Hg for placebo
and up to 11.5 mm Hg for the Savella treated group. In the 3-month placebo-controlled fibromyalgia clin-
ical trials, Savella treatment was associated with mean increases of up to 3.1 mm Hg in systolic blood
pressure (SBP) and diastolic blood pressure (DBP) [see Adverse Reactions]. In the placebo-controlled
trials, among fibromyalgia patients who were non-hypertensive at baseline, approximately twice as many
patients in the Savella-treatment arms became hypertensive at the end of the study (SBP ≥ 140 mmHg
or DBP ≥ 90 mmHg) compared with the placebo patients: 7.2% of patients in the placebo arm versus
19.5% of patients treated with Savella 100 mg/day and 16.6% of patients treated with Savella 
200 mg/day. Among patients who met systolic criteria for pre-hypertension at baseline (SBP 120-139
mmHg), more patients became hypertensive at the end of the study in the Savella treatment arms than
placebo: 9% of patients in the placebo arm versus 14% in both the Savella 100 mg/day and the Savella
200 mg/day treatment arms. Among fibromyalgia patients who were hypertensive at baseline, more pa-
tients in the Savella treatment arms had a >15 mmHg increase in SBP than placebo at the end of the
study: 1% of patients in the placebo arm versus 7% in the Savella 100 mg/day and 2% in the Savella
200 mg/day treatment arms. Similarly, more patients who were hypertensive at baseline and were treated
with Savella had DBP increases > 10 mmHg than placebo at the end of study: 3% of patients in the
placebo arm versus 8% in the Savella 100 mg/day and 6% in the Savella 200 mg/day treatment arms.
Sustained increases in SBP (increase of ≥ 15 mmHg on three consecutive post-baseline visits) occurred
in 2% of placebo patients versus 9% of patients receiving Savella 100 mg/day and 6% of patients re-
ceiving Savella 200 mg/day. Sustained increases in DBP (increase of ≥ 10 mmHg on 3 consecutive post-
baseline visits) occurred in 4% of patients receiving placebo versus 13% of patients receiving Savella
100 mg/day and 10% of patients receiving Savella 200 mg/day. Sustained increases in blood pressure
could have adverse consequences. Cases of elevated blood pressure requiring immediate treatment
have been reported. Concomitant use of Savella with drugs that increase blood pressure and pulse has
not been evaluated and such combinations should be used with caution [see Drug Interactions]. Effects
of Savella on blood pressure in patients with significant hypertension or cardiac disease have not been
systematically evaluated. Savella should be used with caution in these patients. Blood pressure should
be measured prior to initiating treatment and periodically measured throughout Savella treatment. 
Pre-existing hypertension and other cardiovascular disease should be treated before starting therapy
with Savella. For patients who experience a sustained increase in blood pressure while receiving Savella,
either dose reduction or discontinuation should be considered. Effects on Heart Rate-SNRIs have been
associated with reports of increase in heart rate. In clinical trials, relative to placebo, Savella treatment
was associated with mean increases in pulse rate of approximately 7 to 8 beats per minute [see Adverse
Reactions]. Increases in pulse ≥ 20 bpm occurred more frequently in Savella-treated patients when 
compared to placebo: 0.3% in the placebo arm versus 8% in the Savella 100 mg/day and 8% in the 
200 mg/day treatment arms. The effect of Savella on heart rate did not appear to increase with increas-
ing dose. Savella has not been systematically evaluated in patients with a cardiac rhythm disorder. Heart
rate should be measured prior to initiating treatment and periodically measured throughout Savella treat-
ment. Pre-existing tachyarrhythmias and other cardiac disease should be treated before starting therapy
with Savella. For patients who experience a sustained increase in heart rate while receiving Savella, ei-
ther dose reduction or discontinuation should be considered. Seizures-Savella has not been systemat-
ically evaluated in patients with a seizure disorder. In clinical trials evaluating Savella in patients with
fibromyalgia, seizures/convulsions have not been reported. However, seizures have been reported infre-
quently in patients treated with Savella for disorders other than fibromyalgia. Savella should be pre-
scribed with care in patients with a history of a seizure disorder. Hepatotoxicity-In the placebo-controlled
fibromyalgia trials, increases in the number of patients treated with Savella with mild elevations of ALT
or AST (1-3 times the upper limit of normal, ULN) were observed. Increases in ALT were more frequently
observed in the patients treated with Savella 100 mg/day (6%) and Savella 200 mg/day (7%), compared
to the patients treated with placebo (3%). One patient receiving Savella 100 mg/day (0.2%) had an in-
crease in ALT greater than 5 times the upper limit of normal but did not exceed 10 times the upper limit
of normal. Increases in AST were more frequently observed in the patients treated with Savella 
100 mg/day (3%) and Savella 200 mg/day (5%) compared to the patients treated with placebo (2%). The
increases of bilirubin observed in the fibromyalgia clinical trials were not clinically significant. No case
met the criteria of elevated ALT > 3x ULN and associated with an increase in bilirubin ≥ 2x ULN. There
have been cases of increased liver enzymes and reports of severe liver injury, including fulminant hep-
atitis with milnacipran from foreign postmarketing experience. In the cases of severe liver injury there
were significant underlying clinical conditions and/or the use of multiple concomitant medications. Be-
cause of underreporting, it is impossible to provide an accurate estimate of the true incidence of these
reactions. Savella should be discontinued in patients who develop jaundice or other evidence of liver dys-
function. Treatment with Savella should not be resumed unless another cause can be established. Savella
should ordinarily not be prescribed to patients with substantial alcohol use or evidence of chronic liver
disease. Discontinuation of Treatment with Savella-Withdrawal symptoms have been observed in clin-
ical trials following discontinuation of milnacipran, as with other SNRIs and SSRIs. During marketing of
milnacipran, and other SNRIs and SSRIs, there have been spontaneous reports of adverse events indica-
tive of withdrawal and physical dependence occurring upon discontinuation of these drugs, particularly
when discontinuation is abrupt. The adverse events include the following: dysphoric mood, irritability,
agitation, dizziness, sensory disturbances (e.g., paresthesias such as electric shock sensations), 
anxiety, confusion, headache, lethargy, emotional lability, insomnia, hypomania, tinnitus, and seizures.
Although these events are generally self-limiting, some have been reported to be severe. Patients should
be monitored for these symptoms when discontinuing treatment with Savella. Savella should be tapered
and not abruptly discontinued after extended use. If intolerable symptoms occur following a decrease
in the dose or upon discontinuation of treatment, then resuming the previously prescribed dose may be
considered. Subsequently, the physician may continue decreasing the dose but at a more gradual rate
[see Dosage and Administration]. Hyponatremia-Hyponatremia may occur as a result of treatment with
SSRIs and SNRIs, including Savella. In many cases, this hyponatremia appears to be the result of the
syndrome of inappropriate antidiuretic hormone secretion (SIADH). Cases with serum sodium lower



than 110 mmol/L have been reported. Elderly patients may be at greater risk of developing hyponatremia
with SNRIs, SSRIs, or Savella. Also, patients taking diuretics or who are otherwise volume-depleted
may be at greater risk [see Geriatric Use]. Discontinuation of Savella should be considered in patients
with symptomatic hyponatremia. Signs and symptoms of hyponatremia include headache, difficulty
concentrating, memory impairment, confusion, weakness, and unsteadiness, which may lead to falls.
Signs and symptoms associated with more severe and/or acute cases have included hallucination, syn-
cope, seizure, coma, respiratory arrest, and death. Abnormal Bleeding-SSRIs and SNRIs, including
Savella, may increase the risk of bleeding events. Concomitant use of aspirin, nonsteroidal anti-inflam-
matory drugs, warfarin, and other anti-coagulants may add to this risk. Case reports and epidemiolog-
ical studies (case-control and cohort design) have demonstrated an association between use of drugs
that interfere with serotonin reuptake and the occurrence of gastrointestinal bleeding. Bleeding events
related to SSRIs and SNRIs use have ranged from ecchymoses, hematomas, epistaxis, and petechiae
to life-threatening hemorrhages. Patients should be cautioned about the risk of bleeding associated with
the concomitant use of Savella and NSAIDs, aspirin, or other drugs that affect coagulation. Activation
of Mania-No activation of mania or hypomania was reported in the clinical trials evaluating effects of
Savella in patients with fibromyalgia. However those clinical trials excluded patients with current major
depressive episode. Activation of mania and hypomania have been reported in patients with mood dis-
orders who were treated with other similar drugs for major depressive disorder. As with these other
agents, Savella should be used cautiously in patients with a history of mania. Patients with a History of
Dysuria-Because of their noradrenergic effect, SNRIs including Savella, can affect urethral resis tance and
micturition. In the controlled fibromyalgia trials, dysuria occurred more frequently in patients treated
with Savella (1%) than in placebo-treated patients (0.5%). Caution is advised in use of Savella in patients
with a history of dysuria, notably in male patients with prostatic hypertrophy, prostatitis, and other lower
urinary tract obstructive disorders. Male patients are more prone to genitourinary adverse effects, such
as dysuria or urinary retention, and may experience testicular pain or ejaculation disorders. Controlled 
Narrow-Angle Glaucoma-Mydriasis has been reported in association with SNRIs and Savella; there-
fore, Savella should be used cautiously in patients with controlled narrow-angle glaucoma. Do not use
Savella in patients with Uncontrolled Narrow-Angle Glaucoma [see Contraindications]. Concomitant Use
with Alcohol-In clinical trials, more patients treated with Savella developed elevated transaminases than
did placebo-treated patients [see Warnings and Precautions]. Because it is possible that milnacipran
may aggravate pre-existing liver disease, Savella should not be prescribed to patients with substantial
alcohol use or evidence of chronic liver disease. 
ADVERSE REACTIONS: Clinical Trial Data Sources-Savella was evaluated in three double-blind placebo-
controlled trials involving 2209 fibromyalgia patients (1557 patients treated with Savella and 652 patients
treated with placebo) for a treatment period up to 29 weeks. The stated frequencies of adverse reactions
represent the proportion of individuals who experienced, at least once, a treatment-emergent adverse re-
action of the type listed. A reaction was considered treatment emergent if it occurred for the first time
or worsened while receiving therapy following baseline evaluation. Because clinical trials are conducted
under widely varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot
be directly compared to rates in the clinical trials of another drug and may not reflect the rates observed
in practice. Adverse Reactions Leading to Discontinuation-In placebo-controlled trials in patients with
fibromyalgia, 23% of patients treated with Savella 100 mg/day, 26% of patients treated with Savella 
200 mg/day discontinued prematurely due to adverse reactions, compared to 12% of patients treated
with placebo. The adverse reactions that led to withdrawal in ≥ 1% of patients in the Savella treatment
group and with an incidence rate greater than that in the placebo treatment group were nausea 
(milnacipran 6%, placebo 1%), palpitations (milnacipran 3%, placebo 1%), headache (milnacipran 2%,
placebo 0%), constipation (milnacipran 1%, placebo 0%), heart rate increased (milnacipran 1%, placebo
0%), hyperhidrosis (milnacipran 1%, placebo 0%), vomiting (milnacipran 1%, placebo 0%), and dizzi-
ness (milnacipran 1% and placebo 0.5%). Discontinuation due to adverse reactions was generally more
common among patients treated with Savella 200 mg/day compared to Savella 100 mg/day. Most Com-
mon Adverse Reactions-In the placebo-controlled fibromyalgia patient trials the most frequently occur-
ring adverse reaction in clinical trials was nausea. The most common adverse reactions (incidence ≥ 5%
and twice placebo) in patients treated with Savella were constipation, hot flush, hyperhidrosis, vomiting,
palpitations, heart rate increased, dry mouth, and hypertension. Table 2 lists all adverse reactions that
occurred in at least 2% of patients treated with Savella at either 100 or 200 mg/day and at an incidence
greater than that of placebo. Table 2 in the full PI shows the incidence of common adverse reactions that
occurred in at least 2% of patients treated with Savella at either 100 or 200 mg/day and at an incidence
greater than that of placebo. Cardiac disorders: Palpitations, Tachycardia; Eye Disorders: Vision blurred;
Gastrointestinal Disorders: Nausea, Constipation, Vomiting, Dry mouth, Abdominal pain; General Dis-
orders: Chest pain, Chills, Chest discomfort; Infections: Upper respiratory tract infection; Investiga-
tions: Heart rate increased, Blood pressure increased; Metabolism and Nutrition Disorders: Decreased
appetite; Nervous System Disorders: Headache, Dizziness, Migraine, Paresthesia, Tremor, Hypoesthe-
sia, Tension headache; Psychiatric Disorders: Insomnia, Anxiety; Respiratory Disorders: Dyspnea; Skin
Disorders: Hyperhidrosis, Rash, Pruitius; Vascular Disorders: Hot flush, Hypertension, Flushing. Weight
Changes-In placebo-controlled fibromyalgia clinical trials, patients treated with Savella for up to 3 months
experienced a mean weight loss of approximately 0.8 kg in both the Savella 100 mg/day and the Savella
200 mg/day treatment groups, compared with a mean weight loss of approximately 0.2 kg in placebo-
treated patients. Genitourinary Adverse Reactions in Males-In the placebo-controlled fibromyalgia
studies, the following treatment-emergent adverse reactions related to the genitourinary system were ob-
served in at least 2% of male patients treated with Savella, and occurred at a rate greater than in placebo-
treated male patients: dysuria, ejaculation disorder, erectile dysfunction, ejaculation failure, libido
decreased, prostatitis, scrotal pain, testicular pain, testicular swelling, urinary hesitation, urinary reten-
tion, urethral pain, and urine flow decreased. Other Adverse Reactions Observed During Clinical Tri-
als of Savella in Fibromyalgia-Following is a list of frequent (those occurring on one or more occasions
in at least 1/100 patients) treatment-emergent adverse reactions reported from 1824 fibromyalgia pa-
tients treated with Savella for periods up to 68 weeks. The listing does not include those events already
listed in Table 2, those events for which a drug cause was remote, those events which were so general
as to be uninformative, and those events reported only once which did not have a substantial probabil-
ity of being acutely life threatening. Adverse reactions are categorized by body system and listed in order
of decreasing frequency. Adverse reactions of major clinical importance are described in the Warnings
and Precautions section. Gastrointestinal Disorders – diarrhea, dyspepsia, gastro esophageal reflux dis-
ease, flatulence, abdominal distension; General Disorders – fatigue, peripheral edema, irritability, pyrexia;
Infections – urinary tract infection, cystitis; Injury, Poisoning, and Procedural Complications – contusion,
fall; Investigations – weight decreased or increased; Metabolism and Nutrition Disorders – hypercholes-
terolemia; Nervous System Disorders – somnolence, dysgeusia; Psychiatric Disorders – depression,
stress; Skin Dis  orders – night sweats. Postmarketing Spontaneous Reports-The following additional 
adverse reactions have been identified from spontaneous reports of Savella received worldwide. These
adverse reactions have been chosen for inclusion because of a combination of seriousness, frequency
of reporting, or potential causal connection to Savella. However, because these adverse reactions were
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate
their frequency or establish a causal relationship to drug exposure. These events include: Blood and
Lymphatic System Disorders – leukopenia, neutropenia, thrombocytopenia; Cardiac Disorders –
supraventricular tachycardia; Eye Disorders – accommodation disorder; Endocrine Disorders – hyper-
prolactinemia; Hepatobiliary Disorders – hepatitis; Metabolism and Nutrition Disorders – anorexia, 
hyponatremia; Musculoskeletal and Connective Tissue Disorders – rhabdomyolysis; Nervous System 
Disorders – convulsions (including grand mal), loss of consciousness, Parkinsonism; Psychiatric 
Disorders – delirium, hallucination; Renal and Urinary Disorders – acute renal failure; Reproductive 
System and Breast Disorders – galactorrhea; Skin Disorders – erythema multiforme, Stevens Johnson
syndrome; Vascular Disorders – hypertensive crisis.

DRUG INTERACTIONS: Milnacipran undergoes minimal CYP450-related metabolism, with the majority 
of the dose excreted unchanged in urine (55%), and has a low binding to plasma proteins (13%). In vitro
and in vivo studies showed that Savella is unlikely to be involved in clinically significant pharmacokinetic
drug interactions [see Pharmacokinetics in Special Populations]. Monoamine Oxidase Inhibitors - [See
Contraindications] Serotonergic Drugs - Due to the mechanism of action of SNRIs and SSRIs, including
Savella, and the potential for serotonin syndrome or Neuroleptic Malignant Syndrome (NMS)–like 
reactions, caution is advised when Savella is co-administered with other drugs that may affect the 
serotonergic neurotransmitter systems. This includes drugs such as triptans, lithium, tryptophan, 
antipsychotics and dopamine antagonists. Co-administration of Savella with other inhibitors of serotonin
re-uptake may result in hypertension and coronary artery vasoconstriction, through additive serotoner-
gic effects. Concomitant use of Savella with other SSRIs, SNRIs, or tryptophan is not recommended 
[see Warnings and Precautions]. Triptans - There have been rare postmarketing reports of serotonin 
syndrome with use of an SSRI and a triptan. If concomitant treatment of Savella with a triptan is clinically
warranted, careful observation of the patient is advised, particularly during treatment initiation and dose
increases [see Warnings and Precautions]. Catecholamines - Savella inhibits the reuptake of nor -
epinephrine. Therefore concomitant use of Savella with epinephrine and norepinephrine may be associ-
ated with paroxysmal hypertension and possible arrhythmia [see Warnings and Precautions – 
Effects on Blood Pressure and Effects on Heart Rate]. CNS-active drugs - Given the primary CNS effects
of Savella, caution should be used when it is taken in combination with other centrally acting drugs, 
including those with a similar mechanism of action. Clomipramine: In a drug-drug interaction study, an
increase in euphoria and postural hypotension was observed in patients who switched from clomipramine
to Savella. Clinically Important Interactions with Select Cardiovascular Agents - Digoxin: Use of Savella
concomitantly with digoxin may be associated with potentiation of adverse hemodynamic effects. 
Postural hypotension and tachycardia have been reported in combination therapy with intravenously 
administered digoxin (1 mg). Co-administration of Savella and intravenous digoxin should be avoided 
[see Warnings and Precautions]. Clonidine: Because Savella inhibits norepinephrine reuptake, co-
administration with clonidine may inhibit clonidine’s anti-hypertensive effect.
USE IN SPECIFIC POPULATIONS: Pregnancy-Pregnancy Category C. Milnacipran increased the 
incidence of dead fetuses in utero in rats at doses of 5 mg/kg/day (0.25 times the MRHD on a mg/m2

basis). Administration of milnacipran to mice and rabbits during the period of organogenesis did not re-
sult in embryotoxicity or teratogenicity at doses up to 125 mg/kg/day in mice (3 times the maximum rec-
ommended human dose [MRHD] of 200 mg/day on a mg/m2 basis) and up to 60 mg/kg/day in rabbits
(6 times the MRHD of 200 mg/day on a mg/m2 basis). In rabbits, the incidence of the skeletal variation,
extra single rib, was increased following administration of milnacipran at 15 mg/kg/day during the pe-
riod of organogenesis. There are no adequate and well-controlled studies in pregnant women. Savella
should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus. To
provide information regarding the exposure to Savella during pregnancy, physicians are advised to rec-
ommend that pregnant patients taking Savella enroll in the Savella Pregnancy Registry. Enrollment is vol-
untary and may be initiated by pregnant patients or their healthcare providers by contacting the registry
at 1-877-643-3010 or by email at registries@kendle.com. Data forms may also be downloaded from
the registry website at www.savellapregnancyregistry.com. Nonteratogenic Effects; Neonates exposed
to dual reuptake inhibitors of serotonin and norepinephrine, or selective serotonin reuptake inhibitors late
in the third trimester have developed complications requiring prolonged hospitalization, respiratory sup-
port, and tube feeding. Such complications can arise immediately upon delivery. Reported clinical find-
ings have included respiratory distress, cyanosis, apnea, seizures, temperature instability, feeding
difficulty, vomiting, hypoglycemia, hypotonia, hypertonia, hyperreflexia, tremor, jitteriness, irritability,
and constant crying. These features are consistent with either a direct toxic effect of these classes of
drugs or, possibly, a drug discontinuation syndrome. It should be noted that, in some cases, the clini-
cal picture is consistent with serotonin syndrome [see Warnings and Precautions]. In rats, a decrease
in pup body weight and viability on postpartum day 4 were observed when milnacipran, at a dose of 5
mg/kg/day (approximately 0.2 times the MRHD on a mg/m2 basis), was administered orally to rats dur-
ing late gestation. The no-effect dose for maternal and offspring toxicity was 2.5 mg/kg/day (approxi-
mately 0.1 times the MRHD on a mg/m2 basis). Labor and Delivery-The effect of milnacipran on labor
and delivery is unknown. The use of Savella during labor and delivery is not recommended. Nursing
Mothers-There are no adequate and well-controlled studies in nursing mothers. It is not known if mil-
nacipran is excreted in human milk. Studies in animals have shown that milnacipran or its metabolites
are excreted in breast milk. Because many drugs are excreted in human milk and because of the poten-
tial for serious adverse reactions in nursing infants from milnacipran, a decision should be made whether
to discontinue the drug, taking into account the importance of the drug to the mother. Because the safety
of Savella in infants is not known, nursing while on Savella is not recommended. Pediatric Use-Safety
and effectiveness of Savella in a fibromyalgia pediatric population below the age of 17 have not been es-
tablished [see Box Warning and Warnings and Precautions]. The use of Savella is not recommended in
pediatric patients. Geriatric Use-In controlled clinical studies of Savella, 402 patients were 60 years or
older, and no overall differences in safety and efficacy were observed between these patients and younger
patients. In view of the predominant excretion of unchanged milnacipran via kidneys and the expected
decrease in renal function with age renal function should be considered prior to use of Savella in the eld-
erly [see Dosage and Administration]. SNRIs, SSRIs, and Savella, have been associated with cases of
clinically significant hyponatremia in elderly patients, who may be at greater risk for this adverse event
[see Warnings and Precautions].
DRUG ABUSE AND DEPENDENCE: Controlled Substance-Milnacipran is not a controlled substance.
Abuse-Milnacipran did not produce behavioral signs indicative of abuse potential in animal or human 
studies. Dependence-Milnacipran produces physical dependence, as evidenced by the emergence of
withdrawal symptoms following drug discontinuation, similar to other SNRIs and SSRIs. These 
withdrawal symptoms can be severe. Thus, Savella should be tapered and not abruptly discontinued
after extended use [see Discontinuation of Treatment with Savella].
OVERDOSAGE: There is limited clinical experience with Savella overdose in humans. In clinical trials,
cases of acute ingestions up to 1000 mg, alone or in combination with other drugs, were reported with
none being fatal. In postmarketing experience, fatal outcomes have been reported for acute overdoses
primarily involving multiple drugs but also with Savella only. The most common signs and symptoms
included increased blood pressure, cardio-respiratory arrest, changes in the level of consciousness
(ranging from somnolence to coma), confusional state, dizziness, and increased hepatic enzymes. 
Management of Overdose-There is no specific antidote to Savella, but if serotonin syndrome ensues,
specific treatment (such as with cyproheptadine and/or temperature control) may be considered. In case
of acute overdose, treatment should consist of those general measures employed in the management
of overdose with any drug. An adequate airway, oxygenation, and ventilation should be assured and car-
diac rhythm and vital signs should be monitored. Induction of emesis is not recommended. Gastric
lavage with a large-bore orogastric tube with appropriate airway protection, if needed, may be indicated
if performed soon after ingestion or in symptomatic patients. Because there is no specific antidote for
Savella, symptomatic care and treatment with gastric lavage and activated charcoal should be consid-
ered as soon as possible for patients who experience a Savella overdose. Due to the large volume of dis-
tribution of this drug, forced diuresis, dialysis, hemoperfusion, and exchange transfusion are unlikely to
be beneficial. In managing overdose, the possibility of multiple drug involvement should be considered.
The physician should consider contacting a poison control center for additional information on the treat-
ment of any overdose. Telephone numbers for certified poison control centers are listed in the Physicians’
Desk Reference (PDR).
Manufactured for: Manufactured by:
Forest Pharmaceuticals, Inc. Forest Laboratories, Inc.
Licensed from Pierre Fabre Medicament and Cypress Bioscience, Inc.
Revised: May 2010 © 2010 Forest Laboratories, Inc.
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 From MedEc

D
o you have a busy signal 

problem? Most practices 

don’t because they have an 

automatic voice mail if the phone 

call is not answered after a specifi ed 

number of rings. So this solves the 

problem, right? Not really.

Here’s the issue: You may not have 

enough ears to answer the volume 

of calls you have. If your sta�  cannot 

get to the calls the fi rst time, how 

will they have time to call back (a 

disappointed caller) while they are 

supposed to be available to answer 

the new incoming calls?

Two ears can generally handle two 

lines simultaneously and give accept-

able service. Adding more lines into 

infi nity with the voice mail system 

gives you the opportunity to irritate 

more callers simultaneously. It also 

accounts for front desk/phone burn-

out and sta�  turnover.

Technology is great, but it doesn’t 

substitute for having enough qualifi ed 

sta�  with “do-able” jobs. Study the 

types of calls answered, the volume 

per hour, and the sta�  ng availabil-

ity to answer before you add more 

access. There may be other solutions 

that won’t kill the phone sta�  or turn 

o�  good patients.

The doctor who is knee-deep in 

a complex medical case and stops to 

review emails, text messages, or take 

phone calls might think that he or 

she is an all-star multitasker, but this 

scenario should be avoided whenever 

possible. Distractions from the case at 

hand jeopardize the outcome. Even 

though it’s okay to allow a reasonable 

amount of personal calls for sta� , a 

team member should never be dis-

tracted when working with patients 

and physicians.

These days, many people think 

that they can multitask while using 

the computer, driving, and while 

working. I am not convinced (and 

using technology while driving is 

downright unsafe—to the user and 

others on the road). I recommend 

that pagers, phones, iPods, or other 

electronic gear be stored away 

from sta�  work areas, placed on 

silent mode, and accessed only at 

breaks or mealtimes. Some practices 

provide a laptop that is not on the 

practice network for the sta�  to use 

while on break.

Technology is an amazing thing, 

and a well-run practice should em-

brace it. However, just because you 

can use technology to cure every ill 

doesn’t mean you always should.

The author is a Medical Economics 

editorial consultant and a medical prac-

tice management consultant with the 

Practice Performance 

Group, La Jolla, Cali-

fornia. Read her blog 

at: MedicalEconomics.

com/jbee. Send your 

feedback to medec@

advanstar.com.

Multitasking: Boon or bane

DOS AND DON’TS WITH MIDLEVELS

Are you thinking of adding midlevel providers to 
your practice? If so, bene� t from a colleague’s 
experience so that new physician assistants 
and/or nurse practitioners affect the practice’s 
livelihood, patient access, and patient satisfaction 
in a positive way. page 38

BADMOUTHING CAN BITE YOU

Making negative comments about another 
doctor could haunt you—and him or her—in 
several ways. Read why, and � nd out what to do 
if another physician makes negative comments 
about you, in the Malpractice Consult column. 
page 70

NEW OBSERVATION CODES

The 2011 CPT codebook contains three new 
codes for subsequent outpatient services. 
Learn how to use them to maximize your 
reimbursements in the Coding Cues column. Also, 
learn more about the delayed implementation of 
CMS PECOS. page 72

The Pong Principle What happens when a doctor asks a patient for advice? Thomas Ellis, MD, 

the Grand Prize winner of the 2011 Doctors’ Writing Contest shares his experience, when a patient asks what she can 

do for him. She serves up some home-spun wisdom that forever changes the way that Ellis practices medicine and 

communicates with his family and patients. page 22

By JUDY BEE

THESE DAYS, MANY PEOPLE 
THINK THAT THEY CAN MULTITASK 

WHILE USING TECHNOLOGY. 
I AM NOT CONVINCED.



The Congestion Zone

1

INDICATIONS AND USAGE
PATANASE® Nasal Spray is an H

1
 receptor antagonist indicated for the relief of the symptoms of seasonal allergic rhinitis in adults and children 6 years of age and older.

Dosing and Administration:
Recommended dosages:
t�"EVMUT�BOE�BEPMFTDFOUT�Ż���ZFBST��5XP�TQSBZT�QFS�OPTUSJM�UXJDF�EBJMZ�
t�$IJMESFO���UP����ZFBST��0OF�TQSBZ�QFS�OPTUSJM�UXJDF�EBJMZ�

IMPORTANT SAFETY INFORMATION
Warnings and Precautions:
t���&QJTUBYJT�OBTBM�VMDFSBUJPO�BOE�OBTBM�TFQUBM�QFSGPSBUJPO��.POJUPS�QBUJFOUT�QFSJPEJDBMMZ�GPS�TJHOT�PG�BEWFSTF�FòFDUT�PO�UIF�OBTBM�NVDPTB��%JTDPOUJOVF�JG�VMDFSBUJPOT 
PS�QFSGPSBUJPOT�PDDVS��"WPJE�VTF�JO�QBUJFOUT�XJUI�OBTBM�EJTFBTF�PUIFS�UIBO�BMMFSHJD�SIJOJUJT�
t�"WPJE�FOHBHJOH�JO�IB[BSEPVT�PDDVQBUJPOT�SFRVJSJOH�DPNQMFUF�NFOUBM�BMFSUOFTT�TVDI�BT�ESJWJOH�PS�PQFSBUJOH�NBDIJOFSZ�XIFO�UBLJOH�1"5"/"4&¥�/BTBM�4QSBZ�
t�"WPJE�DPODVSSFOU�VTF�PG�BMDPIPM�PS�PUIFS�DFOUSBM�OFSWPVT�TZTUFN�EFQSFTTBOUT�XJUI�1"5"/"4&¥�/BTBM�4QSBZ�

Adverse Events: 
5IF�NPTU�DPNNPO�BEWFSTF�SFBDUJPOT�	���
�JODMVEFE�CJUUFS�UBTUF�IFBEBDIF�FQJTUBYJT�QIBSZOHPMBSZOHFBM�QBJO�
QPTU�OBTBM�ESJQ�DPVHI�BOE�VSJOBSZ�USBDU�JOGFDUJPO�JO�QBUJFOUT����ZFBST�PG�BHF�BOE�PMEFS�BOE�FQJTUBYJT�IFBEBDIF�
VQQFS�SFTQJSBUPSZ�USBDU�JOGFDUJPO�CJUUFS�UBTUF�QZSFYJB�BOE�SBTI�JO�QBUJFOUT���UP���ZFBST�PG�BHF�

Please see Prescribing Information on following page.

Everybody deserves
ASAP relief.

PATANASE® Nasal Spray: The only nasal antihistamine FDA-approved to
begin working in 30 minutes.1

��&OSPMMFE�JO�DPNNFSDJBM�.FEJDBSF�PS�TUBUF�.FEJDBJE�QMBOT�

More than 90% insured patients* covered = excellent access7Fast relief of all nasal symptoms1-4

Sustained relief through 2 weeks5,6

©2011 Alcon, Inc. 1/11 PTN11501JAD

http://www.patanase.com
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‘A tenacious 
advocate’

T
he legal world lost a 

great cross-examiner 

when Steven I. Kern, 

JD, passed away January 10. As 

a health law attorney represent-

ing numerous physicians, medi-

cal societies, and others, Steve 

was “a tenacious advocate,” in 

the words of one of his sons, 

Brian S. Kern, JD.

Steve was a tenacious advocate for physicians as a 

writer and editorial consultant for Medical Econom-

ics, too. We—and you—always could count on him to 

address legal and malpractice-related issues of vital 

importance to you—and to bring his knowledgeable 

perspective to those issues .

A case in point is a Malpractice Consult column 

he wrote about the legal ramifi cations facing you 

and your colleagues when you apologize for medical 

errors. Examining two recently published studies, the 

column appeared in our September 24, 2010, issue. 

Taken at face value, the results of one of the studies 

seemed to support apology and disclosure policies as 

not only ethical requirements but also as a means to 

reduce the costs of malpractice. As Steve pointed out, 

however, the rather unique environment of the study 

setting, as well as the results of the other research 

reviewed, demonstrated that “physicians continue 

to face serious exposure if they apologize or even 

express sympathy for an unexpected adverse result.”

The last Malpractice Consult column Steve wrote 

appeared in our December 3, 2010, issue. We’ll miss 

his insights and are thankful that his legacy lives 

on in so many ways, including the online archives 

of Medical Economics. To read the contributions he 

made to Medical Economics via feature articles and 

Malpractice Consult columns, visit 

MedicalEconomics.com/kern. To read the blog 

entries he contributed to ModernMedicine.com, 

a Web site including content from Medical Economics

and other Advanstar healthcare brands, visit 

MedicalEconomics.com/kernblog. 

Send your feedback to medec@advanstar.com.

By LOIS A. BOWERS, Managing Editor

Steven I. Kern, JD

HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed  
to use PATANASE® Nasal Spray safely and effectively.  
See full prescribing information for PATANASE® Nasal Spray.

PATANASE® (olopatadine hydrochloride) Nasal Spray

Initial U.S. Approval: 1996

INDICATIONS AND USAGE 
PATANASE® Nasal Spray is an H1 receptor antagonist indicated for 
the relief of the symptoms of seasonal allergic rhinitis in adults and 
children 6 years of age and older. (1)

DOSAGE AND ADMINISTRATION 
For intranasal use only.

Recommended dosages: 
s��!DULTS�AND�ADOLESCENTS�*12 years: Two sprays per nostril twice 

daily. (2.1)

s�#HILDREN���TO����YEARS��/NE�SPRAY�PER�NOSTRIL�TWICE�DAILY������	

Priming Information: Prime PATANASE® Nasal Spray before initial use 
and when PATANASE® Nasal Spray has not been used for more than 
7 days. (2.3)

DOSAGE FORMS AND STRENGTHS 
Nasal spray 0.6%: 665 mcg of olopatadine hydrochloride in each 
100-microliter spray. (3) Supplied as a 30.5 g bottle containing 240 
sprays.

CONTRAINDICATIONS 
None.

WARNINGS AND PRECAUTIONS 
s��%PISTAXIS��NASAL�ULCERATION��AND�NASAL�SEPTAL�PERFORATION��-ONITOR�

patients periodically for signs of adverse effects on the nasal mucosa. 
Discontinue if ulcerations or perforations occur. Avoid use in patients 
with nasal disease other than allergic rhinitis. (5.1)

s��!VOID�ENGAGING�IN�HAZARDOUS�OCCUPATIONS�REQUIRING�COMPLETE�
mental alertness and coordination such as driving or operating 
machinery when taking PATANASE® Nasal Spray. (5.2)

s��!VOID�CONCURRENT�USE�OF�ALCOHOL�OR�OTHER�CENTRAL�NERVOUS�SYSTEM�
depressants with PATANASE® Nasal Spray. (5.2)

ADVERSE REACTIONS 
4HE�MOST�COMMON�����	�ADVERSE�REACTIONS�INCLUDED�BITTER�TASTE��
HEADACHE��EPISTAXIS��PHARYNGOLARYNGEAL�PAIN��POSTNASAL�DRIP��COUGH��
and urinary tract infection in patients 12 years of age and older and 
EPISTAXIS��HEADACHE��UPPER�RESPIRATORY�TRACT�INFECTION��BITTER�TASTE��
PYREXIA��AND�RASH�IN�PATIENTS���TO����YEARS�OF�AGE������	

To report SUSPECTED ADVERSE REACTIONS,  
contact Alcon Laboratories, Inc.  
at 1-800-757-9195  
or FDA at 1-800-FDA-1088  
or www.fda.gov/medwatch.

References: 

1. PATANASE® Nasal Spray package insert. 2��0ATEL�$��'ARADI�2��"RUBAKER�-��ET�AL��/NSET�AND�DURATION�
of action of nasal sprays in seasonal allergic rhinitis patients: olopatadine hydrochloride versus 
mometasone furoate monohydrate. Allergy Asthma Proc. 2007;28(5):592-599. 3��0ATEL�0��2OLAND�
03��-ARPLE�"&��ET�AL��!N�ASSESSMENT�OF�THE�ONSET�AND�DURATION�OF�ACTION�OF�OLOPATADINE�NASAL�SPRAY��
Otolaryngol Head Neck Surg. 2007;137(6):918-924. 4��0ATEL�0��0ATEL�$��%DWARDS�-��ET�AL��/NSET�OF�
action of olopatadine hydrochloride nasal spray 0.6% (PATANASE®) in the treatment of allergic rhinitis. 
0OSTER�PRESENTED�AT��!MERICAN�!CADEMY�OF�!LLERGY��!STHMA����)MMUNOLOGY��!!!!)	������!NNUAL�
-EETING��-ARCH�������������0HILADELPHIA��0!��5��2ATNER�0(��(AMPEL�&#��!MAR�.*��ET�AL��3AFETY�AND�
efficacy of olopatadine hydrochloride nasal spray for the treatment of seasonal allergic rhinitis to 
mountain cedar. Ann Allergy Asthma Immunol. 2005;95(5):474-479. 6��-ELTZER�%/��(AMPEL�&#��2ATNER�
0(��ET�AL��3AFETY�AND�EFlCACY�OF�OLOPATADINE�HYDROCHLORIDE�NASAL�SPRAY�FOR�THE�TREATMENT�OF�SEASONAL�
allergic rhinitis. Ann Allergy Asthma Immunol. 2005;95(6):600-606. 
7��WWW�&INGERTIP&ORMULARY�COM��!CCESSED�*UNE����������
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DR. GREGORY A. HOOD’S ”ARTICLE 
SHOULD BE REQUIRED READING 

FOR EVERY MEMBER OF CONGRESS 
AND EVERY [CMS] BUREAUCRAT.”
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Required reading
I just read the editorial in a recent 

issue (“Hope must be part of the 

formula,” [by Gregory A. Hood, MD], 

January 10 issue). Dr. Hood is exactly 

correct.

This article should be required 

reading for every member of Congress 

and every Centers for Medicare and 

Medicaid Services bureaucrat. I hope it 

will be circulated as widely as possible.

John Mackel, MD, MHSA

Cape Girardeau, Missouri

EHRs miss 
the mark
The article by 

David O’Dell, 

MD, JD, MBA, 

MHSM, speaks 

hopefully of elec-

tronic health records (EHRs) benefi ts 

(“Avoiding medical negligence claims,” 

January 10 issue). However, in my 

review of charts where medical mal-

practice is alleged, I am disappointed 

at how frequently an EHR will “hang” 

a physician as well as exonerate him 

or her.

For example, checking the box 

on an EHR template for “all other 

systems reviewed and negative” when 

the patient has a glass eye, amputa-

tion, psoriasis, or any number of 

readily notable but undocumented 

abnormalities, indicates an evaluation 

lacking in rigor and believability. Con-

versely, an EHR may contain prompts 

for symptoms associated with a pre-

senting complaint, and those prompts 

remain blank.

An EHR will never produce the 

“color” that shows the true nature of 

a physician-patient interaction. The 

absence of an actual personal note, 

either typed, dictated, or handwritten, 

can be a boon to a plaintiff .

Charles A. Pilcher, MD, FACEP

Kirkland, Washington

A shared experience
Wow, I feel as if I could have writ-

ten the article (“The good, the bad, 

and the ugly,” [by Russell Bacak, MD], 

December 3 issue) as our stories run 

pretty parallel.

The only diff erence in my case is 

that I skipped the partnership, going 

straight from a group of 10 to a solo 

practice (with 6 months of hospitalist 

work to pay bills while I set up my 

own practice from scratch). I distinct-

ly remember having conversations in 

medical school and residency about 

future plans, and I always said that I’d 

never be doing the solo practice thing. 

Now I am 10 years out of residen-

cy and 3 years into my own practice, 

and I absolutely love it. I have actually 

found that I enjoy the business side of 

it, now that it is my business and not 

just something that I have to go along 

with. 

In answer to your pondering on 

hiring a physician assistant, I have a 

suggestion. I hired a nurse practitio-

ner (NP) about 2 

years ago, and it 

has been a fantas-

tic move. I now 

can take vacations 

and other days off  

without worrying 

about the practice 

being nonproductive. 

My uncle was a solo general prac-

titioner, and I frequently discuss ideas 

with him. He also thought NPs were a 

great addition, as long as you hire the 

right one. I found an NP to whom the 

patients really respond, and she has 

built her own patient panel. She can 

also take the overload from me or run 

the practice when I’m gone. 

If you can fi nd the right person, 

he or she can be a very helpful addi-

tion. I appreciate seeing your article. 

Maybe it will embolden other people 

suff ering through bad work situations 

to go “the old-fashioned way.” As one 

of my mentors always said: “Life is 

too short to not love what you are 

doing.” 

David Keuhn, MD

Marshall, Missouri

http://www.modernmedicine.com/modernmedicine/Modern+Medicine+Now/Hope-must-be-part-of-the-formula/ArticleStandard/Article/detail/702786
http://www.modernmedicine.com/modernmedicine/Modern+Medicine+Now/Hope-must-be-part-of-the-formula/ArticleStandard/Article/detail/702786
http://www.modernmedicine.com/modernmedicine/Modern+Medicine+Now/Avoiding-medical-negligence-claims/ArticleStandard/Article/detail/702791
http://www.modernmedicine.com/modernmedicine/Modern+Medicine+Now/The-good-the-bad-and-the-ugly/ArticleStandard/Article/detail/699143
http://www.modernmedicine.com/modernmedicine/Modern+Medicine+Now/The-good-the-bad-and-the-ugly/ArticleStandard/Article/detail/699143
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Are you 
helping to 
keep it away?

Another 
heart attack 

is this far away

Despite medical guidelines, 
millions of at-risk patients 
remain unprotected by aspirin.1,2                  
Aspirin can reduce the risk of 
recurrent MI by 30%.3,4 
Counsel your patients today. 

Say aspirin. 
Help save lives. 

http://www.aspirin.com
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PAY FOR PERFORMANCE

QUALITY ORGANIZATION 
UPDATES PCMH GUIDE
The healthcare quality organization 

that sets the health insurance industry-

accepted criteria for practices being 

recognized as a Patient-Centered 

Medical Home (PCMH) released 

updated guidelines on January 31.

The new criteria from the National 

Committee for Quality Assurance 

(NCQA) call on medical practices to 

be more patient-centered and reinforce 

federal meaningful use incentives for 

primary care practices to adopt health 

information technology.

Practices earn points for meeting 

PCMH criteria, with more points 

equating to a higher level of NCQA 

PCMH recognition. The new version 

of the recognition directs practices to 

organize care according to patients’ 

preferences and needs. Standards 

emphasize access to care during 

and after office hours and managing 

care in collaboration with patients 

and families. Other changes include 

providing services in patients’ preferred 

languages and helping patients with 

self-care.

MANAGED CARE

STUDY SHOWS LITTLE 
INSURER COMPETITION
Most commercial health insurance 

markets in the United States are 

dominated by one or two health 

insurers, according to an updated 

analysis released by the American 

Medical Association.

The 2010 edition of “Competition in 

Health Insurance: A Comprehensive 

Study of U.S. Markets” found that 

99% of health insurance markets in the 

United States are “highly concentrated,” 

based on the 1997 U.S. Department of 

Justice and Federal Trade Commission 

Horizontal Merger Guidelines. 

In 48% of metropolitan statistical 

areas, at least one insurer had a market 

share of 50% or more. In 60% of the areas, 

the two largest insurers had a combined 

market share of 70% or greater. In 24 

states, the two largest insurers had a 

combined market share of 70% or more.

REIMBURSEMENT

AAFP criticizes 
CMS fee schedule
The Centers for Medi-

care and Medicaid Ser-

vices (CMS) is coming 

under harsh criticism 

from the American 

Academy of Fam-

ily Physicians (AAFP) 

for not doing more to 

ensure that primary 

care doctors are ap-

propriately valued and 

reimbursed.

Lori Heim, MD, 

AAFP board chair-

woman, wrote in a letter 

to CMS that primary 

care doctors are being 

sold short for the work 

involved in counseling 

patients for combination 

vaccinations, because the 

relative value units are 

taken from old CPT cod-

ing structures that don’t 

refl ect the work associ-

ated with counseling. 

The American Medical 

Association/Specialty 

Society Relative Value 

Update Committee has 

recommended higher 

values to these codes. 

Three new CPT 

codes allow primary 

care doctors to be reim-

bursed for subsequent 

observation services in 

a facility setting but do 

not go far enough to re-

fl ect the recent increase 

in the need for such 

services, Heim writes. 
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The U.S. Senate passed an amendment to the healthcare reform legislation to 

repeal the requirement for small businesses, including physician practices, to 

fi le an IRS form 1099 for each vendor from whom they make purchases of 

$600 or more. The House of Representatives had not voted on the amend-

ment as of mid-February.

The American Medical Association applauded the Senate’s vote. AMA 

President Cecil B. Wilson, MD, says it is estimated that paperwork already 

takes up as much as a third of a physician’s workday, which is “time that could 

be better spent with patients,” and that the requirement would have only 

increased that burden.

REFORM

ACP: CONTROL COSTS 
WITH BETTER VALUE
The ability to control healthcare costs 

depends on providing the best value of 

care, according to the American College 

of Physicians (ACP) clinical guidelines 

committee.

In an attempt to develop clinical 

practice guidelines, the committee 

plans to address the possibility of 

controlling costs while maintaining 

or improving quality of care, as well 

as how clinicians can contribute to 

the delivery of high-value healthcare. 

A recent report published in Annals 
of Internal Medicine provides 

recommendations for determining value.

Physicians should use three 

assessment tools, the committee 

says. First is to determine the 

benefits, harms, and costs of the 

care. Physicians should weigh the 

potential improvements in the patient’s 

health and quality of life, as well as 

the potential problems that can arise 

from the care and whether a test or 

intervention is necessary.

The second step is to determine 

costs, taking into consideration the 

costs of the care itself as well as those 

that can arise later as a result of the 

intervention. The final step in assessing 

value is to use cost-effectiveness 

analysis, which involves comparing 

possible treatment strategies and the 

costs associated with them.

REGULATION

SENATE APPROVES REPEAL OF TAX 
REPORTING PROVISION

FRAUD

HIGH-RISK PATIENTS TO FALL 
UNDER MORE SCRUTINY
The government is continuing its commitment 

to stopping fraud by instituting more advanced 

screening and prevention techniques as part of 

the Patient Protection and Affordable Care Act. 

Providers wishing to participate in Medicare, 

Medicaid, and Children’s Health Insurance 

Program will endure more detailed screening, 

and any enrollees who are identified as high 

risk for fraud will be scrutinized more closely. 

A new enrollment process requires states to 

screen enrollees for past fraud, and any identified 

offenders will be ineligible to participate. 

New software will allow Medicare and states 

to identify trends among providers and suppliers 

that could be evidence of fraudulent activity. In 

addition, the government can temporarily suspend 

payment to any provider thought to be engaging 

in fraudulent activity once there is a legitimate 

allegation.

GOVERNMENT PAYERS

MAKE ROOM FOR MORE MEDICAID PATIENTS
Thanks to greater federal funding and loosened state eligibility 

requirements, the number of patients receiving healthcare coverage 

through Medicaid and Children’s Health Insurance Program (CHIP) has 

grown in recent years, according to a study released recently by the Kaiser 

Family Foundation’s Commission on Medicaid and the Uninsured (KCMU).

The growth is expected to continue as healthcare reform is implemented.

The study found that in 2010, 49 states made changes to their eligibility 

rules and enrollment procedures to make it easier for residents to enroll in 

these programs. “Millions of American families have turned to Medicaid 

and CHIP as incomes have declined after losing jobs and the health 

insurance that often goes with them,” says Diane Rowland, KCMU 

executive director.

Medicaid enrollment is expected to increase even further in 2014 when, 

under the Patient Protection and Affordable Care Act of 2010, income 

eligibility will be expanded to 133% of the federal poverty level, and states 

will be permitted to enroll nondisabled, nonpregnant adults without 

dependent children without a waiver. However, the report predicted 

that the majority of uninsured, low-income adults will not be eligible for 

Medicaid until 2014.
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The publisher of The Wall Street Journal fi led court papers in late January to 

overturn a 31-year-old court injunction that blocks public access to informa-

tion in the Medicare physician payment database. The fi ling by Dow Jones & 

Company, in the U.S. District Court for the Middle District of Florida, seeks to 

overturn an injunction obtained by the American Medical Association in 1979. 

The injunction prevents the disclosure of reimbursements for individual doc-

tors from the Medicare program. 

Prior to the suit, the Journal had requested the reimbursement data for an 

article series on Medicare spending, but received only a subset of data once it 

agreed not to disclose physician identities.

WORKFORCE

MORE PHYSICIANS 
DOESN’T INCREASE 
PATIENT SATISFACTION
Medicare patients living in areas with 

a larger supply of physicians were no 

more satisfied with their care than 

patients living in regions with a smaller 

physician supply, according to a study 

by Dartmouth College investigators and 

the Centers for Medicare and Medicaid 

Services and published in the February 

issue of Health Affairs.

The study also found that seniors 

living in areas with a large supply 

of physicians were no more likely to 

report having a primary care physician 

as their personal doctor. In addition, 

no significant differences were found 

in numbers of visits to their personal 

physician in the previous year, amount 

of time spent with a physician, or 

access to tests or specialists. 

Researchers surveyed 2,515 Medicare 

patients about their perceptions of 

access and satisfaction with their 

health care, and directly compared the 

relationship between physicians per 

capita in designated geographic areas 

and respondents’ ratings of the care 

they received. 

While physician supply varied 

almost 70% across the country, the 

authors found little evidence that 

increasing physician supply alone will 

resolve the problems associated with a 

physician shortage. 

TECHNOLOGY

HEALTH IT CHIEF EXITS 
AFTER TWO-YEAR TERM 
After two years on the job, David Blumenthal, 

MD, announced his resignation as the National 

Coordinator for Health Information Technology, 

effective in the spring.

In a memo to Office of the National Coordinator 

staff and partners, Blumenthal writes that the two-

year term was agreed upon before he started the 

position in 2009. He writes that he plans to return 

academic life. 

Blumenthal writes in his memo that during his 

tenure the proportion of primary care physicians 

who adopted a basic electronic health record 

(EHR) system grew from 19.6% to 29.6%, and 41% 

of office-based physicians believe they will qualify 

for meaningful use objectives. He noted also that 

38,000 providers have sought assistance with EHR 

selection and implementation from his office’s 

regional extension centers.

COMPENSATION

DOW JONES SUES TO OPEN 
MEDICARE DATABASE

PATIENT CARE

MICHIGAN PCMHS SHOW POSITIVE RESULTS
In the first six months of 2010, the Patient-Centered Medical Home 

program of Blue Cross Blue Shield of Michigan (BCBSM) showed 

measurable results in improved quality and cost management, according 

to the health insurer. 

Analysis of January to June 2010 claims data show PCMH practices 

have a 7.4% lower rate of adult high-tech radiology usage than non-

PCMH practices, and a per member per month cost that is 4.3% lower.

PCMH practices have a 2.8% lower rate of adult emergency 

department (ED) visits than non-PCMH practices and a 7% lower rate of 

pediatric ED visits.

For patients with manageable chronic conditions, PCMH practices 

have a 25.5% lower rate of adult inpatient admissions than non-PCMH 

practices, and a 4.2% higher rate of dispensing generic drugs than non-

PCMH practices.

In the BCBSM Patient-Centered Medical Home model, physicians 

receive an enhanced fee for office visits. The program is the largest in 

the nation, with 1,800 designated doctors in 500 practices across the state. 

BCBSM says 5,000 doctors have been working toward designation, which 

could affect 2 million Michigan residents.
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Although 83% of consumers surveyed want a physician to have primary re-

sponsibility for their health care, many are confused about the qualifi cations of 

healthcare professionals, according to the results of a survey by the American 

Medical Association.

Ninety percent of those surveyed said that a medical doctor’s additional 

years of education and training are vital to patient care. The survey found 

much confusion about the qualifi cations of healthcare professionals; for 

instance, 24% indicated uncertainty that an otolaryngologist was a physician. 

Eighty-seven percent of respondents support legislation that would require 

advertisements to designate the qualifi cations of the healthcare professional. 

COMPENSATION

STUDY: WOMEN PCPS 
EARN LESS THAN MEN
Newly trained primary care physicians 

who are women are being paid 

significantly lower salaries than their 

male counterparts, according to a study 

published in the February issue of 

Health Affairs. 

The authors based their conclusions 

on survey data from physicians 

exiting training programs in New 

York state, which is home to 1,073 

residency programs, more programs 

and resident physicians than any other 

state, according to the Association of 

American Medical Colleges.

The mean starting salary for family 

physicians was $139,504 for women and 

$147,874 for men. For general internal 

medicine, it was $142,526 for women 

and $154,900 for men. For geriatrics, the 

mean starting salary for women was 

$137,221, but it was $147,881 for men.

The authors identify an unexplained 

gender gap in starting salaries for 

all physicians that has been growing 

steadily since 1999, increasing from a 

difference of $3,600 in 1999 to $16,819 

in 2008. This gap exists even after 

accounting for gender differences 

in determinants of salary including 

medical specialty, hours worked, and 

practice type, they say. 

The number of physicians in the 

survey sample included 4,918 men and 

3,315 women.

BILLING

CALIFORNIA INSURERS 
DENY 26% OF ALL CLAIMS
Health insurers in California denied 26% of claims 

submitted in 2009, according to a report released in 

January from the Institute of Health and Socio-

Economic Policy, a research group of the California 

Nurses Association and National Nurses United.

PacifiCare had the highest percentage of 

denials, at 44%. Other insurers studied and the 

claims denial rates included Cigna, 40%; Anthem 

Blue Cross, 27%; HealthNet, 24%; Blue Shield, 22%; 

Kaiser Permanente, 20%; and Aetna, 6%

These seven firms, which account for more 

than three-quarters of all insurance enrollees in 

California, have rejected 67.5 million claims since 

2002, according to report, based on data from the 

California Department of Managed Care.

Cigna showed the largest rejection rate increase 

in 2009, 5.3%, and Kaiser Permanente accounted for 

the biggest drop in denials, 7.4%. Source: National Ambulatory Medical Care Survey by the Centers for Disease Control and Prevention’s 

National Center for Health Statistics, preliminary 2010 results.

50.7%

24.9%

10.1%

Of� ce-based physicians with anything 
from a “basic” to “fully functional” 
electronic health record (EHR) system.

Those who reported having a “fully 
functional” system, which also includes 
electronic x-ray, lab orders, and more.

Those who reported having a “basic” 
EHR system, which includes patient 
history and demographics, physician 
notes, medications, and more.

80.2%
Office-based doctors in Minnesota 
reporting any level of EHR adoption, 
the largest portion in the nation. 
Kentucky was the lowest, at 38.1%.

PATIENT RELATIONS

SURVEY: PATIENTS WANT 
DOCTORS TO LEAD CARE

EHR ADOPTION//BY THE NUMBERS
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By TARA STULTZ, Editor-in-Chief

It’s often said that some of the most valuable meetings at medical 

conferences take place informally among colleagues in the hallways 

of conference centers.

Our annual Doctors’ Writing Contest, and really, Medical Econom-

ics itself, is founded on the value of those types of shared experi-

ences—what you’ve learned about running a business and being a 

doctor, and what you can learn from other doctors and from practice 

management and other experts.

Thomas J. Ellis, MD, this year’s Grand Prize winner, whose 

article is based on life-changing advice a patient gave him, had never 

entered a writing contest before, but he says this one was perfectly 

timed. After seeing the call for entries shortly after the patient inter-

action occurred, Ellis said to himself: “Wow, I think I’ve got a story 

to tell.”

What Ellis wanted to communicate to other doctors in sharing 

his story was the importance of truly listening to patients. “Those 

extra seconds you take to really sit down and listen can enhance the 

interaction,” Ellis says. “You’re helping the patient more, but you 

might get something more out of the interaction as well.”

The 2011 competition marked some of the strongest entries we’ve 

ever received. Our sta�  and Editorial Board judged the 115 entries 

using a scoring system based on three criteria: quality of writing, 

quality of information, and alignment with our editorial mission.

We chose a Grand Prize Winner, an Overall Runner-Up, Best 

Practice Solution, and co-winners in the New Doctor Award cat-

egory. We also named 11 excellent Honorable Mention recipients 

(all winners named at right). The Grand Prize winner will receive 

$2,000 and a crystal award, plus $500 to donate to a healthcare 

charity; and the Overall Runner-Up, Best Practice Solution, and New 

Doctor Award winners will receive $1,000 and a crystal award. Each 

Honorable Mention will receive a $500 honorarium, publication of 

his or her article, and a really cool Medical Economics mug!

When it comes to value added, these aren’t the only winners in 

the competition. Just wait until you read the articles!   

And the winners are...

Doctors’

WRITING 
CONTEST

2 0 1 1

HONORABLE MENTIONS

Tasneem Bader-Omarali, MD
PLEASANTON, CALIFORNIA

Michael Charles, MD
VIRGINIA BEACH, VIRGINIA

Hannah Chow-Johnson, MD
RIVERSIDE, ILLINOIS

Scott Conley, MD
MOUNT JOY, PENNSYLVANIA

Paul Dibble, MD
WYOMING, MICHIGAN

Jennifer Frank, MD, FAAFP
NEENAH, WISCONSIN

Richard A. Jackson MD, FACP 
BELLAIRE, TEXAS 

Arthur Lazarus, MD, MBA
WILMINGTON, DELAWARE 

Lori Rousche, MD
SELLERSVILLE, PENNSYLVANIA

Sidney Spies, MD
PIEDMONT, CALIFORNIA

David S. Switzer, MD
LURAY, VIRGINIA

GRAND PRIZE

Thomas J. Ellis, MD
GREENVILLE, NORTH CAROLINA

OVERALL RUNNER-UP

Jennifer Frank, MD, FAAFP
NEENAH, WISCONSIN

BEST PRACTICE SOLUTION

Michael T. Beckham, MD
NASHVILLE, TENNESSEE

NEW DOCTOR CO-WINNERS

Robert B. Rhodes, MD, FAAFP
LINCOLN, NEBRASKA

Yolanda Wong, MD
SAN DIEGO, CALIFORNIA
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Grand Prize Winner
Doctors’

WRITING 
CONTEST

2 0 1 1

A
fter nearly 20 years of practicing medicine, I 

have come to expect patients to ask my advice 

about everything in their lives, from their 

most mundane struggles to their darkest secrets. They 

routinely share with me their most private issues, 

holding back nothing in an e� ort to glean new hope 

that things will get better, reassurance they aren’t 

dying from “that” disease, or simply the comfort of 

knowing someone is willing to listen.

As a family doctor, I have advised patients on every 

physical and mental problem imaginable. I have guided 

f l f d

The Pong Principle
LEARNING TO LISTEN: 

A PATIENT BECOMES

THE TEACHER BY SERVING UP 

LIFE-CHANGING ADVICE

[  By THOMAS J. ELLIS, MD  ]

One day after Thomas J. Ellis, MD, treated Mrs. Marilyn Love, pictured with him here, he asked whether he could do anything else for her. 
She said no but responded with: “Now, Dr. Ellis, what can I do for you today?” And so began a dialogue in which the patient taught the 
doctor about raising teenagers and communicating with patients.



patients and their families through a myriad of di�  cul-

ties, from diabetes to depression. Patients are always 

asking me why they’re gaining weight when they aren’t 

eating anything, and why they’re losing weight when 

they’re eating everything in sight. They’ve sought my 

wisdom to gain relief from the relentless crying of 

colic and the unyielding pain of cancer. At this point in 

my career, I seldom see a problem that I haven’t seen 

before, although every day someone fi nds a new and 

interesting way to solicit my input on a familiar fl oat in 

this endless parade.

Once in a great while, the exam table turns during a 

patient encounter, and I fi nd myself in unfamiliar ter-

ritory. I had such an experience about a year ago, and 

it will forever change the way I practice medicine, the 

way I parent, and the way I view my most important 

relationships. 

A WELL-TIMED QUESTION

Mrs. Marilyn Love (name used with the patient’s 

permission), a mild-mannered, pleasant, 70-year-old 

woman, was in for a follow-up visit. She was doing 

well. No new problems. I was completing her encoun-

ter form and rising to escort her out of the room when 

she turned to me and said, “Now, Dr. Ellis, what can I 

do for you today?”

She waited expectantly as I tripped over my own 

thoughts. To say I don’t often get this kind of question 

from a patient would be an understatement. Even my 

best friends rarely ask me this. I wondered if it was ap-

parent I was struggling with something? And, if it was, 

might she have something to o� er?

Maybe she had read my mind, which was becoming 

increasingly overwhelmed with the challenges of raising 

four children between the ages of 10 and 16. I felt my 

wife and I were treading water to stay on top of their 

growing bodies, changing ways, and scary thinking.

Transitioning from the smartest dad in the world 

when they were in elementary school, to a complete 

dunce as they entered the worlds of middle school 

and high school, was tough for me. I didn’t have a 

clue how to relate to these creatures living in my 

house. I was struggling to understand where I might 

have gone wrong. What kinds of kids was I raising? 

How was I going to do it?  Was there even a right 

way?

“Umm… do you have any advice on raising teen-

agers?” I blurted out. Without hesitation, Mrs. Love 

nodded her head and confi dently replied, “Buy a ping 

pong table.”  

We laughed and talked a few minutes about how she 

and her teenage sons had played ping pong for hours at 

a time, sharing great fun and talks over the table. That 

evening, I mentioned the exchange to my wife, who 

was hesitant to give up her garage parking spot for a 

dinosaur that probably wouldn’t hold our kids’ interest 

more than a few days. I didn’t give our conversation 

much thought during the next several days.

FOLLOW-UP LETTER

A week later I received a hand-written note from 

Mrs. Love:

“Dr. Ellis:

These are a few things we did with our teenag-

ers that seemed to work. As I mentioned, the ping 

pong table. This was the best. Worked out a lot of 

tension. Did you ever play ring-around-the-table 

with a group? So much fun! If and when you have 

time, take each child out individually for a treat—ice 

cream, pizza, etc. Helps you focus on and pay atten-

tion to that child and hear what’s going on. Family 

bike rides. These were really great. We rode all over 

town, sometimes ending up at a pizza or burger place. 

Family movie night. Children can take turns choos-

ing the movie and pop some popcorn. No phones on! 

I’m sure you all have your own special things to do. I 

think your children are really lucky to have you 

for a father.”
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PONG PRINCIPLE

“ONCE IN A GREAT WHILE, THE EXAM TABLE TURNS
DURING A PATIENT ENCOUNTER, AND I FIND MYSELF

IN UNFAMILIAR TERRITORY.”



Butrans™ (buprenorphine) Transdermal System is indicated for the management of 
moderate to severe chronic pain in patients requiring a continuous, around-the-clock 
opioid analgesic for an extended period of time.

One Butrans —7days of analgesic delivery

  Butrans is a Schedule III, single-entity opioid analgesic

  Butrans 5 mcg/hour allows initiation in appropriate opioid-naïve patients

 •  Individually titrate the dose. Dose may be titrated to the next higher 

level after a minimum of 72 hours 

DOSAGE AND ADMINISTRATION

Apply Butrans to the upper outer arm, 
upper chest, upper back or the side 
of the chest. These four sites (each 
present on both sides of the body) 
provide 8 possible application sites. 
Rotate Butrans among the 8 described 
skin sites. After Butrans removal, wait a 
minimum of 21 days before reapplying 
to the same skin site.

Apply Butrans to a hairless or nearly 
hairless skin site. If none are available, 
the hair at the site should be clipped, 

not shaven. Do not apply Butrans to 
irritated skin. If the application site must 
be cleaned, clean the site with water 
only. Do not use soaps, alcohol, oils, 
lotions, or abrasive devices. Allow the 
skin to dry before applying Butrans.

If problems with adhesion of Butrans 
occur, the edges may be taped with 
fi rst aid tape. If Butrans falls off  during 
the 7 days dosing interval, dispose of 
the transdermal system properly and 
place a new Butrans on at a diff erent 
skin site.

WARNING: IMPORTANCE OF PROPER PATIENT SELECTION, POTENTIAL FOR ABUSE, AND LIMITATIONS OF USE

Proper Patient Selection
Butrans is a transdermal formulation of buprenorphine indicated for the management of moderate to severe chronic pain 
in patients requiring a continuous, around-the-clock opioid analgesic for an extended period of time. (1)

Potential for Abuse 
Butrans contains buprenorphine which is a mu opioid partial agonist and a Schedule III controlled substance. Butrans can 
be abused in a manner similar to other opioid agonists, legal or illicit. Consider the abuse potential when prescribing or 
dispensing Butrans in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, 
or diversion. (9) 

Persons at increased risk for opioid abuse include those with a personal or family history of substance abuse (including 
drug or alcohol abuse or addiction) or mental illness (eg, major depression). Assess patients for their clinical risks for opioid 
abuse or addiction prior to being prescribed opioids. Routinely monitor all patients receiving opioids for signs of misuse, 
abuse and addiction. (2.2)

Limitations of Use
Do not exceed a dose of one 20 mcg/hour Butrans system due to the risk of QTc interval prolongation. (2.3)

Avoid exposing the Butrans application site and surrounding area to direct external heat sources. Temperature-dependent 
increases in buprenorphine release from the system may result in overdose and death. (5.11) 

Parentheses refer to sections in the Full Prescribing Information.



Please read Brief Summary of Full Prescribing Information on the following pages. 
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 CONTRAINDICATIONS

•  Butrans is contraindicated in patients 
who have: signifi cant respiratory 
depression, severe bronchial asthma, 
or known hypersensitivity to any of 
its components or the active ingredient, 
buprenorphine. Butrans is contraindicated 
in patients who have or are suspected 
of having paralytic ileus

•  Butrans is also contraindicated in the 
management of: acute pain or in patients 
who require opioid analgesia for a short 
period of time, postoperative pain, mild 
pain, or intermittent pain (eg, use on an 
as-needed basis [prn])

WARNINGS AND PRECAUTIONS

•  Respiratory Depression
Respiratory depression is the chief 
hazard with Butrans. Use with extreme 
caution in patients at risk of respiratory 
depression 

•  CNS Depression
Butrans may cause somnolence, 
dizziness, alterations in judgment and 
alterations in levels of consciousness, 

  including coma. Use with caution in 
patients who are receiving other central 
nervous system (CNS) depressants. 
Additive CNS eff ects are expected when 
used with alcohol, benzodiazepines, 
other opioids, or illicit drugs 

•  QTc Prolongation
Avoid in patients with Long QT 
Syndrome, family history of Long QT 
Syndrome, or those taking Class IA or 
Class III antiarrhythmic medications

•  Head Injury
Butrans may worsen increased 
intracranial pressure and obscure its 
signs, such as level of consciousness 
or pupillary signs 

•  Hypotensive Effects
Butrans may cause severe hypotension. 
Use with caution in patients at increased 
risk of hypotension and in patients in 
circulatory shock 

•  Application Site Skin Reactions
In rare cases, severe application site 
skin reactions with signs of marked 

  infl ammation including “burn,” 
“discharge,” and “vesicles” have 
occurred

•  Anaphylactic/Allergic Reactions
Cases of acute and chronic 
hypersensitivity to buprenorphine 
have been reported both in clinical 
trials and in the post-marketing 
experience

•  Use in Pancreatic/Biliary 
Tract Disease and Other 
Gastrointestinal Conditions 
Use with caution in patients with 
biliary tract disease, including 
acute pancreatitis. Ileus may occur. 
Monitor for decreased bowel motility

  ADVERSE REACTIONS

•  Most common adverse reactions
(≥5%) included: nausea, headache, 
application site pruritus, dizziness, 
constipation, somnolence, vomiting, 
application site erythema, dry 
mouth, and application site rash

The fi rst 7-day analgesic delivered in 1 application



for transdermal administration
BRIEF SUMMARY OF PRESCRIBING INFORMATION  
(For complete details please see the full prescribing 
information and Medication Guide.)

WARNING: IMPORTANCE OF PROPER PATIENT 

SELECTION, POTENTIAL FOR ABUSE, AND 

LIMITATIONS OF USE
Proper Patient Selection
Butrans is a transdermal formulation of 
buprenorphine indicated for the management 
of moderate to severe chronic pain in patients 
requiring a continuous, around-the-clock opioid 
analgesic for an extended period of time. (1)
Potential for Abuse 
Butrans contains buprenorphine which is a 
mu opioid partial agonist and a Schedule III 
controlled substance.  Butrans can be abused 
in a manner similar to other opioid agonists, 
legal or illicit.  Consider the abuse potential 
when prescribing or dispensing Butrans in 
situations where the physician or pharmacist 
is concerned about an increased risk of misuse, 
abuse, or diversion. (9)
Persons at increased risk for opioid abuse 
include those with a personal or family history 
of substance abuse (including drug or alcohol 
abuse or addiction) or mental illness (e.g., 
major depression).  Assess patients for their 
clinical risks for opioid abuse or addiction prior 
to being prescribed opioids.  Routinely moni-
tor all patients receiving opioids for signs of 
misuse, abuse and addiction. (2.2)
Limitations of Use
Do not exceed a dose of one 20 mcg/hour 
Butrans system due to the risk of QTc interval 
prolongation. (2.3)
Avoid exposing the Butrans application site 
and surrounding area to direct external heat 
sources. Temperature-dependent increases 
in buprenorphine release from the system may 
result in overdose and death. (5.11) 

1 INDICATIONS AND USAGE
Butrans is indicated for the management of moderate 
to severe chronic pain in patients requiring a continu-
ous, around-the-clock opioid analgesic for an extended 
period of time.

4 CONTRAINDICATIONS
Butrans is contraindicated in:
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cor pulmonale 

t��PUIFS�SJTL�PG�TVCTUBOUJBMMZ�EFDSFBTFE�SFTQJSBUPSZ�SFTFSWF�
TVDI�BT�BTUINB�TFWFSF�PCFTJUZ�TMFFQ�BQOFB�NZYFEFNB�
DMJOJDBMMZ�TJHOJGJDBOU�LZQIPTDPMJPTJT�BOE�DFOUSBM�OFSWPVT�
TZTUFN�	$/4
�EFQSFTTJPO�

t�IZQPYJB�

t�IZQFSDBQOJB�

t�QSF�FYJTUJOH�SFTQJSBUPSZ�EFQSFTTJPO��

5.2 CNS Depression
#VUSBOT�NBZ� DBVTF� TPNOPMFODF� EJ[[JOFTT� BMUFSBUJPOT�
in judgment and alterations in levels of consciousness, 
including coma. 

5.3 Interactions with Alcohol, Central Nervous 

System Depressants, and Illicit Drugs
)ZQPUFOTJPO� QSPGPVOE� TFEBUJPO� DPNB� PS� SFTQJSBUPSZ�
EFQSFTTJPO�NBZ�SFTVMU� JG�#VUSBOT�JT�BEEFE�UP�B�SFHJNFO�
UIBU� JODMVEFT� PUIFS�$/4�EFQSFTTBOUT� 	F�H�� TFEBUJWFT�
BOYJPMZUJDT� IZQOPUJDT� OFVSPMFQUJDT�NVTDMF� SFMBYBOUT�
PUIFS� PQJPJET
�� � 5IFSFGPSF� VTF� DBVUJPO�XIFO�EFDJEJOH�
UP�JOJUJBUF�UIFSBQZ�XJUI�#VUSBOT�JO�QBUJFOUT�XIP�BSF�UBLJOH�
PUIFS�$/4�EFQSFTTBOUT���5BLF�JOUP�BDDPVOU�UIF�UZQFT�PG�
PUIFS�NFEJDBUJPOT�CFJOH� UBLFO� UIF�EVSBUJPO�PG� UIFSBQZ�
XJUI�UIFN�BOE�UIF�QBUJFOU�T�SFTQPOTF�UP�UIPTF�NFEJDJOFT�
including the degree of tolerance that has developed to 
$/4�EFQSFTTJPO�� �$POTJEFS� UIF�QBUJFOU�T�VTF� JG� BOZ�PG�
BMDPIPM�BOE�PS�JMMJDJU�ESVHT�UIBU�DBVTF�$/4�EFQSFTTJPO��*G�
UIF�EFDJTJPO�UP�CFHJO�#VUSBOT�JT�NBEF�TUBSU�XJUI�B�MPXFS�
Butrans dose than usual.

$POTJEFS�VTJOH�B�MPXFS�JOJUJBM�EPTF�PG�B�$/4�EFQSFTTBOU�
XIFO�HJWFO�UP�B�QBUJFOU�DVSSFOUMZ�UBLJOH�#VUSBOT�EVF�UP�UIF�
QPUFOUJBM�PG�BEEJUJWF�$/4�EFQSFTTBOU�FGGFDUT�

5.4 QTc Prolongation
"�QPTJUJWF�DPOUSPMMFE�TUVEZ�PG� UIF�FGGFDUT�PG�#VUSBOT�PO�
UIF�25D� JOUFSWBM� JO� IFBMUIZ� TVCKFDUT� EFNPOTUSBUFE� OP�
DMJOJDBMMZ�NFBOJOHGVM�FGGFDU�BU�B�#VUSBOT�EPTF�PG����NDH�
IPVS�� IPXFWFS� B�#VUSBOT�EPTF�PG� ���NDH�IPVS� 	HJWFO�
BT� UXP� #VUSBOT� ���NDH�IPVS� 5SBOTEFSNBM� 4ZTUFNT
�
XBT�PCTFSWFE� UP�QSPMPOH� UIF�25D� JOUFSWBM� <TFF�$MJOJDBM�
1IBSNBDPMPHZ�	����
>�� 
$POTJEFS� UIFTF�PCTFSWBUJPOT� JO�DMJOJDBM�EFDJTJPOT�XIFO�
QSFTDSJCJOH�#VUSBOT�UP�QBUJFOUT�XJUI�IZQPLBMFNJB�PS�DMJOJ-
DBMMZ�VOTUBCMF�DBSEJBD�EJTFBTF�JODMVEJOH��VOTUBCMF�BUSJBM�
GJCSJMMBUJPO�TZNQUPNBUJD�CSBEZDBSEJB�VOTUBCMF�DPOHFTUJWF�
IFBSU�GBJMVSF�PS�BDUJWF�NZPDBSEJBM�JTDIFNJB���"WPJE�UIF�VTF�
PG�#VUSBOT�JO�QBUJFOUT�XJUI�B�IJTUPSZ�PG�-POH�25�4ZOESPNF�PS�
BO�JNNFEJBUF�GBNJMZ�NFNCFS�XJUI�UIJT�DPOEJUJPO�PS�UIPTF�
UBLJOH�$MBTT�*"�BOUJBSSIZUINJD�NFEJDBUJPOT�	F�H��RVJOJEJOF�
QSPDBJOBNJEF�EJTPQZSBNJEF
�PS�$MBTT� ***�BOUJBSSIZUINJD�
medications (e.g., sotalol, amiodarone, dofetilide). 

5.5 Head Injury
5IF� SFTQJSBUPSZ�EFQSFTTBOU�FGGFDUT�PG�PQJPJET� JODMVEJOH�
#VUSBOT� JODMVEF� DBSCPO� EJPYJEF� SFUFOUJPO�XIJDI� DBO�
lead to an elevation of cerebrospinal fluid pressure.  This 
FGGFDU�NBZ�CF�FYBHHFSBUFE�JO�UIF�QSFTFODF�PG�IFBE�JOKVSZ�
intracranial lesions, or other sources of pre-existing 
JODSFBTFE� JOUSBDSBOJBM� QSFTTVSF�� �#VUSBOT�NBZ�QSPEVDF�
miosis that is independent of ambient light, and altered 
DPOTDJPVTOFTT�FJUIFS�PG�XIJDI�NBZ�PCTDVSF�OFVSPMPHJD�
TJHOT�BTTPDJBUFE�XJUI� JODSFBTFE� JOUSBDSBOJBM�QSFTTVSF� JO�
QFSTPOT�XJUI�IFBE�JOKVSJFT�

5.6 Hypotensive Effects
#VUSBOT�NBZ� DBVTF� TFWFSF� IZQPUFOTJPO�� � 5IFSF� JT� BO�
BEEFE�SJTL�UP�JOEJWJEVBMT�XIPTF�BCJMJUZ�UP�NBJOUBJO�CMPPE�
QSFTTVSF� IBT� CFFO� DPNQSPNJTFE�CZ� B� EFQMFUFE�CMPPE�
WPMVNF� PS� BGUFS� DPODVSSFOU� BENJOJTUSBUJPO�XJUI� ESVHT�

TVDI�BT�QIFOPUIJB[JOFT�PS�PUIFS�BHFOUT�XIJDI�DPNQSPNJTF�
WBTPNPUPS�UPOF���#VQSFOPSQIJOF�NBZ�QSPEVDF�PSUIPTUBUJD�
IZQPUFOTJPO�JO�BNCVMBUPSZ�QBUJFOUT��"ENJOJTUFS�#VUSBOT�XJUI�
DBVUJPO�UP�QBUJFOUT�JO�DJSDVMBUPSZ�TIPDL�TJODF�WBTPEJMBUJPO�
QSPEVDFE�CZ�UIF�ESVH�NBZ�GVSUIFS�SFEVDF�DBSEJBD�PVUQVU�
and blood pressure.

5.7 Misuse, Abuse, and Diversion of Opioids
Butrans contains buprenorphine, a partial agonist at the mu 
PQJPJE�SFDFQUPS�BOE�B�4DIFEVMF�***�DPOUSPMMFE�TVCTUBODF��
Opioid agonists have potential for being abused, are sought 
CZ�ESVH�BCVTFST�BOE�QFPQMF�XJUI�BEEJDUJPO�EJTPSEFST�BOE�
are subject to criminal diversion.

Butrans can be abused in a manner similar to other opioid 
BHPOJTUT�MFHBM�PS�JMMJDJU��$POTJEFS�UIJT�QPUFOUJBM�GPS�BCVTF�
XIFO� QSFTDSJCJOH� PS� EJTQFOTJOH�#VUSBOT� JO� TJUVBUJPOT�
XIFSF�UIF�QSFTDSJCFS�PS�QIBSNBDJTU�JT�DPODFSOFE�BCPVU�BO�
increased risk of misuse, abuse, or diversion. Monitor all 
patients receiving opioids for signs of abuse, misuse, and 
addiction. Furthermore, assess patients for their potential 
GPS�PQJPJE�BCVTF�QSJPS�UP�CFJOH�QSFTDSJCFE�PQJPJE�UIFSBQZ��
Persons at increased risk for opioid abuse include those 
XJUI� B� QFSTPOBM� PS� GBNJMZ� IJTUPSZ� PG� TVCTUBODF� BCVTF�
(including drug or alcohol abuse) or mental illness (e.g., 
EFQSFTTJPO
��0QJPJET�NBZ�TUJMM�CF�BQQSPQSJBUF�GPS�VTF�JO�
UIFTF�QBUJFOUT��IPXFWFS�UIFZ�XJMM�SFRVJSF�JOUFOTJWF�NPOJUPS-
ing for signs of abuse.

/PUXJUITUBOEJOH� DPODFSOT� BCPVU� BCVTF� BEEJDUJPO� BOE�
EJWFSTJPO�QSPWJEF�QSPQFS�NBOBHFNFOU�PG�QBJO��)PXFWFS�
BMM� QBUJFOUT� USFBUFE�XJUI�PQJPJE� BHPOJTUT� SFRVJSF� DBSFGVM�
monitoring for signs of abuse and addiction, since use 
of opioid agonist analgesic products carries the risk of 
addiction even under appropriate medical use [see Drug 
"CVTF�BOE�%FQFOEFODF�	���
>.  Data are not available to 
FTUBCMJTI�UIF�USVF�JODJEFODF�PG�BEEJDUJPO�JO�QBUJFOUT�XJUI�
DISPOJD�QBJO�USFBUFE�XJUI�PQJPJET�

Abuse of Butrans poses a significant risk to the abuser that 
DPVME�QPUFOUJBMMZ� SFTVMU� JO�PWFSEPTF�PS�EFBUI� [see Drug 
Abuse and Dependence (9)].
$POUBDU�ZPVS�TUBUF�QSPGFTTJPOBM� MJDFOTJOH�CPBSE�PS�TUBUF�
DPOUSPMMFE�TVCTUBODFT�BVUIPSJUZ�GPS�JOGPSNBUJPO�PO�IPX�UP�
prevent and detect abuse or diversion of this product.

5.8 Hepatotoxicity
Although not observed in Butrans chronic pain clinical tri-
BMT�DBTFT�PG�DZUPMZUJD�IFQBUJUJT�BOE�IFQBUJUJT�XJUI�KBVOEJDF�
have been observed in individuals receiving sublingual 
buprenorphine for the treatment of opioid dependence, both 
in clinical trials and through post-marketing adverse event 
reports.  The spectrum of abnormalities ranges from tran-
TJFOU�BTZNQUPNBUJD�FMFWBUJPOT�JO�IFQBUJD�USBOTBNJOBTFT�UP�
case reports of hepatic failure, hepatic necrosis, hepatorenal 
TZOESPNF�BOE�IFQBUJD�FODFQIBMPQBUIZ���*O�NBOZ�DBTFT�
UIF�QSFTFODF�PG�QSF�FYJTUJOH�MJWFS�FO[ZNF�BCOPSNBMJUJFT�
JOGFDUJPO�XJUI�IFQBUJUJT�#�PS�IFQBUJUJT�$�WJSVT�DPODPNJUBOU�
VTBHF�PG�PUIFS�QPUFOUJBMMZ�IFQBUPUPYJD�ESVHT�BOE�POHP-
JOH�JOKFDUJPO�ESVH�BCVTF�NBZ�IBWF�QMBZFE�B�DBVTBUJWF�PS�
DPOUSJCVUPSZ�SPMF�� � *O�PUIFS�DBTFT� JOTVGGJDJFOU�EBUB�XFSF�
BWBJMBCMF� UP�EFUFSNJOF� UIF� FUJPMPHZ�PG� UIF� BCOPSNBMJUZ���
5IF�QPTTJCJMJUZ�FYJTUT�UIBU�CVQSFOPSQIJOF�IBE�B�DBVTBUJWF�
PS� DPOUSJCVUPSZ� SPMF� JO� UIF�EFWFMPQNFOU� PG� UIF� IFQBUJD�
BCOPSNBMJUZ�JO�TPNF�DBTFT��'PS�QBUJFOUT�BU�JODSFBTFE�SJTL�
PG�IFQBUPUPYJDJUZ�	F�H��QBUJFOUT�XJUI�B�IJTUPSZ�PG�FYDFTTJWF�
alcohol intake, intravenous drug abuse or liver disease), 
baseline and periodic monitoring of liver function during 
USFBUNFOU�XJUI�#VUSBOT�JT�SFDPNNFOEFE���"�CJPMPHJDBM�BOE�
FUJPMPHJDBM� FWBMVBUJPO� JT� SFDPNNFOEFE�XIFO� B�IFQBUJD�
event is suspected.

5.9 Application Site Skin Reactions
*O�SBSF�DBTFT�TFWFSF�BQQMJDBUJPO�TJUF�TLJO�SFBDUJPOT�XJUI�
signs of marked inflammation including “burn,” “dis-
charge,” and “vesicles” have occurred. Time of onset 
WBSJFT�SBOHJOH�GSPN�EBZT�UP�NPOUIT�GPMMPXJOH�UIF�JOJUJBUJPO�
PG�#VUSBOT�USFBUNFOU���*OTUSVDU�QBUJFOUT�UP�QSPNQUMZ�SFQPSU�
the development of severe application site reactions and 
EJTDPOUJOVF�UIFSBQZ�

5.10 Anaphylactic/Allergic Reactions 
$BTFT�PG�BDVUF�BOE�DISPOJD�IZQFSTFOTJUJWJUZ�UP�CVQSFOPS-
phine have been reported both in clinical trials and in the 



post-marketing experience.  The most common signs and 
TZNQUPNT� JODMVEF� SBTIFT�IJWFT�BOE�QSVSJUVT�� �$BTFT�PG�
CSPODIPTQBTN� BOHJPOFVSPUJD� FEFNB� BOE� BOBQIZMBDUJD�
TIPDL�IBWF�CFFO�SFQPSUFE���"�IJTUPSZ�PG�IZQFSTFOTJUJWJUZ�UP�
buprenorphine is a contraindication to the use of Butrans. 

5.11 Application of External Heat
Advise patients and their caregivers to avoid exposing the 
Butrans application site and surrounding area to direct 
external heat sources, such as heating pads or electric 
blankets, heat or tanning lamps, saunas, hot tubs, and 
IFBUFE�XBUFS�CFET�FUD��XIJMF�XFBSJOH�UIF�TZTUFN�CFDBVTF�
BO�JODSFBTF�JO�BCTPSQUJPO�PG�CVQSFOPSQIJOF�NBZ�PDDVS�[see 
$MJOJDBM� 1IBSNBDPMPHZ� 	����
>� Advise patients against 
exposure of the Butrans application site and surrounding 
BSFB�UP�IPU�XBUFS�PS�QSPMPOHFE�FYQPTVSF�UP�EJSFDU�TVOMJHIU��
There is a potential for temperature-dependent increases in 
CVQSFOPSQIJOF�SFMFBTFE�GSPN�UIF�TZTUFN�SFTVMUJOH�JO�QPTTJCMF�
overdose and death.   

5.12 Patients with Fever
1BUJFOUT�XFBSJOH�#VUSBOT� TZTUFNT�XIP�EFWFMPQ� GFWFS� PS�
JODSFBTFE�DPSF�CPEZ�UFNQFSBUVSF�EVF�UP�TUSFOVPVT�FYFSUJPO�
should be monitored for opioid side effects and the Butrans 
EPTF� TIPVME�CF� BEKVTUFE� JG� OFDFTTBSZ� [see Dosage and 
"ENJOJTUSBUJPO�	���
>��

5.13 Driving and Operating Machinery
#VUSBOT�NBZ�JNQBJS�UIF�NFOUBM�BOE�QIZTJDBM�BCJMJUJFT�OFFEFE�
UP�QFSGPSN�QPUFOUJBMMZ�IB[BSEPVT�BDUJWJUJFT�TVDI�BT�ESJWJOH�B�
DBS�PS�PQFSBUJOH�NBDIJOFSZ��$BVUJPO�QBUJFOUT�BDDPSEJOHMZ��

5.14 Seizures
#VUSBOT�BT�XJUI�PUIFS�PQJPJET�NBZ�BHHSBWBUF�TFJ[VSF�EJTPS-
EFST�NBZ�MPXFS�TFJ[VSF�UISFTIPME�BOE�UIFSFGPSF�NBZ�JOEVDF�
TFJ[VSFT�JO�TPNF�DMJOJDBM�TFUUJOHT��6TF�#VUSBOT�XJUI�DBVUJPO�
JO�QBUJFOUT�XJUI�B�IJTUPSZ�PG�TFJ[VSF�EJTPSEFST�

5.15 Special Risk Groups
6TF�#VUSBOT�XJUI�DBVUJPO�JO�UIF�GPMMPXJOH�DPOEJUJPOT�EVF�
to increased risk of adverse reactions: alcoholism; delirium 
USFNFOT�� BESFOPDPSUJDBM� JOTVGGJDJFODZ��$/4�EFQSFTTJPO��
EFCJMJUBUJPO��LZQIPTDPMJPTJT�BTTPDJBUFE�XJUI�SFTQJSBUPSZ�DPN-
QSPNJTF��NZYFEFNB�PS�IZQPUIZSPJEJTN��QSPTUBUJD�IZQFSUSPQIZ�
PS�VSFUISBM�TUSJDUVSF��TFWFSF�JNQBJSNFOU�PG�IFQBUJD�QVMNPOBSZ�
PS�SFOBM�GVODUJPO��BOE�UPYJD�QTZDIPTJT�

5.16 Use in Pancreatic/Biliary Tract Disease and Other 

Gastrointestinal Conditions
#VUSBOT�NBZ�DBVTF�TQBTN�PG� UIF�TQIJODUFS�PG�0EEJ��6TF�
XJUI�DBVUJPO�JO�QBUJFOUT�XJUI�CJMJBSZ�USBDU�EJTFBTF�JODMVEJOH�
BDVUF�QBODSFBUJUJT���0QJPJET�JODMVEJOH�#VUSBOT�NBZ�DBVTF�
JODSFBTFE�TFSVN�BNZMBTF�

5IF�BENJOJTUSBUJPO�PG�#VUSBOT�NBZ�PCTDVSF�UIF�EJBHOPTJT�
PS�DMJOJDBM�DPVSTF�JO�QBUJFOUT�XJUI�BDVUF�BCEPNJOBM�DPOEJ-
UJPOT��6TF�#VUSBOT�XJUI�DBVUJPO�JO�QBUJFOUT�XIP�BSF�BU�SJTL�
of developing ileus.

5.17 Use in Addiction Treatment
Butrans has not been studied and is not approved for use in 
the management of addictive disorders.  

5.18 MAO Inhibitors 
#VUSBOT�JT�OPU�SFDPNNFOEFE�GPS�VTF�JO�QBUJFOUT�XIP�IBWF�
SFDFJWFE�."0� JOIJCJUPST�XJUIJO����EBZT�CFDBVTF�TFWFSF�
BOE�VOQSFEJDUBCMF�QPUFOUJBUJPO�CZ�."0�JOIJCJUPST�IBT�CFFO�
SFQPSUFE�XJUI�PQJPJE�BOBMHFTJDT��

6 ADVERSE REACTIONS
5IF�GPMMPXJOH�BEWFSTF�SFBDUJPOT�EFTDSJCFE�FMTFXIFSF�JO�UIF�
labeling include:

t��3FTQJSBUPSZ�%FQSFTTJPO�[see Warnings and Precautions 
	���
>
t�$/4�%FQSFTTJPO�<TFF�8BSOJOHT�BOE�1SFDBVUJPOT�	���
>
t�25D�1SPMPOHBUJPO�<TFF�8BSOJOHT�BOE�1SFDBVUJPOT�	���
>
t��)ZQPUFOTJWF� &GGFDUT� [see Warnings and Precautions 

(5.6)]
t��"QQMJDBUJPO� 4JUF� 4LJO� 3FBDUJPOT� [see Warnings and 

Precautions (5.9)]
t��"OBQIZMBDUJD�"MMFSHJD� 3FBDUJPOT� [see Warnings and 
1SFDBVUJPOT�	����
>
t�4FJ[VSFT�<TFF�8BSOJOHT�BOE�1SFDBVUJPOT�	����
>

6.1 Clinical Trial Experience
#FDBVTF�DMJOJDBM�USJBMT�BSF�DPOEVDUFE�VOEFS�XJEFMZ�WBSZJOH�
conditions, adverse reaction rates observed in the clinical 
USJBMT�PG�B�ESVH�DBOOPU�CF�EJSFDUMZ�DPNQBSFE�UP�SBUFT�JO�UIF�
DMJOJDBM�USJBMT�PG�BOPUIFS�ESVH�BOE�NBZ�OPU�SFGMFDU�UIF�SBUFT�
observed in practice.

"�UPUBM�PG������QBUJFOUT�XFSF�USFBUFE�XJUI�#VUSBOT�JO�DPOUSPMMFE�
BOE�PQFO�MBCFM�DISPOJD�QBJO�DMJOJDBM�USJBMT���/JOF�IVOESFE�
UXFOUZ�GPVS� TVCKFDUT�XFSF� USFBUFE� GPS� BQQSPYJNBUFMZ� TJY�
NPOUIT�BOE�����TVCKFDUT�XFSF� USFBUFE� GPS�BQQSPYJNBUFMZ�
POF�ZFBS��5IF�DMJOJDBM�USJBM�QPQVMBUJPO�DPOTJTUFE�PG�QBUJFOUT�
XJUI�QFSTJTUFOU�NPEFSBUF�UP�TFWFSF�QBJO����

The most common adverse reactions (r��
� SFQPSUFE�CZ�
QBUJFOUT�JO�DMJOJDBM�USJBMT�DPNQBSJOH�#VUSBOT����PS����NDH�
IPVS� UP� QMBDFCP� BSF� TIPXO� JO� 5BCMFT��� BOE� DPNQBSJOH�
#VUSBOT����NDH�IPVS� UP�#VUSBOT���NDH�IPVS� BSF� TIPXO�
JO�5BCMF���CFMPX�

Table 2: Adverse Events Reported in r 5% of Patients 
during the Open-Label Titration Period and Double-
Blind Treatment Period: Opioid-Naïve Patients 

  Open-Label Double-Blind 
  Titration Period  Treatment Period

  Butrans Butrans      Placebo

MedDRA   (N = 1024) (N = 256) (N = 283)
Preferred Term 

Nausea   23% 13% 11%

Dizziness  10% 4% 1%

Headache   10% 5% 5%

Application site 8% 4% 7% 

pruritus 

Somnolence   8% 2% 2%

Vomiting   8% 4% 2%

Constipation  7% 4% 1%

Table 3: Adverse Events Reported in r 5% of 

Patients during the Open-Label Titration Period and 

Double-Blind Treatment Period: Opioid-Experienced 

Patients

 Open-Label Double-Blind
 Titration Period Treatment Period

 Butrans Butrans 20     Butrans 5 

MedDRA  (N = 1160) (N = 219)    (N = 221)
Preferred Term 

Nausea 15% 12% 8%

Headache 11% 11% 5%

Application site 9% 13% 5% 
pruritus 

Somnolence 6% 5% 2%

Vomiting 5% 5% 2%

Dizziness 5% 5% 2%

Constipation 4% 6% 3%

Application site 3% 10% 5% 
erythema 

Application 3% 9% 6% 
site rash 

Application 2% 5% 3% 
site irritation  

5IF�GPMMPXJOH�UBCMF�MJTUT�BEWFSTF�FWFOUT�UIBU�XFSF�SFQPSUFE�
JO�BU�MFBTU������PG�QBUJFOUT�JO�GPVS�QMBDFCP�BDUJWF�DPOUSPMMFE�
titration-to-effect trials.

Table 4: Adverse Events Reported in Titration-to-
Effect Placebo/Active-Controlled Clinical Trials with
Incidence r2% 

MedDRA Preferred 
Term

Butrans  
(N = 
392)

Placebo 
(N = 
261)

Nausea 23% 8%

Dizziness 16% 8%

Headache 16% 11%

Application site 
pruritus

15% 12%

Constipation 14% 5%

Somnolence 14% 5%

Vomiting 11% 2%

Peripheral edema 7% 3%

Dry mouth 7% 2%

Application site 
erythema

7% 2%

Application site rash 6% 6%

Fatigue 5% 1%

Hyperhidrosis 4% 1%

Pruritus 4% 1%

Fall 4% 2%

Diarrhea 3% 2%

Pain in extremity 3% 2%

Insomnia 3% 2%

Dyspnea 3% 1%

Dyspepsia 3% 3%

Urinary tract infection 3% 2%

Back pain 3% 2%

Joint swelling 3% 1%

Hypoesthesia 2% 1%

Arthralgia 2% 2%

Stomach discomfort 2% 1%

Rash 2% 1%

Anorexia 2% 1%

Paraesthesia 2% 1%

Tremor 2% <1%

Confusional State 2% 3%

The adverse events seen in controlled and open-label 
TUVEJFT� BSF� QSFTFOUFE� CFMPX� JO� UIF� GPMMPXJOH�NBOOFS��
most common (r5%), common (r��������
�BOE�MFTT
DPNNPO�	���
��

The most common adverse events (r��
� SFQPSUFE� CZ�
QBUJFOUT�USFBUFE�XJUI�#VUSBOT�JO�UIF�DMJOJDBM�USJBMT�XFSF�OBVTFB�
IFBEBDIF�BQQMJDBUJPO�TJUF�QSVSJUVT�EJ[[JOFTT�DPOTUJQBUJPO�
TPNOPMFODF�WPNJUJOH�BQQMJDBUJPO�TJUF�FSZUIFNB�ESZ�NPVUI�
and application site rash. 

The common (r���UP����
�BEWFSTF�FWFOUT�SFQPSUFE�CZ
QBUJFOUT�USFBUFE�XJUI�#VUSBOT�JO�UIF�DMJOJDBM�USJBMT�PSHBOJ[FE�
CZ�.FE%3"�	.FEJDBM�%JDUJPOBSZ�GPS�3FHVMBUPSZ�"DUJWJUJFT

4ZTUFN�0SHBO�$MBTT�XFSF��

Gastrointestinal disorders:�EJBSSIFB�EZTQFQTJB�BOE�VQQFS
abdominal pain 

General disorders and administration site conditions: fatigue, 
QFSJQIFSBM�FEFNB�BQQMJDBUJPO�TJUF�JSSJUBUJPO�QBJO�QZSFYJB�
chest pain, and asthenia 

*OGFDUJPOT� BOE� JOGFTUBUJPOT�� VSJOBSZ� USBDU� JOGFDUJPO� VQQFS
SFTQJSBUPSZ� USBDU� JOGFDUJPO� OBTPQIBSZOHJUJT� JOGMVFO[B
sinusitis, and bronchitis 

*OKVSZ�QPJTPOJOH�BOE�QSPDFEVSBM�DPNQMJDBUJPOT� fall 



Metabolism and nutrition disorders: anorexia

Musculoskeletal and connective tissue disorders: back pain, 
BSUISBMHJB�QBJO�JO�FYUSFNJUZ�NVTDMF�TQBTNT�NVTDVMPTLFM-
FUBM�QBJO�KPJOU�TXFMMJOH�OFDL�QBJO�BOE�NZBMHJB�

/FSWPVT�TZTUFN�EJTPSEFST��IZQPFTUIFTJB�USFNPS�NJHSBJOF�
and paresthesia 

1TZDIJBUSJD�EJTPSEFST��JOTPNOJB�BOYJFUZ�BOE�EFQSFTTJPO
3FTQJSBUPSZ�UIPSBDJD�BOE�NFEJBTUJOBM�EJTPSEFST��EZTQOFB�
QIBSZOHPMBSZOHFBM�QBJO�BOE�DPVHI

4LJO�BOE�TVCDVUBOFPVT�UJTTVF�EJTPSEFST��QSVSJUVT�IZQFS-
IJESPTJT�SBTI�BOE�HFOFSBMJ[FE�QSVSJUVT�

Vascular disorders:�IZQFSUFOTJPO
0UIFS�MFTT�DPNNPO�BEWFSTF�FWFOUT�JODMVEJOH�UIPTF�LOPXO�
UP�PDDVS�XJUI�PQJPJE�USFBUNFOU�UIBU�XFSF�TFFO�JO�����PG�
UIF�QBUJFOUT�JO�UIF�#VUSBOT�USJBMT�JODMVEF�UIF�GPMMPXJOH�JO�
alphabetical order: 

"CEPNJOBM�EJTUFOUJPO�BCEPNJOBM�QBJO�BDDJEFOUBM�JOKVSZ�
BGGFDU�MBCJMJUZ�BHJUBUJPO�BMBOJOF�BNJOPUSBOTGFSBTF�JODSFBTFE�
BOHJOB� QFDUPSJT� BOHJPFEFNB� BQBUIZ� BQQMJDBUJPO� TJUF�
EFSNBUJUJT�BTUINB�BHHSBWBUFE�CSBEZDBSEJB�DIJMMT�DPO-
fusional state, contact dermatitis, coordination abnormal, 
EFIZESBUJPO�EFQSFTTFE�MFWFM�PG�DPOTDJPVTOFTT�EFQSFTTFE�
NPPE�EFQFSTPOBMJ[BUJPO� EJTPSJFOUBUJPO� EJTUVSCBODF� JO�
BUUFOUJPO�EJWFSUJDVMJUJT�ESVH�IZQFSTFOTJUJWJUZ�ESVH�XJUI-
ESBXBM�TZOESPNF�ESZ�FZF�ESZ�TLJO�EZTBSUISJB�EZTHFVTJB�
EZTNFOPSSIFB�EZTQIBHJB�FVQIPSJD�NPPE�GBDF�FEFNB�
flatulence, flushing, gait disturbance, hallucination, hiccups, 
IPU�GMVTI�IZQFSWFOUJMBUJPO�IZQPUFOTJPO�IZQPWFOUJMBUJPO�
ileus, insomnia, libido decreased, loss of consciousness, 
NBMBJTF�NFNPSZ�JNQBJSNFOU�NFOUBM�JNQBJSNFOU�NFOUBM�
TUBUVT�DIBOHFT�NJPTJT�NVTDMF�XFBLOFTT�OFSWPVTOFTT�
OJHIUNBSF�PSUIPTUBUJD�IZQPUFOTJPO�QBMQJUBUJPOT�QTZDIPUJD�
EJTPSEFS� SFTQJSBUJPO� BCOPSNBM� SFTQJSBUPSZ� EFQSFTTJPO�
SFTQJSBUPSZ�EJTUSFTT�SFTQJSBUPSZ�GBJMVSF�SFTUMFTTOFTT�SIJOJUJT�
TFEBUJPO�TFYVBM�EZTGVODUJPO�TZODPQF�UBDIZDBSEJB�UJOOJUVT�
VSJOBSZ�IFTJUBUJPO�VSJOBSZ�JODPOUJOFODF�VSJOBSZ�SFUFOUJPO�
urticaria, vasodilatation, vertigo, vision blurred, visual 
EJTUVSCBODF�XFJHIU�EFDSFBTFE�BOE�XIFF[JOH�

7 DRUG INTERACTIONS
7.1 Metabolic Drug Interactions
$:1�"��*OIJCJUPST

$P�BENJOJTUSBUJPO� PG� LFUPDPOB[PMF� B� TUSPOH�$:1�"��
JOIJCJUPS�XJUI�#VUSBOT�EJE�OPU�IBWF�BOZ�FGGFDU�PO�$max 
BOE�"6$�PG�CVQSFOPSQIJOF��#BTFE�PO� UIJT�PCTFSWBUJPO�
pharmacokinetics of Butrans is not expected to be affected 
CZ�DP�BENJOJTUSBUJPO�PG�$:1�"��JOIJCJUPST��

)PXFWFS�DFSUBJO�QSPUFBTF� JOIJCJUPST� 	1*T
�XJUI�$:1�"��
JOIJCJUPSZ� BDUJWJUZ� TVDI� BT� BUB[BOBWJS� BOE� BUB[BOBWJS�
ritonavir resulted in elevated levels of buprenorphine and 
OPSCVQSFOPSQIJOF�GPMMPXJOH�TVCMJOHVBM�BENJOJTUSBUJPO�PG�
CVQSFOPSQIJOF�BOE�OBMPYPOF��1BUJFOUT�JO�UIJT�TUVEZ�SFQPSUFE�
JODSFBTFE�TFEBUJPO�BOE�TZNQUPNT�PG�PQJBUF�FYDFTT�IBWF�
been found in post-marketing reports of patients receiving 
TVCMJOHVBM�CVQSFOPSQIJOF�BOE�BUB[BOBWJS�XJUI�BOE�XJUIPVU�
SJUPOBWJS�DPODPNJUBOUMZ��*U�TIPVME�CF�OPUFE�UIBU�BUB[BOBWJS�
JT� CPUI� B�$:1�"��BOE�6(5�"�� JOIJCJUPS��"T� TVDI� UIF�
ESVH�ESVH� JOUFSBDUJPO� QPUFOUJBM� GPS� CVQSFOPSQIJOF�XJUI�
$:1�"��JOIJCJUPST�JT�MJLFMZ�UP�CF�EFQFOEFOU�PO�UIF�SPVUF�PG�
BENJOJTUSBUJPO�BT�XFMM�BT�UIF�TQFDJGJDJUZ�PG�FO[ZNF�JOIJCJUJPO�
<TFF�$MJOJDBM�1IBSNBDPMPHZ�	����
>�
$:1�"��*OEVDFST�

5IF� JOUFSBDUJPO� CFUXFFO� CVQSFOPSQIJOF� BOE�$:1�"��
FO[ZNF� JOEVDFST� IBT� OPU� CFFO� TUVEJFE�� UIFSFGPSF� JU� JT�
SFDPNNFOEFE�UIBU�QBUJFOUT�SFDFJWJOH�#VUSBOT�CF�DMPTFMZ�
NPOJUPSFE�GPS�SFEVDFE�FGGJDBDZ�JG�JOEVDFST�PG�$:1�"��	F�H��
QIFOPCBSCJUBM� DBSCBNB[FQJOF�QIFOZUPJO� SJGBNQJO
� BSF�
co-administered <TFF�$MJOJDBM�1IBSNBDPMPHZ�	����
>�

7.2 Non-Metabolic Drug Interactions
#FO[PEJB[FQJOFT

There have been a number of reports regarding coma 
BOE�EFBUI�BTTPDJBUFE�XJUI�UIF�NJTVTF�BOE�BCVTF�PG� UIF�
DPNCJOBUJPO�PG�CVQSFOPSQIJOF�BOE�CFO[PEJB[FQJOFT���*O�
NBOZ�CVU�OPU�BMM�PG�UIFTF�DBTFT�CVQSFOPSQIJOF�XBT�NJT-
VTFE�CZ�TFMG�JOKFDUJPO�PG�DSVTIFE�CVQSFOPSQIJOF�UBCMFUT���
1SFDMJOJDBM� TUVEJFT�IBWF�TIPXO� UIBU� UIF�DPNCJOBUJPO�PG�
CFO[PEJB[FQJOFT� BOE� CVQSFOPSQIJOF� BMUFSFE� UIF� VTVBM�
DFJMJOH� FGGFDU� PO� CVQSFOPSQIJOF�JOEVDFE� SFTQJSBUPSZ�

EFQSFTTJPO�NBLJOH�UIF�SFTQJSBUPSZ�FGGFDUT�PG�CVQSFOPSQIJOF�
appear similar to those of full opioid agonists.  Prescribe 
#VUSBOT�XJUI�DBVUJPO� UP�QBUJFOUT� UBLJOH�CFO[PEJB[FQJOFT�
PS� PUIFS� ESVHT� UIBU� BDU� PO� UIF� DFOUSBM� OFSWPVT� TZTUFN�
SFHBSEMFTT� PG� XIFUIFS� UIFTF� ESVHT� BSF� UBLFO� PO� UIF�
BEWJDF�PG�B�QIZTJDJBO�PS�BSF�CFJOH�BCVTFE�NJTVTFE��8BSO�
QBUJFOUT�UIBU�JU�JT�FYUSFNFMZ�EBOHFSPVT�UP�TFMG�BENJOJTUFS�
CFO[PEJB[FQJOFT�XIJMF�UBLJOH�#VUSBOT�BOE�DBVUJPO�QBUJFOUT�
UP�VTF�CFO[PEJB[FQJOFT�DPODVSSFOUMZ�XJUI�#VUSBOT�POMZ�BT�
EJSFDUFE�CZ�UIFJS�QIZTJDJBO�

4LFMFUBM�.VTDMF�3FMBYBOUT

#VUSBOT�MJLF�PUIFS�PQJPJET�NBZ�JOUFSBDU�XJUI�TLFMFUBM�NVTDMF�
relaxants to enhance neuromuscular blocking action and 
JODSFBTF�SFTQJSBUPSZ�EFQSFTTJPO��

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
1SFHOBODZ�$BUFHPSZ�$��

5IFSF�BSF�OP�BEFRVBUF�BOE�XFMM�DPOUSPMMFE�TUVEJFT�XJUI�
#VUSBOT� JO� QSFHOBOU�XPNFO�� #VUSBOT� TIPVME� CF� VTFE�
EVSJOH�QSFHOBODZ� POMZ� JG� UIF� QPUFOUJBM� CFOFGJU� KVTUJGJFT�
UIF�QPUFOUJBM�SJTL�UP�UIF�NPUIFS�BOE�UIF�GFUVT�� *O�BOJNBM�
studies, buprenorphine caused an increase in the number 
PG� TUJMMCPSO� PGGTQSJOH� SFEVDFE� MJUUFS� TJ[F� BOE� SFEVDFE�
PGGTQSJOH�HSPXUI�JO�SBUT�BU�NBUFSOBM�FYQPTVSF�MFWFMT�UIBU�
XFSF�BQQSPYJNBUFMZ����UJNFT�UIBU�PG�IVNBO�TVCKFDUT�XIP�
SFDFJWFE�POF�#VUSBOT����NDH�IPVS�UIF�NBYJNVN�SFDPN-
mended human dose (MRHD). 

5FSBUPHFOJD�&GGFDUT�

4UVEJFT�JO�SBUT�BOE�SBCCJUT�EFNPOTUSBUFE�OP�FWJEFODF�PG�
UFSBUPHFOJDJUZ� GPMMPXJOH�#VUSBOT� PS� TVCDVUBOFPVT� 	4$
�
administration of buprenorphine during the period of 
NBKPS�PSHBOPHFOFTJT��3BUT�XFSF�BENJOJTUFSFE�VQ�UP�POF�
#VUSBOT����NDH�IPVS�FWFSZ���EBZT�	HFTUBUJPO�EBZT�����
�������
�PS� SFDFJWFE�EBJMZ�4$�CVQSFOPSQIJOF�VQ� UP���
NH�LH�	HFTUBUJPO�EBZT�����
���3BCCJUT�XFSF�BENJOJTUFSFE�
GPVS�#VUSBOT����NDH�IPVS�FWFSZ���EBZT�	HFTUBUJPO�EBZT���
���������������
�PS�SFDFJWFE�EBJMZ�4$�CVQSFOPSQIJOF�
VQ�UP���NH�LH�	HFTUBUJPO�EBZT�����
���/P�UFSBUPHFOJDJUZ�
XBT�PCTFSWFE�BU�BOZ�EPTF��"SFB�VOEFS� UIF�DVSWF�	"6$
�
WBMVFT�GPS�CVQSFOPSQIJOF�XJUI�#VUSBOT�BQQMJDBUJPO�BOE�4$�
JOKFDUJPO�XFSF�BQQSPYJNBUFMZ�����BOE�����UJNFT�UIBU�PG�
IVNBO�TVCKFDUT�XIP�SFDFJWFE�UIF�.3)%�PG�POF�#VUSBOT�
���NDH�IPVS��

/PO�5FSBUPHFOJD�&GGFDUT

*O�B�QFSJ��BOE�QPTU�OBUBM�TUVEZ�DPOEVDUFE�JO�QSFHOBOU�BOE�
lactating rats, administration of buprenorphine either as 
#VUSBOT�PS�4$�CVQSFOPSQIJOF�XBT�BTTPDJBUFE�XJUI�UPYJDJUZ�
UP�PGGTQSJOH��#VQSFOPSQIJOF�XBT�QSFTFOU�JO�NBUFSOBM�NJML���
1SFHOBOU�SBUT�XFSF�BENJOJTUFSFE�����PG�POF�#VUSBOT���NDH�
IPVS�FWFSZ���EBZT�PS�SFDFJWFE�EBJMZ�4$�CVQSFOPSQIJOF�BU�
EPTFT�PG�����������PS���NH�LH�GSPN�HFTUBUJPO�EBZ���UP�
MBDUBUJPO�EBZ����	XFBOJOH
��"ENJOJTUSBUJPO�PG�#VUSBOT�PS�4$�
CVQSFOPSQIJOF�BU�����PS���NH�LH�DBVTFE�NBUFSOBM�UPYJDJUZ�
and an increase in the number of stillborns, reduced litter 
TJ[F�BOE�SFEVDFE�PGGTQSJOH�HSPXUI�BU�NBUFSOBM�FYQPTVSF�
MFWFMT� UIBU�XFSF� BQQSPYJNBUFMZ���� UJNFT� UIBU� PG� IVNBO�
TVCKFDUT�XIP�SFDFJWFE�UIF�.3)%�PG�POF�#VUSBOT����NDH�
IPVS��.BUFSOBM�UPYJDJUZ�XBT�BMTP�PCTFSWFE�BU�UIF�OP�PCTFSWFE�
BEWFSTF�FGGFDU�MFWFM�	/0"&-
�GPS�PGGTQSJOH�

8.2 Labor and Delivery
5IF�TBGFUZ�PG�#VUSBOT�HJWFO�EVSJOH�MBCPS�BOE�EFMJWFSZ�IBT�
not been established.

0QJPJET�DSPTT�UIF�QMBDFOUB�BOE�NBZ�QSPEVDF�SFTQJSBUPSZ�
EFQSFTTJPO� BOE�QTZDIPQIZTJPMPHJD� FGGFDUT� JO� OFPOBUFT��
#VUSBOT�JT�OPU�SFDPNNFOEFE�GPS�VTF�JO�XPNFO�JNNFEJBUFMZ�
QSJPS�UP�BOE�EVSJOH�MBCPS�XIFO�VTF�PG�TIPSUFS�BDUJOH�BOBM-
gesics or other analgesic techniques are more appropriate. 
0DDBTJPOBMMZ�PQJPJE�BOBMHFTJDT�NBZ�QSPMPOH�MBCPS�UISPVHI�
BDUJPOT�XIJDI�UFNQPSBSJMZ�SFEVDF�UIF�TUSFOHUI�EVSBUJPO�BOE�
GSFRVFODZ�PG�VUFSJOF�DPOUSBDUJPOT��)PXFWFS�UIJT�FGGFDU�JT�
OPU�DPOTJTUFOU�BOE�NBZ�CF�PGGTFU�CZ�BO�JODSFBTFE�SBUF�PG�
DFSWJDBM�EJMBUBUJPO�XIJDI�UFOET�UP�TIPSUFO�MBCPS��

$MPTFMZ�PCTFSWF�OFPOBUFT�XIPTF�NPUIFST�SFDFJWFE�PQJPJE�
BOBMHFTJDT�EVSJOH� MBCPS� GPS�TJHOT�PG� SFTQJSBUPSZ�EFQSFT-
sion. Have a specific opioid antagonist, such as naloxone 
or nalmefene, available for reversal of opioid-induced 
SFTQJSBUPSZ�EFQSFTTJPO�JO�UIF�OFPOBUF��

/FPOBUFT�XIPTF�NPUIFST�IBWF�CFFO�UBLJOH�PQJPJET�DISPOJ-
DBMMZ�NBZ�BMTP�FYIJCJU�XJUIESBXBM�TJHOT�FJUIFS�BU�CJSUI�BOE�
PS�JO�UIF�OVSTFSZ�CFDBVTF�UIFZ�IBWF�EFWFMPQFE�QIZTJDBM�
EFQFOEFODF��5IJT�JT�OPU�IPXFWFS�TZOPOZNPVT�XJUI�BEEJD-
UJPO��/FPOBUBM�PQJPJE�XJUIESBXBM�TZOESPNF�VOMJLF�PQJPJE�
XJUIESBXBM� TZOESPNF� JO�BEVMUT�NBZ�CF� MJGF�UISFBUFOJOH�
and should be treated according to protocols developed 
CZ�OFPOBUPMPHZ�FYQFSUT�

8.3 Nursing Mothers
#VQSFOPSQIJOF�IBT�CFFO�EFUFDUFE�JO�MPX�DPODFOUSBUJPOT�
in human milk.  Breast-feeding is not advised in mothers 
USFBUFE�XJUI�#VUSBOT��

8.4 Pediatric Use
5IF�TBGFUZ�BOE�FGGJDBDZ�PG�#VUSBOT� JO�QBUJFOUT�VOEFS����
ZFBST� PG� BHF� IBT� OPU� CFFO� FTUBCMJTIFE��#VUSBOT� JT� OPU�
recommended for use in pediatric patients.

8.5 Geriatric Use
0G�UIF�UPUBM�OVNCFS�PG�TVCKFDUT�JO�UIF�DMJOJDBM�USJBMT�	����
�
#VUSBOT�XBT�BENJOJTUFSFE�UP������QBUJFOUT�BHFE����ZFBST�
BOE�PMEFS���0G�UIPTF�����QBUJFOUT�XFSF����ZFBST�PG�BHF�BOE�
PMEFS���*O�UIF�DMJOJDBM�QSPHSBN�UIF�JODJEFODFT�PG�TFMFDUFE�
#VUSBOT�SFMBUFE�"&T�XFSF�IJHIFS� JO�PMEFS� TVCKFDUT�� 5IF�
JODJEFODFT�PG� BQQMJDBUJPO� TJUF�"&T�XFSF� TMJHIUMZ� IJHIFS�
BNPOH�TVCKFDUT�����ZFBST�PG�BHF�UIBO�UIPTF�r����ZFBST�
of age for both Butrans and placebo treatment groups.

*O� B� TJOHMF�EPTF� TUVEZ� PG� IFBMUIZ� FMEFSMZ� BOE� IFBMUIZ�
ZPVOH� TVCKFDUT� USFBUFE�XJUI�#VUSBOT����NDH�IPVS� UIF�
QIBSNBDPLJOFUJDT�BOE�TBGFUZ�PVUDPNFT�XFSF�TJNJMBS���*O�B�
TFQBSBUF�EPTF�FTDBMBUJPO�TBGFUZ�TUVEZ�UIF�QIBSNBDPLJOFUJDT�
JO� UIF�IFBMUIZ�FMEFSMZ�BOE�IZQFSUFOTJWF�FMEFSMZ�TVCKFDUT�
UBLJOH� UIJB[JEF� EJVSFUJDT�XFSF� TJNJMBS� UP� UIPTF� JO� UIF�
IFBMUIZ� ZPVOH�BEVMUT�� � *O� UIF�FMEFSMZ�HSPVQT�FWBMVBUFE�
BEWFSTF�FWFOU� SBUFT�XFSF� TJNJMBS� UP�PS� MPXFS� UIBO� SBUFT�
JO�IFBMUIZ�ZPVOH�BEVMU�TVCKFDUT�FYDFQU�GPS�DPOTUJQBUJPO�
BOE�VSJOBSZ�SFUFOUJPO�XIJDI�XFSF�NPSF�DPNNPO�JO�UIF�
FMEFSMZ��"MUIPVHI�TQFDJGJD�EPTF�BEKVTUNFOUT�PO�UIF�CBTJT�
of advanced age are not required for pharmacokinetic 
SFBTPOT�VTF�DBVUJPO�JO�UIF�FMEFSMZ�QPQVMBUJPO�UP�FOTVSF�
safe use <TFF�%PTBHF�BOE�"ENJOJTUSBUJPO�	���
�BOE�$MJOJDBM�
1IBSNBDPMPHZ�	����
>�  

8.6 Hepatic Impairment
*O�B�TUVEZ�VUJMJ[JOH�JOUSBWFOPVT�CVQSFOPSQIJOF�QFBL�QMBTNB�
MFWFMT� 	$max
� BOE� FYQPTVSF� 	"6$
�PG� CVQSFOPSQIJOF� JO�
QBUJFOUT�XJUI�NJME�BOE�NPEFSBUF�IFQBUJD�JNQBJSNFOU�EJE�OPU�
JODSFBTF�BT�DPNQBSFE�UP�UIPTF�PCTFSWFE�JO�TVCKFDUT�XJUI�
normal hepatic function.  Butrans has not been evaluated 
JO�QBUJFOUT�XJUI�TFWFSF�IFQBUJD�JNQBJSNFOU�BOE�TIPVME�CF�
BENJOJTUFSFE�XJUI�DBVUJPO�[see Dosage and Administration 
	���
�BOE�$MJOJDBM�1IBSNBDPMPHZ�	����>
�

8.7 Renal Impairment
The pharmacokinetics of buprenorphine is not altered dur-
ing the course of renal failure <TFF�$MJOJDBM�1IBSNBDPMPHZ�
	����>
�

8.8 Gender Differences 
5IFSF�XBT�OP�TJHOJGJDBOU�HFOEFS�FGGFDU�PCTFSWFE�GPS�#VUSBOT�
XJUI�SFTQFDU�UP�FJUIFS�UIF�JODJEFODF�PG�BEWFSTF�FWFOUT�PS�
pharmacokinetics <TFF�$MJOJDBM�1IBSNBDPMPHZ�	����
>��

9 DRUG ABUSE AND DEPENDENCE 

9.1 Controlled Substance 
Butrans contains buprenorphine, a mu opioid partial 
BHPOJTU�BOE�4DIFEVMF� ***�DPOUSPMMFE�TVCTUBODF�� �#VUSBOT�
can be abused and is subject to misuse, abuse, addiction 
and criminal diversion. 

9.2 Abuse 
"CVTF�PG�#VUSBOT�QPTFT�B�IB[BSE�PG�PWFSEPTF�BOE�EFBUI���
5IJT� SJTL� JT� JODSFBTFE�XJUI� DPNQSPNJTF�PG� UIF�#VUSBOT�
5SBOTEFSNBM�4ZTUFN�BOE�XJUI�DPODVSSFOU�BCVTF�PG�BMDPIPM�
or other substances. Butrans has been diverted for non-
medical use.  

"MM�QBUJFOUT�USFBUFE�XJUI�PQJPJET�JODMVEJOH�#VUSBOT�SFRVJSF�
careful monitoring for signs of abuse and addiction, because 
use of opioid analgesic products carries the risk of addiction 
even under appropriate medical use. 

"EEJDUJPO� JT� B�QSJNBSZ� DISPOJD�OFVSPCJPMPHJD�EJTFBTF�
XJUI� HFOFUJD� QTZDIPTPDJBM� BOE� FOWJSPONFOUBM� GBDUPST�



JOGMVFODJOH� JUT� EFWFMPQNFOU� BOE�NBOJGFTUBUJPOT�� *U� JT�
DIBSBDUFSJ[FE�CZ�CFIBWJPST� UIBU� JODMVEF�POF�PS�NPSF�PG�
UIF�GPMMPXJOH��JNQBJSFE�DPOUSPM�PWFS�ESVH�VTF�DPNQVMTJWF�
use, continued use despite harm, and craving. Opioid drugs 
BSF�TPVHIU�CZ�QFPQMF�XJUI�TVCTUBODF�VTF�EJTPSEFST�	BCVTF�
PS�BEEJDUJPO�UIF�MBUUFS�PG�XIJDI�JT�BMTP�DBMMFE�iTVCTUBODF�
EFQFOEFODFw
�BOE�DSJNJOBMT�XIP�TVQQMZ�UIFN�CZ�EJWFSUJOH�
medicines out of legitimate distribution channels. Butrans 
is a target for theft and diversion.

i%SVH�TFFLJOHw�CFIBWJPS�JT�WFSZ�DPNNPO�JO�QFSTPOT�XJUI�
substance use disorders. Drug-seeking tactics include, but 
BSF�OPU�MJNJUFE�UP�FNFSHFODZ�DBMMT�PS�WJTJUT�OFBS�UIF�FOE�
of office hours, refusal to undergo appropriate examina-
tion, testing or referral, repeated “loss” of prescriptions, 
altering or forging of prescriptions and reluctance to 
provide prior medical records or contact information for 
PUIFS�USFBUJOH�QIZTJDJBO	T
���i%PDUPS�TIPQQJOHw�UP�PCUBJO�
BEEJUJPOBM�QSFTDSJQUJPOT�JT�DPNNPO�BNPOH�QFPQMF�XJUI�
VOUSFBUFE� TVCTUBODF�VTF�EJTPSEFST� BOE� DSJNJOBMT�XIP�
divert controlled substances.

"CVTF�BOE�BEEJDUJPO�BSF�TFQBSBUF�BOE�EJTUJODU�GSPN�QIZTJDBM�
EFQFOEFODF�BOE�UPMFSBODF��1IZTJDJBOT�TIPVME�CF�BXBSF�
UIBU� BEEJDUJPO�NBZ�OPU� CF� BDDPNQBOJFE�CZ� DPODVSSFOU�
UPMFSBODF�BOE�TZNQUPNT�PG�QIZTJDBM�EFQFOEFODF� JO�BMM�
BEEJDUT�� *O� BEEJUJPO� BCVTF�PG� PQJPJET�DBO�PDDVS� JO� UIF�
BCTFODF�PG�USVF�BEEJDUJPO�BOE�JT�DIBSBDUFSJ[FE�CZ�NJTVTF�
GPS�OPONFEJDBM�QVSQPTFT�PGUFO�JO�DPNCJOBUJPO�XJUI�PUIFS�
QTZDIPBDUJWF�TVCTUBODFT��4JODF�#VUSBOT�NBZ�CF�EJWFSUFE�
for non-medical use, careful record-keeping of prescribing 
JOGPSNBUJPO� JODMVEJOH�RVBOUJUZ� GSFRVFODZ� BOE� SFOFXBM�
SFRVFTUT�JT�TUSPOHMZ�BEWJTFE��

The risks of misuse and abuse should be considered 
XIFO�QSFTDSJCJOH�PS�EJTQFOTJOH�#VUSBOT��$PODFSOT�BCPVU�
abuse and addiction, should not prevent the proper man-
BHFNFOU�PG�QBJO�IPXFWFS��5SFBUNFOU�PG�QBJO�TIPVME�CF�
JOEJWJEVBMJ[FE�CBMBODJOH�UIF�QPUFOUJBM�CFOFGJUT�BOE�SJTLT�
for each patient.

#VUSBOT�JT�JOUFOEFE�GPS�USBOTEFSNBM�VTF�POMZ���$PNQSPNJTJOH�
UIF�USBOTEFSNBM�EFMJWFSZ�TZTUFN�XJMM�SFTVMU�JO�UIF�VODPO-
USPMMFE�EFMJWFSZ�PG�CVQSFOPSQIJOF�BOE�QPTF�B�TJHOJGJDBOU�
risk to the abuser that could result in overdose and death 
<TFF�8BSOJOHT� BOE�1SFDBVUJPOT� 	���
>� The risk of fatal 
PWFSEPTF� JT� GVSUIFS� JODSFBTFE�XIFO� CVQSFOPSQIJOF� JT�
BCVTFE�DPODVSSFOUMZ�XJUI�BMDPIPM�PS�PUIFS�$/4�EFQSFTTBOUT�
JODMVEJOH�PUIFS�PQJPJET�BOE�CFO[PEJB[FQJOFT�[see Warnings 
BOE�1SFDBVUJPOT�	���
>��"CVTF�NBZ�PDDVS�CZ�BQQMZJOH�UIF�
USBOTEFSNBM�TZTUFN�JO�UIF�BCTFODF�PG�MFHJUJNBUF�QVSQPTF�
PS� CZ� TXBMMPXJOH� TOPSUJOH� PS� JOKFDUJOH�CVQSFOPSQIJOF�
FYUSBDUFE�GSPN�UIF�USBOTEFSNBM�TZTUFN�

Proper assessment of the patient, proper prescribing 
QSBDUJDFT�QFSJPEJD�SF�FWBMVBUJPO�PG� UIFSBQZ�QSPQFS�EJT-
pensing and correct storage and handling are appropriate 
measures that help to limit misuse and abuse of opioid 
ESVHT��$BSFGVM�SFDPSE�LFFQJOH�PG�QSFTDSJCJOH�JOGPSNBUJPO�
JODMVEJOH�RVBOUJUZ� GSFRVFODZ� BOE� SFOFXBM� SFRVFTUT� JT�
TUSPOHMZ�BEWJTFE�

)FBMUIDBSF� QSPGFTTJPOBMT� TIPVME� DPOUBDU� UIFJS� 4UBUF�
1SPGFTTJPOBM� -JDFOTJOH� #PBSE� PS� 4UBUF� $POUSPMMFE�
4VCTUBODFT�"VUIPSJUZ� GPS� JOGPSNBUJPO�PO�IPX�UP�QSFWFOU�
and detect abuse or diversion of this product.

9.3 Physical Dependence and Tolerance
5PMFSBODF�JT�B�TUBUF�PG�BEBQUBUJPO�JO�XIJDI�FYQPTVSF�UP�B�
drug induces changes that result in a diminution of one or 
NPSF�PG�UIF�ESVH�T�FGGFDUT�PWFS�UJNF��5PMFSBODF�DPVME�PDDVS�
UP�CPUI�UIF�EFTJSFE�BOE�VOEFTJSFE�FGGFDUT�PG�ESVHT�BOE�NBZ�
develop at different rates for different effects. 

1IZTJDBM� EFQFOEFODF� UP� BO� PQJPJE� JT�NBOJGFTUFE� CZ�
DIBSBDUFSJTUJD�XJUIESBXBM�TJHOT�BOE�TZNQUPNT�BGUFS�BCSVQU�
discontinuation of a drug, significant dose reduction, or 
VQPO�BENJOJTUSBUJPO�PG�BO�BOUBHPOJTU���1IZTJDBM�EFQFOEFODF�
and tolerance are not unusual during chronic opioid 
BOBMHFTJD�UIFSBQZ�

5IF�PQJPJE�BCTUJOFODF�PS�XJUIESBXBM�TZOESPNF�JO�BEVMUT�
JT�DIBSBDUFSJ[FE�CZ�TPNF�PS�BMM�PG�UIF�GPMMPXJOH��SFTUMFTT-
OFTT�MBDSJNBUJPO�SIJOPSSIFB�ZBXOJOH�QFSTQJSBUJPO�DIJMMT�
QJMPFSFDUJPO�NZBMHJB�NZESJBTJT�JSSJUBCJMJUZ�BOYJFUZ�CBDL-
BDIF�KPJOU�QBJO�XFBLOFTT�BCEPNJOBM�DSBNQT�JOTPNOJB�
nausea, anorexia, vomiting, diarrhea, or increased blood 
QSFTTVSF�SFTQJSBUPSZ�SBUF�PS�IFBSU�SBUF�<TFF�6TF�*O�4QFDJGJD�

1PQVMBUJPOT�	���
>
*OGBOUT�CPSO�UP�NPUIFST�QIZTJDBMMZ�EFQFOEFOU�PO�PQJPJET�XJMM�
BMTP�CF�QIZTJDBMMZ�EFQFOEFOU�BOE�NBZ�FYIJCJU�SFTQJSBUPSZ�
EJGGJDVMUJFT�BOE�XJUIESBXBM�TZNQUPNT��

*O�HFOFSBM�PQJPJET�TIPVME�OPU�CF�BCSVQUMZ�EJTDPOUJOVFE�
<TFF�%PTBHF�BOE�"ENJOJTUSBUJPO�	���
>�

10 OVERDOSAGE

10.1 Symptoms
"DVUF� PWFSEPTBHF�XJUI�#VUSBOT� DBO� CF�NBOJGFTUFE� CZ�
SFTQJSBUPSZ�EFQSFTTJPO�TPNOPMFODF�QSPHSFTTJOH�UP�TUVQPS�
PS�DPNB�TLFMFUBM�NVTDMF�GMBDDJEJUZ�DPME�BOE�DMBNNZ�TLJO�
DPOTUSJDUFE�QVQJMT� CSBEZDBSEJB� IZQPUFOTJPO� QBSUJBM� PS�
DPNQMFUF�BJSXBZ�PCTUSVDUJPO�BUZQJDBM�TOPSJOH�BOE�EFBUI�

%FBUIT�EVF�UP�PWFSEPTF�IBWF�CFFO�SFQPSUFE�XJUI�BCVTF�
BOE�NJTVTF�PG�CVQSFOPSQIJOF���3FWJFX�PG�DBTF�SFQPSUT�IBT�
indicated that the risk of fatal overdose is further increased 
XIFO�#VUSBOT�JT�BCVTFE�DPODVSSFOUMZ�XJUI�BMDPIPM�PS�PUIFS�
$/4�EFQSFTTBOUT�JODMVEJOH�PUIFS�PQJPJET�

10.2 Treatment
*O�DBTFT�PG�PWFSEPTF�SFNPWF�#VUSBOT�JNNFEJBUFMZ���*U�JT�
important to take the pharmacokinetic profile of Butrans 
JOUP�BDDPVOU�XIFO�USFBUJOH�PWFSEPTF��&WFO�JO�UIF�GBDF�PG�
improvement, continued medical monitoring is required 
CFDBVTF�PG� UIF�QPTTJCJMJUZ�PG�FYUFOEFE�FGGFDUT�BT�PQJPJE�
continues to be absorbed from the skin.  After removal of 
Butrans, the mean buprenorphine concentrations decrease 
BQQSPYJNBUFMZ�����JO����IPVST�	SBOHF�������IPVST
�XJUI�BO�
BQQBSFOU�UFSNJOBM�IBMG�MJGF�PG�BQQSPYJNBUFMZ����IPVST���%VF�
UP�UIJT�MPOH�BQQBSFOU�UFSNJOBM�IBMG�MJGF�QBUJFOUT�NBZ�SFRVJSF�
NPOJUPSJOH�BOE�USFBUNFOU�GPS�BU�MFBTU����IPVST��

*O�UIF�USFBUNFOU�PG�#VUSBOT�PWFSEPTBHF�QSJNBSZ�BUUFOUJPO�
TIPVME�CF�HJWFO�UP�UIF�NBJOUFOBODF�PG�B�QBUFOU�BJSXBZ�BOE�
PG�FGGFDUJWF�WFOUJMBUJPO�	DMFBSBODF�PG�$0�
�BOE�PYZHFOBUJPO�
XIFUIFS�CZ�TQPOUBOFPVT�BTTJTUFE�PS�DPOUSPMMFE�SFTQJSBUJPO��
4VQQPSUJWF�NFBTVSFT�	JODMVEJOH�PYZHFO�BOE�WBTPQSFTTPST
�
TIPVME�CF�FNQMPZFE� JO� UIF�NBOBHFNFOU� PG� DJSDVMBUPSZ�
TIPDL� BOE�QVMNPOBSZ� FEFNB� BDDPNQBOZJOH� PWFSEPTF�
BT�JOEJDBUFE���$BSEJBD�BSSFTU�PS�BSSIZUINJBT�NBZ�SFRVJSF�
cardiac massage or defibrillation.

/BMPYPOF�NBZ�OPU�CF�FGGFDUJWF�JO�SFWFSTJOH�BOZ�SFTQJSBUPSZ�
EFQSFTTJPO�QSPEVDFE�CZ�CVQSFOPSQIJOF���)JHI�EPTFT�PG�
OBMPYPOF�������NH����LH�NBZ�CF�PG� MJNJUFE�WBMVF� JO�
the management of buprenorphine overdose.  The onset 
PG�OBMPYPOF�FGGFDU�NBZ�CF�EFMBZFE�CZ����NJOVUFT�PS�NPSF��
%PYBQSBN�IZESPDIMPSJEF� 	B� SFTQJSBUPSZ� TUJNVMBOU
� IBT�
BMTP�CFFO�VTFE���4JODF�UIF�EVSBUJPO�PG�BDUJPO�PG�#VUSBOT�
NBZ�FYDFFE�UIBU�PG�UIF�BOUBHPOJTU�LFFQ�UIF�QBUJFOU�VOEFS�
continued surveillance and administer repeated doses of the 
antagonist according to the antagonist labeling as needed 
to maintain adequate respiration. Maintenance of adequate 
WFOUJMBUJPO�JT�FTTFOUJBM�XIFO�NBOBHJOH�#VUSBOT�PWFSEPTF�
BOE�NPSF�JNQPSUBOU�UIBO�TQFDJGJD�BOUJEPUF�USFBUNFOU�XJUI�
an opioid antagonist such as naloxone.

Do not administer opioid antagonists in the absence of 
DMJOJDBMMZ�TJHOJGJDBOU�SFTQJSBUPSZ�PS�DJSDVMBUPSZ�EFQSFTTJPO�
TFDPOEBSZ� UP�CVQSFOPSQIJOF�PWFSEPTF�� � *O�QBUJFOUT�XIP�
BSF�QIZTJDBMMZ�EFQFOEFOU�PO�BOZ�PQJPJE�BHPOJTU�JODMVEJOH�
Butrans, an abrupt partial or complete reversal of opioid 
FGGFDUT�NBZ�QSFDJQJUBUF�BO�BDVUF�BCTUJOFODF�PS�XJUIESBXBM�
TZOESPNF��5IF�TFWFSJUZ�PG�UIF�XJUIESBXBM�TZOESPNF�QSP-
EVDFE�XJMM�EFQFOE�PO�UIF�EFHSFF�PG�QIZTJDBM�EFQFOEFODF�
BOE� UIF� EPTF� PG� UIF� BOUBHPOJTU� BENJOJTUFSFE�� 4FF� UIF�
prescribing information for the specific opioid antagonist 
for details of its proper use.

17 PATIENT COUNSELING INFORMATION

See MEDICATION GUIDE (including Instructions for 
Use) as appended at the end of the full prescribing 
information.

17.1 Information for Patients and Caregivers
1SPWJEF� UIF� GPMMPXJOH� JOGPSNBUJPO� UP� QBUJFOUT� SFDFJWJOH�
Butrans or their caregivers: 

����"EWJTF�QBUJFOUT�UP�DBSFGVMMZ�GPMMPX�JOTUSVDUJPOT�GPS�UIF�
BQQMJDBUJPO� SFNPWBM� BOE�EJTQPTBM�PG�#VUSBOT�� �&BDI�
XFFL�BQQMZ�#VUSBOT�UP�B�EJGGFSFOU�TJUF�CBTFE�PO�UIF���
EFTDSJCFE�TLJO�TJUFT�XJUI�B�NJOJNVN�PG���XFFLT�CFUXFFO�
BQQMJDBUJPOT�UP�B�QSFWJPVTMZ�VTFE�TJUF�

����"EWJTF� QBUJFOUT� UP� BQQMZ� #VUSBOT� UP� B� IBJSMFTT� PS�
OFBSMZ�IBJSMFTT�TLJO�TJUF���*G�OPOF�BSF�BWBJMBCMF�JOTUSVDU�
patients to clip the hair at the site and not to shave the 
BSFB��*OTUSVDU�QBUJFOUT�OPU�UP�BQQMZ�UP�JSSJUBUFE�TLJO���*G�
UIF�BQQMJDBUJPO�TJUF�NVTU�CF�DMFBOFE�VTF�DMFBS�XBUFS�
POMZ���4PBQT�BMDPIPM�PJMT�MPUJPOT�PS�BCSBTJWF�EFWJDFT�
TIPVME� OPU� CF� VTFE�� � "MMPX� UIF� TLJO� UP� ESZ� CFGPSF�
BQQMZJOH�#VUSBOT�

����"EWJTF� UIF� QBUJFOU� UP�XFBS�#VUSBOT� DPOUJOVPVTMZ� GPS�
��EBZT���

����"EWJTF�QBUJFOUT�UP�UBML�UP�UIFJS�EPDUPS�JG�UIFZ�IBWF�BOZ�
QBJO�PS�CPUIFSTPNF�TJEF�FGGFDUT�XIJMF� UIFZ�BSF�VTJOH�
#VUSBOT���5IF�EPTF�NBZ�IBWF�UP�CF�DIBOHFE�

5.  Advise patients not to increase or decrease the Butrans 
EPTF� UIFZ� BSF� VTJOH�XJUIPVU� GJSTU� TQFBLJOH� UP� UIFJS�
doctor.

����"EWJTF�QBUJFOUT� UIBU�#VUSBOT�NBZ� JNQBJS�NFOUBM�BOE�
PS�QIZTJDBM�BCJMJUZ�SFRVJSFE�GPS�UIF�QFSGPSNBODF�PG�QPUFO-
UJBMMZ� IB[BSEPVT� UBTLT� 	F�H�� ESJWJOH� PQFSBUJOH�IFBWZ�
NBDIJOFSZ
�

����"EWJTF� QBUJFOUT�XIP� BSF� UBLJOH�#VUSBOT� OPU� UP� ESJOL�
BMDPIPM���5IFZ�TIPVME�BMTP�BWPJE�UBLJOH�TMFFQ�BJET�BOE�
$/4�EFQSFTTBOUT�VOMFTT�B�EPDUPS�QSFTDSJCFT�UIFN�

����"EWJTF�QBUJFOUT�UIBU�XIJMF�XFBSJOH�#VUSBOT�UIFZ�TIPVME�
avoid exposing the Butrans site to external heat sources, 
such as heating pads, electric blankets, heat lamps, saunas, 
IPU�UVCT�IFBUFE�XBUFS�CFET�FUD�CFDBVTF�BO�JODSFBTF�JO�
BCTPSQUJPO�PG�CVQSFOPSQIJOF�NBZ�PDDVS�UIBU�DPVME�MFBE�UP�
an overdose or death.

����"EWJTF�XPNFO�XIP�CFDPNF�QSFHOBOU� PS�XIP�QMBO�
to become pregnant, to ask their doctor about the 
FGGFDUT�UIBU�#VUSBOT�NBZ�IBWF�PO�UIFNTFMWFT�BOE�UIFJS�
QSFHOBODZ�

�����"EWJTF�QBUJFOUT�UIBU�CVQSFOPSQIJOF�JT�B�ESVH�UIBU�TPNF�
QFPQMF�NBZ� BCVTF�� � 5IFZ� TIPVME�VTF�#VUSBOT�POMZ�
BT�EJSFDUFE�BOE�OPU�HJWF�JU�UP�BOZPOF�PUIFS�UIBO�UIF�
JOEJWJEVBM�GPS�XIPN�JU�XBT�QSFTDSJCFE���1SPUFDU�JU�GSPN�
UIFGU�� �#F�FTQFDJBMMZ�DBSFGVM�UP�LFFQ�UIJT�NFEJDBUJPO�
BXBZ�GSPN�DIJMESFO�BOE�QFUT�

�����"EWJTF�QBUJFOUT�UP�UFMM�UIFJS�EPDUPS�JG�UIFZ�IBWF�B�IJTUPSZ�
PG�TFSJPVT�TLJO�SFBDUJPOT�UP�BEIFTJWFT�BT�UIFZ�NBZ�OPU�
be able to use Butrans.

�����"EWJTF�QBUJFOUT�XIP�NVTU�TUPQ�VTJOH�#VUSBOT�UIBU�UIFZ�
TIPVME�TQFBL�XJUI�UIFJS�EPDUPS�UP�NBOBHF�UIF�USBOTJUJPO�
to other pain medications.

Healthcare professionals can telephone  
1VSEVF�1IBSNB�T�.FEJDBM�4FSWJDFT�%FQBSUNFOU� 
	��������������
�GPS�JOGPSNBUJPO�PO�UIJT�QSPEVDU�

CAUTION 

DEA Order Form Required.

%JTUSJCVUFE�CZ�� 
1VSEVF�1IBSNB�-�1��4UBNGPSE�$5�����������

.BOVGBDUVSFE�CZ��-54�-PINBOO�5IFSBQJF�4ZTUFNF�"(�
"OEFSOBDI�(FSNBOZ

6�4��1BUFOU�/VNCFST��������������������
���������������������������3&�������3&�������
3&������

*TTVFE��"VHVTU�����

Ï�����1VSEVF�1IBSNB�-�1��

��������"



Wow. A letter from a 

patient with advice for me! 

I was stunned. Scrawled 

in blue ink across a 3x5 

notecard were answers I’d 

been searching for. I read the 

note over and over, happy 

to learn that perhaps I was 

already doing some things 

right, and I was encouraged 

to see specifi c, tried-and-true 

suggestions that seemed very 

doable. I gleaned hope from 

this patient who had raised 

teenagers and lived to tell the 

story. I found reassurance 

that things would get better 

and that, just maybe, the 

experience wouldn’t kill me. 

Once again, I shared Mrs. 

Love’s wisdom with my wife. We 

both were touched by her com-

passion for our “plight” and marveled at the time and 

thought she had invested in encouraging us.

CONVERSATION STARTER
Although I wouldn’t want it broadcast to my patients, 

adherence is not my strong suit, so it was still a while 

before I heeded Mrs. Love’s advice about 

the ping pong table. 

Some friends invited our family to 

spend a long weekend with their family 

in a cottage on the Outer Banks of North 

Carolina. Between our two families, there 

were six kids ranging in age from 10 to 16 

years old. Five of the six were boys. My 

wife and I were a little nervous about how 

we would keep all the kids entertained in 

the evenings, especially considering the 

cottage had no Internet access. But our 

friends had failed to mention there was a 

ping pong table in the basement.

Every evening, the kids held ping pong 

tournaments while the adults enjoyed 

hours of uninterrupted conversation 

upstairs. At the end of the weekend, we 

all knew each other a little better and 

appreciated each other a little more. I 

returned from that weekend optimistic, refreshed, and 

determined to purchase a ping pong table of my own. 

Walking through Sam’s Club the next weekend, I 

saw the store was beginning to display seasonal items 

in preparation for the holidays. On the fringe of all 

the new gaming systems, big-screen televisions, and 

computers sat a plain, black-and-white 

ping pong table, folded up like a forgot-

ten backdrop. I grabbed a ticket from 

the plastic pocket, practically skipped 

to customer service, purchased one, 

strapped it on top of the minivan, and 

set it up in our garage the same day. Our 

household hasn’t been the same since.

I can’t explain the magnetism of the 

ping pong table. It has drawn neighbor-

hood kids that never hung out at our 

house before. Even those who don’t want 

to play gather and watch. And they talk. 

They talk a lot. 

My wife has decided her dry park-

ing space has been a small price to 

pay. When inclement weather recently 

closed the schools for a couple of days, 

the kids didn’t congregate in the house 

around video games or lounge on the P
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THIS PATIENT ENCOUNTER WILL FOREVER CHANGE THE 
WAY I PRACTICE MEDICINE, THE WAY I PARENT, AND THE 

WAY I VIEW MY MOST IMPORTANT RELATIONSHIPS.

PONG PRINCIPLE

Ellis learned about the importance of listening when he started playing ping pong with 
his wife, Amy, and their children, from left to right, Philip, 14, Parker, 14, Eve, 11, and 
Thomas, 16.

POWER
POINTS

It’s important to look 
a patient in the eyes 
when talking and 
listening.

Body language can 
give you clues about 
physical and mental 
health that words alone 
don’t provide.

The more you interact 
with a particular 
patient, the more you 
can tailor treatment 
for better outcomes.

Patients have plenty 
of wisdom to share.



couch with their iPods. They played ping pong. 

Over the past couple of months, we’ve had some 

awesome conversations with our three teenage boys 

and “tween” girl over the ping pong table. I’ve learned 

more about the things they’re struggling with academ-

ically, athletically, socially. I know more about their 

likes and dislikes, their friends, and their girlfriends.    

LIGHT BANTER, SERIOUS DISCOURSE
I’m not sure what it is about ping pong that evokes 

conversation, but it’s becoming our family’s platform 

of choice for light banter as well as serious discourse. 

Maybe it’s that you have to literally face your op-

ponents and give them your undivided attention. It’s 

pretty di�  cult to check your emails or sign charts 

during a game of ping pong. 

Or maybe the background rhythm the bouncing 

ball creates serves as some sort of conversational 

safety net. The focus of ping pong requires certainly 

seems to chase away the clouds of self-consciousness 

that tend to settle around teenagers. Our kids don’t 

appear to feel threatened, spotlighted, or grilled when 

I initiate a discussion with them over a game of pong. 

Or perhaps the game simply satisfi es some pri-

mordial urge to pound something. Better a plastic ball 

than a sibling.

Anyway, our family relationships are developing 

a nice new rhythm, too, since we brought home the 

ping pong table. My heart leaps a little every time one 

of my kids yells, “Dad, wanna pong?” I don’t view 

this question as a challenge to compete; I see it as an 

invitation to listen. 

My family won’t solve the world’s problems over 

the ping pong table. But I have no doubt we’ll have 

many more meaningful conversations over it in the 

months and, I hope, years, to come. All because of a 

little 70-year-old patient with a big heart—who, just 

by listening—showed me how to be a better parent, a 

better doctor, and a better person. 

As much as I would like to think that I have all the 

answers for every patient I encounter, I don’t. Just as I 

don’t have all the answers for the parenting dilemmas I 

face daily. But I’m trying to develop the habit of talking 

less and listening more. Your patients, your family—in 

fact, all the people in your life—will tell you most ev-

erything you need to know. You just have to listen.

So… wanna pong? 

The author is a clinical assistant professor in the Brody 

School of Medicine at East Carolina University in 

Greenville, North Carolina. For 14 years he has prac-

ticed in their Department of Family Medicine’s primary 

care clinic, Firetower Medical O�  ce, where he serves as 

medical director. Brody ranks second 

nationwide for launching graduates 

into family medicine. Ellis has been 

actively involved in medical missions 

to Nicaragua since 2003, often mak-

ing his trips a family a� air. Send your 

feedback to medec@advanstar.com.
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PONG PRINCIPLE

During a ping pong game… During patient interaction…

You must be face-to-face with your opponent. It’s important to look a patient directly in the eyes 
when talking and listening to him or her.

All of your focus must be on the game. You should not be multitasking, writing notes, etc.

Paying attention to your opponent’s body 
language can help you plan your best move.

Paying attention to your patient’s body language can give you 
clues about his or her physical and mental health that words 
alone don’t provide.

There is a back-and-forth exchange of the 
ball.

Spend as much time listening to the patient as you do talking.

A rhythm develops in the game as two 
players get to know each others’ styles.

The more you interact with a particular patient, the more you 
can tailor your treatment to that individual in a way that yields 
better outcomes.

You switch sides to even the playing � eld. Sometimes when you interact with a patient, you should give 
the patient the opportunity to offer you some wisdom and 
experience.
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Overall Runner-Up
Doctors’

WRITING 
CONTEST

2 0 1 1

I
n the military, where I received my residency 

training and spent the fi rst four years of my 

medical career as an attending physician, evalua-

tions were sacrosanct. Universally seen as an absolute 

responsibility of both the evaluator and the person 

being evaluated, the biannual assessment, review, and 

narrative summary of performance was the key to 

your future in the military, your career progression, 

the next job you would hold, and a measure of your 

worth to the larger organization.

Evaluations were also required within the fi rst 

months of a new job or position change, or when you 

had a new supervisor. While cumbersome at times, the 

seemingly constant evaluative process 

served a valuable role in clearly defi ning 

roles and expectations at regular inter-

vals and when the supervisor-supervisee 

relationship changed. It compelled su-

pervisors to review periodically the tra-

jectory of those under their command.

OPPORTUNITY FOR FEEDBACK

These evaluation sessions were op-

portunities to provide feedback and 

advice, and to make sure that those things required 

for successful career advancement were being sought 

and fulfi lled. In the Army, the evaluation system in-

stitutionalized this important but often postponed or 

neglected process.

As a physician leader, it is easy to plead busyness, 

competing priorities, or a lack of know-how when it 

comes to completing employee evaluations. However, 

doing them can provide enormous benefi ts to your 

organization. Evaluations are often appreciated by 

those being evaluated as a way to assess and obtain 

feedback on their performance, an opportu-

nity to receive the undivided attention of their 

Why evaluations 
matter 
LEVERAGE FEEDBACK TO HELP DEVELOP 

YOUR STAFF—AND YOUR PRACTICE

[  By JENNIFER FRANK, MD, FAAFP  |  Photos by MIKE ROEMER  ]

Jennifer Frank, MD (foreground), regularly 
evaluates staff members to develop their 
careers and improve practice efficiency. Shown 
here are Medical Assistant Sarah Davis (left) 
and Nurse Practitioner Danielle Vanevenhoven.
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 supervisor to discuss their goals, plans, and profes-

sional future, and a chance to share concerns, worries, 

or problems.

Methods for completing evaluations range from 

the very formalized to the extremely unstructured. 

What follows are some general tips to make this part 

of your job an enjoyable and successful one:

  Conduct evaluations at least once a year.

Yearly reviews afford an opportunity to evaluate your 

employee through the entire cycle of his or her job. Creating 

an “anniversary” of sorts will allow the staff member to 

create a set of goals, have suf� cient time to achieve or modify 

them, and be able to summarize what he or she completed, 

what went well, and what needs improvement. Spring and 

fall are good seasons to conduct evaluations as they tend 

not to compete with other stressful or busy times, such as 

summer vacations or holidays. Depending on the number 

of staff members you evaluate, you may choose to group all 

of the evaluations in a single month or conduct them on the 

anniversary of the employee’s date of hire.

  Evaluate in times of change or stress.

Even if informal, evaluations can help in situations such as 

the � rst year of the employee’s hire, signi� cant changes in 

job demands or responsibilities, or in times of organizational 

chaos or disruption. A new employee often values and needs 

more frequent feedback to know if he or she is meeting job 

expectations, and to have the opportunity to ask questions or 

voice concerns.

  Use the employee’s professional degree or 
title on evaluation comments.

Avoid using “Jane” and instead use Jane Smith, RN, BSN. 

While this may feel awkward, particularly with employees 

you know well, it is important to emphasize their professional 

role by using their professional title. It demonstrates that, 

while you may be friendly, your relationship is primarily a 

professional one. Furthermore, it emphasizes that you are 

evaluating their job-speci� c function, not just commenting on 

their personality.

  Schedule an appropriate amount of time.

Usually plan for an uninterrupted hour to conduct the 

evaluation. Your time, especially uninterrupted time, is one of 

the most valuable things you can offer your staff. By offering 

it to your staff member, you send the message that he or she 

and the evaluation are a priority for you. The performance 

review is primarily a service to the person being evaluated. As 

such, you want to afford adequate time and your full attention 

to provide feedback and to address concerns. Allotting 

suf� cient time will also assist you both in developing the 

conversation beyond a surface review of general job functions.

  Ask the staff member to do homework, 
such as completing a self-assessment form, 
before the evaluation session.

Very few of us could list all of our accomplishments from the 

past year without thinking it through carefully. Additionally, 

some staff members, particularly the high performers, may 

look at accomplishments as just “part of my job.” Using a 

self-assessment form ensures that the time you’ve allotted 

to the review is used well. Also, it will assist both of you in 

objectively evaluating performance goals and achievements. 

  Don’t use a formal evaluation session to 
“surprise” the staff member with negative 
feedback.

A performance review is a summary of performance over a 

set period of time. While using speci� c examples to explain 

both areas of excellence and areas of concern is a good 

idea, these examples should already be familiar to the staff 

member. Feedback of any kind should take place as close 

to the event as possible. It is understandable that a staff 

member will feel blindsided if he or she is hearing for the � rst 

time about an issue that could affect his or her evaluation 

adversely. Performance reviews are not feedback sessions. 

  Look for opportunities to facilitate 
promotions, pay raises, or professional 
development.

It is unfortunate but true that when it comes to performance, 

too often no news is good news. If a staff member does not 

receive any feedback, the assumption is that it’s because he 

or she is doing a � ne job. Weeks or months can pass before 

you realize that your star employee may not know he’s a 

star. Many organizations have of� cial ways of recognizing 

professional excellence beyond just a good performance 

review. Bonuses, step increases, promotions, awards, and 

pay raises should be used judiciously to reward outstanding 

achievement and to make a statement about an employee’s 

potential to continue to do great things. An excellent 

performance evaluation should prompt you to identify other 

ways to recognize your employee.

  The summary is vital.

Numerical rating scales are not nearly as helpful as a few 

carefully chosen and relevant summary sentences. A good 

summary of the staff member’s performance can drive 

home the point that he or she is valued, respected, and 

doing a great job. Give speci� c examples of strengths and 

accomplishments. Describe how the staff member contributes 

to the success of the organization. Emphasize potential 

for growth and particular interests he or she might have in 

returning to school, earning a certi� cation, or changing duties.

Physicians are often leaders of clinics and other organi-

zations. While you may not have much training in hu-

man resources or practice administration, you have a lot 

of experience analyzing, explaining, summarizing, and 

documenting. Use these skills to excel in one of the most 

important areas of sta�  development—

the performance review process. 

The author is a family physician in 

private practice in Neenah, Wiscon-

sin. Send your feedback to medec@

advanstar.com.

EVALUATIONS
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“Every silver cloud has a dark lining,” says Michael T. Beckham, MD, right, who is convinced that midlevel providers such as 
Kristin Conrey, left, add value to a medical practice. He learned the hard way the mistakes to avoid when adding their services.

A
fter years of hard work, you’ve fi nally 

arrived. Gone are the days spent waiting 

for the next patient to wander in, when 

your patients consisted of nothing but uninsured 

follow-up appointments from the emergency room, 

other doctors’ charges, and drug-seekers. You are 

5, 10, or 20 years into your practice and are seeing 

as many patients a day as you want. You’ve earned 

the respect of nurses and doctors in your com-

munity, and you’re fl attered by all the new patients 

referred to you by existing patients. It’s what you 

dreamed of when starting medical school, and you 

are hitting your stride.

And so it went for me. Yet, suddenly, I had a 

diff erent problem. I had more patients than I could 

handle. Patients were waiting 4 or 5 weeks to get 

A dozen years 
with midlevels
TAKE-HOME LESSONS ABOUT WHAT WENT RIGHT, 
WHAT WENT WRONG [  By MICHAEL T. BECKHAM, MD  |  Photos by HARRISON MCCLARY  ]

Best Practice Solution
Doctors’

WRITING 
CONTEST

2 0 1 1
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POWER
POINTS

Hire experienced 
midlevels, train them, 
and use them in all 
areas of your practice.

Encourage questions 
from your midlevels, 
and be open to learning 
from them.

Be supportive of your 
midlevels in front 
of patients; convey 
that the midlevels are 
an extension of you.

Market-rate 
compensation will help 
your midlevels stay 
motivated.

MIDLEVEL PROVIDERS

“[ADDING MIDLEVELS] BROUGHT GREAT BENEFITS TO MY 
PRACTICE, AND I AM A FIRM BELIEVER THAT NPS AND PAS 

OFFER HOPE FOR THE FUTURE OF PRIMARY CARE.”

an appointment and more than 4 months for a 

physical exam. I started my workday earlier and 

shortened my lunch time, but I still couldn’t keep 

up. The paperwork piled up, and I spent precious 

minutes returning more and more calls. After-

hours calls increased.

What could I do to avoid working myself to 

death and still spend enough time with patients 

without losing revenue? A cardiologist friend jok-

ingly suggested I clone myself.

My solution, like an increasing number of 

practices in the United States, was to add midlevel 

providers. Doing so brought great benefi ts to my 

practice, and I am a fi rm believer that nurse prac-

titioners (NPs) and physician assistants (PAs) off er 

hope for the future of primary care.

Every silver cloud has a dark lining, however. 

The mistakes I made related to midlevel providers 

partially contributed to my losing my solo practice. 

Here I share with you advice to make the use of 

midlevel providers work in your practice, based 

on what I have done right and what I have done 

wrong in 12 years of supervising NPs and PAs.

TAKE THESE STEPS
Midlevels can add much value to your practice—

for you and your patients—if you remember these 

points:

  Use midlevel providers in all areas of your 
practice.
We needed a way to allow patients greater access to the 

practice, including same-day appointments, and I needed 

help in reducing my hours and my patient calls. The use of 

midlevel providers served as a solution to all these issues. 

With time, one of my midlevel providers even offered 

more help, serving as a disease management specialist 

and running a diabetes and cholesterol “clinic” within my 

practice. And one of my NPs helped me on rounds in the 

hospital and cut my hospital time in half. By covering part 

of overhead and increasing visits, the midlevel providers 

helped increase my net revenue and saved me time.

  Hire top-quality midlevel providers.
Initially, I had the luxury of hiring midlevel providers with 

whom I had previously worked, one from my former group 

and another from the hospital. I knew they possessed 

the essential traits I needed in a midlevel: intelligence, 

a strong work ethic, honesty, and great people skills. I’d 

recommend against hiring midlevels fresh out of school. 

I’d suggest hiring PAs or NPs with years of clinical 

experience, either in a nursing role or as a midlevel. When 

hiring, dig deep. Don’t just speak with references. Get 

permission to speak with all previous employers. Get to 

know the real person through co-workers. Interview the 

candidate both in the offi ce and in an informal setting, 

where you have a better chance of revealing important 

character traits. And don’t forget to run a criminal 

background check.

  Train them extensively.
This was the single most important factor 

in my success. I initially reviewed all of 

the midlevels’ charts, giving them daily 

feedback. I made it clear that the medical 

practice was mine and that there were 

certain ways we did things such as check 

medication lists, provide preventive care, and 

prescribe antibiotics. The texts we used for 

defi ning the scope of practice on paper were 

rather general, but I was very specifi c when 

it came to daily patient interactions. By 

investing time at the beginning, you ensure 

uniform practice standards.

  Convince your patients that 
the midlevels really are an 
extension of you.
Accomplishing this task also was vital 

to the success of my experience, and 

doing so was not as diffi cult as one 

might think. First, we gave each patient 

a handout describing the midlevel provider’s role and 

background. We reassured each patient that if seeing 

the midlevel wasn’t acceptable to him or her, then he or 

she could see the doctor if willing to wait. Most patients 

acquiesced when given the choice between a same-

day appointment with a midlevel or seeing the doctor 

a few days later. Next, in many cases, I would stick my 

head in the exam room and give the PA/ NP my support 

in person. I made myself available for a quick visit if 

necessary. My midlevels assisted in such instances by 

including me whenever a patient seemed even a little 

upset about not seeing the doctor. Before long, many of 

my patients grew very fond of the NPs and PAs 

and were requesting specifi c midlevels by name.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION (For 
complete details please see the full prescribing information 
and Medication Guide.)

1 INDICATIONS AND USAGE
OxyContin is a controlled-release oral formulation of 
oxycodone hydrochloride indicated for the management 
of moderate to severe pain when a continuous, around-
the-clock opioid analgesic is needed for an extended 
period of time.
Limitations of Usage
OxyContin is not intended for use on an as-needed 
basis.
OxyContin is not indicated for the management of pain in 
the immediate postoperative period (the first 12-24 hours 

following surgery), or if the pain is mild, or not expected to 
persist for an extended period of time. OxyContin is indicated 
for postoperative use following the immediate post-operative 
period only if the patient is already receiving the drug prior 
to surgery or if the postoperative pain is expected to be 
moderate to severe and persist for an extended period of 
time. Physicians should individualize treatment, moving from 
parenteral to oral analgesics as appropriate. (See American 
Pain Society guidelines.)
OxyContin is not indicated for pre-emptive analgesia 
(preoperative administration for the management of post-
operative pain).
OxyContin is not indicated for rectal administration.

4 CONTRAINDICATIONS
OxyContin is contraindicated in:
t�QBUJFOUT�XIP�IBWF�TJHOJGJDBOU�SFTQJSBUPSZ�EFQSFTTJPO
t���QBUJFOUT�XIP�IBWF�PS�BSF�TVTQFDUFE�PG�IBWJOH�QBSBMZUJD�

ileus
t�QBUJFOUT�XIP�IBWF�BDVUF�PS�TFWFSF�CSPODIJBM�BTUINB
t�QBUJFOUT�XIP�IBWF� LOPXO�IZQFSTFOTJUJWJUZ� UP� BOZ� PG� JUT�

components or the active ingredient, oxycodone.

5 WARNINGS AND PRECAUTIONS
5.1 Information Essential for Safe Administration
OxyContin tablets must be swallowed whole and must not 
be cut, broken, chewed, crushed, or dissolved. Taking cut, 
broken, chewed, crushed or dissolved OxyContin tablets 
leads to rapid release and absorption of a potentially fatal 
dose of oxycodone.
OxyContin 60 mg and 80 mg Tablets, a single dose greater 
than 40 mg, or a total daily dose greater than 80 mg are 
only for use in opioid-tolerant patients. Use of these doses 
in patients who are not opioid tolerant may cause fatal 
respiratory depression. 
Instruct patients against use by individuals other than 
the patient for whom OxyContin was prescribed, as 
such inappropriate use may have severe medical 
consequences, including death.
Opioid analgesics have a narrow therapeutic index in certain 
patient populations, especially when combined with CNS 
depressant drugs, and should be reserved for cases where 
the benefits of opioid analgesia outweigh the known risks 
of respiratory depression, altered mental state, and postural 
hypotension.
5.2 CNS Depression
OxyContin may cause somnolence, dizziness, alterations 
in judgment and alterations in levels of consciousness, 
including coma. 
5.3 Interactions with Alcohol, CNS Depressants and 
Illicit Drugs
Hypotension, profound sedation, coma or respiratory 
depression may result if OxyContin is added to a regimen 
that includes other CNS depressants (e.g., sedatives, anxi-
olytics, hypnotics, neuroleptics, other opioids). Therefore, 
use caution when deciding to initiate therapy with OxyContin 
in patients who are taking other CNS depressants. Take into 
account the types of other medications being taken, the 
duration of therapy with them, and the patient’s response 
to those medicines, including the degree of tolerance that 
has developed to CNS depression. Consider the patient’s 
use, if any, of alcohol and/or illicit drugs that cause CNS 
depression. If the decision to begin OxyContin is made, 
start with a lower OxyContin dose than usual. [see Drug 
Interactions (7.3)]
Consider using a lower initial dose of a CNS depressant 
when given to a patient currently taking OxyContin due to 
the potential of additive CNS depressant effects.
5.4 Respiratory Depression
Decreased respiratory drive resulting in respiratory depres-
sion is the chief hazard from the use or abuse of opioid 
agonists, including OxyContin. The risk of opioid-induced 
respiratory depression is increased, for example, in elderly 
[see Use In Specific Populations (8.5)] or debilitated patients; 
following large initial doses in any patient who is not tolerant 
to the respiratory-depressant or sedating effects of opioids; 
or when opioids are given in conjunction with other agents 
that either depress respiratory drive or consciousness.
Use OxyContin with extreme caution in patients with any 
of the following: 
t�TJHOJGJDBOU� DISPOJD� PCTUSVDUJWF� QVMNPOBSZ� EJTFBTF� PS�

cor pulmonale 
t�PUIFS�SJTL�PG�TVCTUBOUJBMMZ�EFDSFBTFE�SFTQJSBUPSZ�SFTFSWF�
tIZQPYJB�
tIZQFSDBQOJB�
tQSF�FYJTUJOH�SFTQJSBUPSZ�EFQSFTTJPO�

Respiratory depression induced by opioids typically follows 
a pattern entailing first a shift in CO2 responsiveness of the
CNS respiratory drive center, which results in a decrease 
in the urge to breathe, despite the presence of hypercapnia. 
The increase in brain CO2 can result in sedation that can
accentuate the sedation from the opioid itself. Profound 
sedation, unresponsiveness, infrequent deep (“sighing”) 
breaths or atypical snoring frequently accompany opioid-
induced respiratory depression. Eventually, hypoxia ensues.
In addition to further decreasing consciousness, hypoxia,
along with hypercapnia, can predispose to life-threatening 
cardiac arrhythmias.
5.5 Seizures
Oxycodone, as with other opioids, may aggravate con-
vulsions in patients with convulsive disorders, and may
induce or aggravate seizures in some clinical settings. 
Use OxyContin with caution in patients with a history of
seizure disorders.
5.6 Head Injury
The respiratory depressant effects of opioids include carbon
dioxide retention, which can lead to an elevation of cerebro-
spinal fluid pressure. This effect may be exaggerated in the 
presence of head injury, intracranial lesions, or other sources 
of pre-existing increased intracranial pressure. Oxycodone 
may produce miosis that is independent of ambient light,
and altered consciousness, either of which may obscure 
neurologic signs associated with increased intracranial 
pressure in persons with head injuries.
5.7 Hypotensive Effect
OxyContin may cause severe hypotension. There is an
added risk to individuals whose ability to maintain blood 
pressure has been compromised by a depleted blood vol-
ume, or after concurrent administration with drugs such as
phenothiazines or other agents which compromise vasomo-
tor tone. Oxycodone may produce orthostatic hypotension in 
ambulatory patients. Administer OxyContin with caution to
patients in circulatory shock, since vasodilation produced
by the drug may further reduce cardiac output and blood 
pressure.
5.8 Cytochrome P450 3A4 Inhibitors and Inducers
Since the CYP3A4 isoenzyme plays a major role in the
metabolism of OxyContin, drugs that alter CYP3A4 activity
may cause changes in clearance of oxycodone which could 
lead to changes in oxycodone plasma concentrations. 
The expected clinical results with CYP3A4 inhibitors would 
be an increase in oxycodone plasma concentrations and 
possibly increased or prolonged opioid effects. The expected
clinical results with CYP3A4 inducers would be a decrease in
oxycodone plasma concentrations, lack of efficacy or, pos-
sibly, development of an abstinence syndrome in a patient
who had developed physical dependence to oxycodone. 
If co-administration is necessary, caution is advised when 
initiating OxyContin treatment in patients currently taking, or 
discontinuing, CYP3A4 inhibitors or inducers. Evaluate these 
patients at frequent intervals and consider dose adjustments
until stable drug effects are achieved. [see Drug Interactions
(7.2) and Clinical Pharmacology (12)]
5.9 Interactions with Mixed Agonist/Antagonist 
Opioid Analgesics
It is generally not advisable to administer mixed agonist/
antagonist analgesics (i.e., pentazocine, nalbuphine, and 
butorphanol) to a patient receiving OxyContin. In this situ-
ation, mixed agonist/antagonist analgesics may reduce the 
analgesic effect and may precipitate withdrawal symptoms 
in these patients.
5.10 Use in Pancreatic/Biliary Tract Disease and 
Other Gastrointestinal Conditions
Oxycodone may cause spasm of the sphincter of Oddi and
should be used with caution in patients with biliary tract 
disease, including acute pancreatitis. Opioids may cause 
increases in the serum amylase.
The administration of OxyContin may obscure the diagnosis
or clinical course in patients with acute abdominal condi-
tions. Use OxyContin with caution in patients who are at 
risk of developing ileus.
5.11 Tolerance 
Tolerance to opioids is demonstrated by the need for
increasing doses to maintain adequate analgesic effect (in 
the absence of disease progression or other external factors). 
If tolerance develops, or if pain severity increases, a gradual
increase in dose may be required. The first sign of tolerance 
is usually a reduced duration of effect. Tolerance to different 
effects of opioids may develop to varying degrees and at
varying rates in a given individual. There is also inter-patient
variability in the rate and extent of tolerance that develops to 

WARNING: IMPORTANCE OF PROPER PATIENT 
SELECTION AND POTENTIAL FOR ABUSE
OxyContin contains oxycodone which is an opioid 
agonist and a Schedule II controlled substance 
with an abuse liability similar to morphine. (9)  
OxyContin can be abused in a manner similar to 
other opioid agonists, legal or illicit.  This should 
be considered when prescribing or dispensing 
OxyContin in situations where the physician or 
pharmacist is concerned about an increased risk 
of misuse, abuse, or diversion. (9.2)
OxyContin is a controlled-release oral formula-
tion of oxycodone hydrochloride indicated for the 
management of moderate to severe pain when a 
continuous, around-the-clock opioid analgesic is 
needed for an extended period of time. (1)
OxyContin is not intended for use on an as-
needed basis. (1)
Patients considered opioid tolerant are those 
who are taking at least 60 mg oral morphine/day, 
25 mcg transdermal fentanyl/hour, 30 mg oral 
oxycodone/day, 8 mg oral hydromorphone/day, 
25 mg oral oxymorphone/day, or an equianalgesic 
dose of another opioid for one week or longer.
OxyContin 60 mg and 80 mg tablets, a single dose 
greater than 40 mg, or a total daily dose greater 
than 80 mg are only for use in opioid-tolerant 
patients, as they may cause fatal respiratory 
depression when administered to patients who 
are not tolerant to the respiratory-depressant or 
sedating effects of opioids. (2.7)
Persons at increased risk for opioid abuse 
include those with a personal or family history 
of substance abuse (including drug or alcohol 
abuse or addiction) or mental illness (e.g., major 
depression).  Patients should be assessed for 
their clinical risks for opioid abuse or addiction 
prior to being prescribed opioids.  All patients 
receiving opioids should be routinely monitored 
for signs of misuse, abuse and addiction. (2.2)
OxyContin must be swallowed whole and must 
not be cut, broken, chewed, crushed, or dis-
solved.  Taking cut, broken, chewed, crushed 
or dissolved OxyContin tablets leads to rapid 
release and absorption of a potentially fatal dose 
of oxycodone. (2.1)
The concomitant use of OxyContin with all 
cytochrome P450 3A4 inhibitors such as 
macrolide antibiotics (e.g., erythromycin), 
azole-antifungal agents (e.g., ketoconazole), and 
protease inhibitors (e.g., ritonavir) may result in 
an increase in oxycodone plasma concentrations, 
which could increase or prolong adverse effects 
and may cause potentially fatal respiratory 
depression.  Patients receiving OxyContin and a 
CYP3A4 inhibitor should be carefully monitored 
for an extended period of time and dosage adjust-
ments should be made if warranted. (7.2)

10 mg l 15 mg l 20 mg l 30 mg

40 mg l 60 mg* l 80 mg*

*60 mg and 80 mg tablets  
for use in opioid-tolerant  

patients only



various opioid effects, whether the effect is desirable (e.g., 
analgesia) or undesirable (e.g., nausea). 
5.12 Special Risk Groups
Use OxyContin with caution in the following conditions, due 
to increased risk of adverse reactions: alcoholism; delirium 
tremens; adrenocortical insufficiency; CNS depression; 
debilitation; kyphoscoliosis associated with respiratory 
compromise; myxedema or hypothyroidism; prostatic hyper-
trophy or urethral stricture; severe impairment of hepatic, 
pulmonary or renal function; and toxic psychosis.
5.13 Driving and Operating Machinery
OxyContin may impair the mental and physical abilities 
needed to perform potentially hazardous activities such 
as driving a car or operating machinery. Caution patients 
accordingly. 
5.14 Use in Addiction Treatment
OxyContin has no approved use in the treatment of addiction. 
Its proper usage in individuals with drug or alcohol addiction 
(substance dependence), either active or in remission, is for 
the management of pain requiring opioid analgesia.
5.15 Laboratory Monitoring 
Not every urine drug test for “opioids” or “opiates” detects 
oxycodone reliably, especially those designed for in-office 
use. Further, many laboratories will report urine drug con-
centrations below a specified “cut-off” value as “negative”. 
Therefore, if urine testing for oxycodone is considered in the 
clinical management of an individual patient, ensure that 
the sensitivity and specificity of the assay is appropriate, 
and use caution in interpreting results.

6 ADVERSE REACTIONS
The following adverse reactions described elsewhere in 
the labeling include:
t�3FTQJSBUPSZ�EFQSFTTJPO�[see Boxed Warning, Warnings and 

Precautions (5.1, 5.4) and Overdosage (10)]
t�$/4�EFQSFTTJPO� [see Warnings and Precautions (5.1, 

5.2) and Overdosage (10)]
t�)ZQPUFOTJWF�FGGFDUT�[see Warning and Precautions (5.7) 

and Overdosage (10)]
t�%SVH�BCVTF�BEEJDUJPO�BOE�EFQFOEFODF�[see Drug Abuse 

and Dependence (9.2, 9.3)]
t1BSBMZUJD�JMFVT�[see Warnings and Precautions (5.10)]
t4FJ[VSFT�[see Warnings and Precautions (5.5)]
6.1 Clinical Trial Experience
Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical 
trials of a drug cannot be directly compared to rates in the 
clinical trials of another drug and may not reflect the rates 
observed in practice.
The safety of OxyContin was evaluated in double-blind 
clinical trials involving 713 patients with moderate to severe 
pain of various etiologies. In open-label studies of cancer 
pain, 187 patients received OxyContin in total daily doses 
ranging from 20 mg to 640 mg per day. The average total 
daily dose was approximately 105 mg per day.
OxyContin may increase the risk of serious adverse reac-
tions such as those observed with other opioid analge-
sics, including respiratory depression, apnea, respiratory 
arrest, circulatory depression, hypotension, or shock [see 
Overdosage (10)].
The most common adverse reactions (>5%) reported by 
patients in clinical trials comparing OxyContin with placebo 
are shown in Table 2 below:

TABLE 2: Common Adverse Reactions (>5%)
Adverse OxyContin  Placebo
Reaction  (n=227)  (n=45) 

 (%) (%)

Constipation (23) (7)

Nausea (23) (11)

Somnolence (23) (4)

Dizziness (13) (9)

Pruritus (13) (2)

Vomiting (12) (7)

Headache (7) (7)

Dry Mouth (6) (2)

Asthenia (6) —

Sweating (5) (2)

In clinical trials, the following adverse reactions were reported 
in patients treated with OxyContin with an incidence between 
1% and 5%:  
Gastrointestinal disorders: abdominal pain, diarrhea, 

dyspepsia, gastritis, hiccups
General disorders and administration site conditions: 
chills, fever
Metabolism and nutrition disorders: anorexia
Musculoskeletal and connective tissue disorders: twitching
Psychiatric disorders: abnormal dreams, anxiety, confu-
sion, dysphoria, euphoria, insomnia, nervousness, thought 
abnormalities
Respiratory, thoracic and mediastinal disorders: dyspnea, 
hiccups
Skin and subcutaneous tissue disorders: rash
Vascular disorders: postural hypotension
The following adverse reactions occurred in less than 1% of 
patients involved in clinical trials:
Blood and lymphatic system disorders: lymphadenopathy 
Ear and labyrinth disorders: tinnitus
Eye disorders: abnormal vision
Gastrointestinal disorders: dysphagia, eructation, flatulence, 
gastrointestinal disorder, increased appetite, stomatitis
General disorders and administration site conditions: 
withdrawal syndrome (with and without seizures), edema, 
peripheral edema, thirst, malaise, chest pain, facial edema
Injury, poisoning and procedural complications: acci-
dental injury
Investigations: ST depression 
Metabolism and nutrition disorders: dehydration 

Nervous system disorders: syncope, migraine, abnormal gait, 
amnesia, hyperkinesia, hypesthesia, hypotonia, paresthesia, 
speech disorder, stupor, tremor, vertigo, taste perversion
Psychiatric disorders: depression, agitation, depersonaliza-
tion, emotional lability, hallucination
Renal and urinary disorders: dysuria, hematuria, polyuria, 
urinary retention
Reproductive system and breast disorders: impotence
Respiratory, thoracic and mediastinal disorders: cough 
increased, voice alteration
Skin and subcutaneous tissue disorders: dry skin, exfolia-
tive dermatitis
6.2 Postmarketing Experience
The following adverse reactions have been identified during 
post-approval use of controlled-release oxycodone. Because 
these events are reported voluntarily from a population of 
uncertain size, it is not always possible to reliably estimate their 
frequency or establish a causal relationship to drug exposure: 
abuse, addiction, overdose, death, amenorrhea, symptoms 
associated with an anaphylactic or anaphylactoid reaction, 
cholestasis, dental caries, increased hepatic enzymes, muscular 
hypertonia, hyponatremia, ileus, palpitations (in the context of 
withdrawal), seizures, syndrome of inappropriate antidiuretic 
hormone secretion, and urticaria.
In addition to the events listed above, the following have also 
been reported, potentially due to the swelling and hydrogelling 
property of the tablet: choking, gagging, regurgitation, tablets 
stuck in the throat and difficulty swallowing the tablet.

7 DRUG INTERACTIONS
7.1 Neuromuscular Junction Blocking Agents
OxyContin may enhance the neuromuscular blocking action 
of true skeletal muscle relaxants (such as pancuronium) and 
produce an increased degree and/or duration of respiratory 
depression.
7.2 Agents Affecting Cytochrome P450 Isoenzymes 
Inhibitors of CYP3A4:
Since the CYP3A4 isoenzyme plays a major role in the metabo-
lism of OxyContin, drugs that inhibit CYP3A4 activity, such as 
macrolide antibiotics (e.g., erythromycin), azole-antifungal 
agents (e.g., ketoconazole), and protease inhibitors (e.g., 
ritonavir), may cause decreased clearance of oxycodone which 
could lead to an increase in oxycodone plasma concentrations. 
A published study showed that the co-administration of the 
antifungal drug, voriconazole, increased oxycodone AUC and 
Cmax by 3.6 and 1.7 fold, respectively. Although clinical stud-
ies have not been conducted with other CYP3A4 inhibitors, 
the expected clinical results would be increased or prolonged 
opioid effects. If co-administration with OxyContin is necessary, 
caution is advised when initiating therapy with, currently taking, 
or discontinuing CYP450 inhibitors. Evaluate these patients at 
frequent intervals and consider dose adjustments until stable 
drug effects are achieved. [see Clinical Pharmacology (12.3)]
Inducers of CYP3A4:
CYP450 inducers, such as rifampin, carbamazepine, and 
phenytoin, may induce the metabolism of oxycodone and, 
therefore, may cause increased clearance of the drug which 
could lead to a decrease in oxycodone plasma concentrations, 
lack of efficacy or, possibly, development of an abstinence 

syndrome in a patient who had developed physical depen-
dence to oxycodone. A published study showed that the co-
administration of rifampin, a drug metabolizing enzyme inducer, 
decreased oxycodone (oral) AUC and Cmax by 86% and 63%,
respectively. If co-administration with OxyContin is necessary,
caution is advised when initiating therapy with, currently taking, 
or discontinuing CYP3A4 inducers. Evaluate these patients at 
frequent intervals and consider dose adjustments until stable 
drug effects are achieved. 
Inhibitors of CYP2D6: 
Oxycodone is metabolized in part to oxymorphone via
cytochrome CYP2D6. While this pathway may be blocked by 
a variety of drugs (e.g., certain cardiovascular drugs including
amiodarone and quinidine as well as polycyclic antidepres-
sants), such blockade has not been shown to be of clinical
significance during oxycodone treatment. 
7.3 CNS Depressants
Start OxyContin at 1/3 to 1/2 of the usual dosage in patients 
who are concurrently receiving other CNS depressants including
sedatives or hypnotics, general anesthetics, phenothiazines, 
centrally acting anti-emetics, tranquilizers, and alcohol because
respiratory depression, hypotension, and profound sedation or
coma may result. No specific interaction between oxycodone and 
monoamine oxidase inhibitors has been observed, but caution 
in the use of any opioid in patients taking this class of drugs is
appropriate. [see Warnings and Precautions (5.2 )]
7.4 Interactions with Mixed Agonist/Antagonist Opioid 
Analgesics
Mixed agonist/antagonist analgesics (i.e., pentazocine, nalbu-
phine, and butorphanol) should generally not be administered 
to a patient who has received or is receiving a course of therapy 
with a pure opioid agonist analgesic such as OxyContin. In this
situation, mixed agonist/antagonist analgesics may reduce the 
analgesic effect of oxycodone and may precipitate withdrawal 
symptoms in these patients.
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Category B: 
There are no adequate and well-controlled studies of oxycodone 
use during pregnancy. Based on limited human data in the
literature, oxycodone does not appear to increase the risk 
of congenital malformations. In animal reproduction and
developmental toxicology studies, no evidence of fetal harm
was observed. Because animal reproduction studies are not 
always predictive of human response, oxycodone should be 
used during pregnancy only if clearly needed. 
Teratogenic Effects
The effect of oxycodone in human reproduction has not been
adequately studied. Studies with oral doses of oxycodone 
hydrochloride in rats up to 8 mg/kg/day and rabbits up to 125 
mg/kg/day, equivalent to 0.5 and 15 times an adult human 
dose of 160 mg/day, respectively on a mg/m2 basis, did
not reveal evidence of harm to the fetus due to oxycodone.
In a pre- and postnatal toxicity study, female rats received 
oxycodone during gestation and lactation. There were no
long-term developmental or reproductive effects in the pups. 
[see Nonclinical Toxicology (13)] 
Non-Teratogenic Effects
Oxycodone hydrochloride was administered orally to female rats 
during gestation and lactation in a pre- and postnatal toxicity 
study. There were no drug-related effects on reproductive per-
formance in these females or any long-term developmental or
reproductive effects in pups born to these rats. Decreased body 
weight was found during lactation and the early post-weaning
phase in pups nursed by mothers given the highest dose used
(6 mg/kg/day, equivalent to approximately 0.4-times an adult 
human dose of 160 mg/day, on a mg/m2 basis). However, body 
weight of these pups recovered.
8.2 Labor and Delivery
Opioids cross the placenta and may produce respiratory depres-
sion and psychophysiologic effects in neonates. OxyContin is 
not recommended for use in women immediately prior to and
during labor, when use of shorter-acting analgesics or other 
analgesic techniques are more appropriate. Occasionally, 
opioid analgesics may prolong labor through actions which
temporarily reduce the strength, duration and frequency of
uterine contractions. However this effect is not consistent and
may be offset by an increased rate of cervical dilatation, which
tends to shorten labor. 
Closely observe neonates whose mothers received opioid
analgesics during labor for signs of respiratory depression. Have
a specific opioid antagonist, such as naloxone or nalmefene, 
available for reversal of opioid-induced respiratory depression
in the neonate. 



Neonates whose mothers have been taking opioids chronically 
may also exhibit withdrawal signs, either at birth and/or in the 
nursery, because they have developed physical dependence. 
This is not, however, synonymous with addiction [see Drug     
Abuse and Dependence (9.3)]. Neonatal opioid withdrawal 
syndrome, unlike opioid withdrawal syndrome in adults, may 
be life-threatening and should be treated according to protocols 
developed by neonatology experts.
8.3 Nursing Mothers
Oxycodone has been detected in breast milk. Instruct patients not 
to undertake nursing while receiving OxyContin. Do not initiate 
OxyContin therapy while nursing because of the possibility of 
sedation or respiratory depression in the infant. 
Withdrawal symptoms can occur in breast-fed infants when 
maternal administration of an opioid analgesic is stopped, or 
when breast-feeding is stopped. 
8.4 Pediatric Use
Safety and effectiveness of OxyContin in pediatric patients below 
the age of 18 years have not been established. 
8.5 Geriatric Use
In controlled pharmacokinetic studies in elderly subjects 
(greater than 65 years) the clearance of oxycodone was slightly 
reduced. Compared to young adults, the plasma concentrations 
of oxycodone were increased approximately 15% [see Clinical 
Pharmacology (12.3)]. Of the total number of subjects (445) in 
clinical studies of oxycodone hydrochloride controlled-release 
tablets, 148 (33.3%) were age 65 and older (including those 
age 75 and older) while 40 (9.0%) were age 75 and older. In 
clinical trials with appropriate initiation of therapy and dose 
titration, no untoward or unexpected adverse reactions were seen 
in the elderly patients who received oxycodone hydrochloride 
controlled-release tablets. Thus, the usual doses and dosing 
intervals may be appropriate for elderly patients. However, 
reduce the starting dose to 1/3 to 1/2 the usual dosage in 
debilitated, non-opioid-tolerant patients. Respiratory depression 
is the chief risk in elderly or debilitated patients, usually the 
result of large initial doses in patients who are not tolerant to 
opioids, or when opioids are given in conjunction with other 
agents that depress respiration. Titrate the dose of OxyContin 
cautiously in these patients.
8.6 Hepatic Impairment
A study of OxyContin in patients with hepatic impairment 
demonstrated greater plasma concentrations than those seen 
at equivalent doses in persons with normal hepatic function. 
Therefore, in the setting of hepatic impairment, start dosing 
patients at 1/3 to 1/2 the usual starting dose followed by careful 
dose titration [see Clinical Pharmacology (12.3)]. 
8.7 Renal Impairment
In patients with renal impairment, as evidenced by decreased 
creatinine clearance (<60 mL/min), the concentrations of 
oxycodone in the plasma are approximately 50% higher than 
in subjects with normal renal function. Follow a conservative 
approach to dose initiation and adjust according to the clinical 
situation [see Clinical Pharmacology (12.3)]. 
8.8 Gender Differences 
In pharmacokinetic studies with OxyContin, opioid-naive females 
demonstrate up to 25% higher average plasma concentrations 
and greater frequency of typical opioid adverse events than 
males, even after adjustment for body weight. The clinical 
relevance of a difference of this magnitude is low for a drug 
intended for chronic usage at individualized dosages, and there 
was no male/female difference detected for efficacy or adverse 
events in clinical trials. 

9 DRUG ABUSE AND DEPENDENCE 
9.1 Controlled Substance 
OxyContin contains oxycodone, which is a Schedule II controlled 
substance with an abuse liability similar to morphine.  OxyContin, 
like morphine and other opioids used for analgesia, can be 
abused and is subject to criminal diversion.
9.2 Abuse 
Abuse of OxyContin poses a hazard of overdose and death. 
This risk is increased with compromising the tablet and with 
concurrent abuse of alcohol or other substances. 
With parenteral abuse, the tablet excipients can result in death, 
local tissue necrosis, infection, pulmonary granulomas, and 
increased risk of endocarditis and valvular heart injury. Parenteral 
drug abuse is commonly associated with transmission of infec-
tious diseases, such as hepatitis and HIV.
Opioid drugs are sought by people with substance use disorders 
(abuse or addiction, the latter of which is also called “substance 
dependence”) and criminals who supply them by diverting 
medicines out of legitimate distribution channels. OxyContin 
is a target for theft and diversion.
“Drug-seeking” behavior is very common in persons with 
substance use disorders. Drug-seeking tactics include, but are 

not limited to, emergency calls or visits near the end of office 
hours, refusal to undergo appropriate examination, testing or 
referral, repeated “loss” of prescriptions, altering or forging of 
prescriptions and reluctance to provide prior medical records 
or contact information for other treating physician(s). “Doctor 
shopping” to obtain additional prescriptions is common among 
people with untreated substance use disorders, and criminals 
who divert controlled substances.
The risks of misuse and abuse should be considered when 
prescribing or dispensing OxyContin. Concerns about abuse and 
addiction, should not prevent the proper management of pain, 
however. Treatment of pain should be individualized, balancing 
the potential benefits and risks for each patient.
Compromising an extended or controlled-release delivery system 
will result in the uncontrolled delivery of oxycodone and pose a 
significant risk to the abuser that could result in overdose and 
death [see Warnings and Precautions (5.1)]. The risk of fatal 
overdose is further increased when oxycodone is abused concur-
rently with alcohol or other CNS depressants, including other 
opioids [see Warnings and Precautions ( 5.3)]. Abuse may occur 
by taking intact tablets without legitimate purpose, by crushing 
and chewing or snorting the crushed formulation, or by injecting 
a solution made from the crushed formulation. 
Drug addiction is characterized by compulsive abuse, repeated 
use for non-medical purposes, loss of control over intake, craving 
of psychic effects and continued abuse despite harm or risk of 
harm in medical, social, legal or occupational domains. There 
is a potential for drug addiction to develop following exposure 
to opioids, including oxycodone. Drug addiction is a treatable 
disease, but relapse is common.
Abuse and addiction are separate and distinct from physical 
dependence and tolerance. Physicians should be aware that 
addiction may not be accompanied by concurrent tolerance 
and physical dependence in all addicts. In addition, abuse of 
opioids can occur in the absence of addiction and is character-
ized by intentional misuse for non-medical purposes, often in 
combination with other psychoactive substances. OxyContin 
has been diverted for non-medical use. 
Proper assessment of the patient, proper prescribing practices, 
periodic re-evaluation of therapy, proper dispensing and correct 
storage and handling are appropriate measures that help to limit 
misuse and abuse of opioid drugs. Careful record-keeping of 
prescribing information, including quantity, frequency, and 
renewal requests is strongly advised.
Healthcare professionals should contact their State Professional 
Licensing Board or State Controlled Substances Authority for 
information on how to prevent and detect abuse or diversion 
of this product.
9.3 Dependence
Physical dependence to an opioid is manifested by characteristic 
withdrawal signs and symptoms after abrupt discontinuation of 
a drug, significant dose reduction or upon administration of an 
antagonist. Physical dependence and tolerance are not unusual 
during chronic opioid therapy.
The opioid abstinence or withdrawal syndrome in adults is 
characterized by some or all of the following: restlessness, 
lacrimation, rhinorrhea, yawning, perspiration, chills, piloerec-
tion, myalgia, mydriasis, irritability, anxiety, backache, joint 
pain, weakness, abdominal cramps, insomnia, nausea, anorexia, 
vomiting, diarrhea, or increased blood pressure, respiratory rate, 
or heart rate. [See Use In Specific Populations (8.2)]
In general, opioids should not be abruptly discontinued [see 
Dosage and Administration (2.9)].

10 OVERDOSAGE
Acute overdosage with OxyContin can be manifested by respira-
tory depression, somnolence progressing to stupor or coma, 
skeletal muscle flaccidity, cold and clammy skin, constricted 
pupils, bradycardia, hypotension, partial or complete airway 
obstruction, atypical snoring and death.
It is important to take the pharmacokinetic profile of OxyContin 
into account when treating overdose. Even in the face of improve-
ment, continued medical monitoring is required because of the 
possibility of extended effects as opioid continues to be absorbed 
from ingested tablets.
Deaths due to overdose have been reported with abuse and 
misuse of whole OxyContin tablets, and with abuse and misuse 
by ingesting, inhaling, or injecting crushed tablets. Review of 
case reports has indicated that the risk of fatal overdose is further 
increased when OxyContin is abused concurrently with alcohol 
or other CNS depressants, including other opioids.
In the treatment of OxyContin overdosage, primary attention 
should be given to the maintenance of a patent airway, and 
of effective ventilation (clearance of CO2) and oxygenation, 
whether by spontaneous, assisted or controlled respiration. 
Supportive measures (including oxygen and vasopressors) 
should be employed in the management of circulatory shock 

and pulmonary edema accompanying overdose as indicated.
Cardiac arrest or arrhythmias may require cardiac massage 
or defibrillation.
The pure opioid antagonists such as naloxone or nalmefene are 
specific antidotes against respiratory depression from opioid 
overdose. Since the duration of action of OxyContin may exceed 
that of the antagonist, especially when the overdose involves 
intact tablets, keep the patient under continued surveillance and
administer repeated doses of the antagonist according to the 
antagonist labeling as needed to maintain adequate respiration. 
Do not administer opioid antagonists in the absence of clinically 
significant respiratory or circulatory depression secondary to
oxycodone overdose. In patients who are physically dependent
on any opioid agonist including OxyContin, an abrupt partial or 
complete reversal of opioid effects may precipitate an acute 
abstinence (or withdrawal) syndrome. The severity of the with-
drawal syndrome produced will depend on the degree of physical 
dependence and the dose of the antagonist administered. See
the prescribing information for the specific opioid antagonist 
for details of its proper use.

17 PATIENT COUNSELING INFORMATION
See MEDICATION GUIDE as appended at the end of 
the full prescribing information
17.1 Information for Patients and Caregivers
Provide the following information to patients receiving OxyContin
or their caregivers:
t��"EWJTF�QBUJFOUT�UIBU�0YZ$POUJO�DPOUBJOT�PYZDPEPOF�XIJDI

is a morphine-like substance.
t��"EWJTF�QBUJFOUT�UIBU�0YZ$POUJO�JT�EFTJHOFE�UP�XPSL�QSPQFSMZ

only if swallowed whole. Taking cut, broken, chewed, 
crushed, or dissolved OxyContin Tablets can result in a 
fatal overdose.
t��"EWJTF�QBUJFOUT�UIBU�0YZ$POUJO�UBCMFUT�TIPVME�CF�UBLFO�POF

tablet at a time. 
t��"EWJTF�QBUJFOUT�OPU� UP�QSF�TPBL� MJDL�PS�PUIFSXJTF�XFU� UIF

tablet prior to placing in the mouth. 
t��"EWJTF�QBUJFOUT� UP� UBLF� FBDI� UBCMFU�XJUI� FOPVHI�XBUFS� UP

ensure complete swallowing immediately after placing in
the mouth.
t��"EWJTF�QBUJFOUT�UP�SFQPSU�BEWFSTF�FYQFSJFODFT�BOE�FQJTPEFT

of increased or incident pain occurring during therapy.
Individualization of dosage is essential to make optimal use 
of this medication.
t��"EWJTF�QBUJFOUT�OPU�UP�BEKVTU�UIF�EPTF�PG�0YZ$POUJO�XJUIPVU�

consulting the prescribing professional.
t��"EWJTF�QBUJFOUT� UIBU�0YZ$POUJO�NBZ� JNQBJS�NFOUBM�BOE�PS�

physical ability required for the performance of potentially 
hazardous tasks (e.g., driving, operating heavy machinery).
t��"EWJTF�QBUJFOUT�OPU�UP�DPNCJOF�0YZ$POUJO�XJUI�BMDPIPM�PS

other central nervous system depressants (e.g. sedatives,
hypnotics) except by the orders of the prescribing physician,
because dangerous additive effects may occur, resulting in
serious injury or death.
t��"EWJTF�XPNFO�PG� DIJMECFBSJOH�QPUFOUJBM�XIP�CFDPNF�PS

are planning to become, pregnant to consult their physician
regarding the effects of analgesics and other drug use during 
pregnancy on themselves and their unborn child.
t��"EWJTF�QBUJFOUT�UIBU�0YZ$POUJO�JT�B�ESVH�XJUI�LOPXO�BCVTF�

potential. They should protect it from theft, and it should
never be given to anyone other than the individual for whom 
it was prescribed.
t��"EWJTF�QBUJFOUT� UIBU� JG� UIFZ�IBWF�CFFO�SFDFJWJOH�USFBUNFOU

with OxyContin for more than a few weeks and cessation
of therapy is indicated, it may be appropriate to taper the
OxyContin dose, rather than abruptly discontinue it, due to 
the risk of precipitating withdrawal symptoms. If tapering is 
appropriate, their prescriber can provide a dose schedule to
gradually discontinue the medication.
t��"EWJTF�QBUJFOUT�UP�LFFQ�0YZ$POUJO�JO�B�TFDVSF�QMBDF�PVU�PG�

the reach of children. When OxyContin is no longer needed, 
the unused tablets should be destroyed by flushing down
the toilet.

Healthcare professionals can telephone Purdue Pharma’s
Medical Services Department (1-888-726-7535) for informa-
tion on this product.

CAUTION 
DEA Order Form Required.

©2010, Purdue Pharma L.P.

Purdue Pharma L.P.
Stamford, CT 06901-3431
U.S. Patent Numbers 5,508,042; 6,488,963; 7,129,248;
7,674,799; 7,674,800 and 7,683,072
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  Encourage questions.
I made it clear to the midlevels that we were part of a 

team and that I expected to be called in if they had any 

doubts when they were delivering care. I really had to 

demonstrate that there were no dumb questions; I could 

not afford to have providers afraid to seek my advice or 

counsel.

  Humble yourself.
Just as when working with medical students, I often found 

that I learned as much from the midlevels as they learned 

from me. Their questions forced me to go back to the 

books or the Web to refresh my memory time and time 

again. By having to support my recommendations with 

evidence, I became a better doctor. 

AVOID THESE MOVES
Mistakes related to midlevels can aff ect patient 

satisfaction and your livelihood, so be sure to avoid 

these ones:

  Fail to provide fi nancial incentives.
Any good businessperson knows that employees respond 

to fi nancial rewards, but I overlooked this important 

issue. In the beginning, we all worked hard, and I paid my 

midlevel providers well above market average. After a few 

years, however, the midlevels showed a tendency to slow 

down some, and because I failed to research standard 

benchmarks, I failed to fi nd ways to motivate them, and 

profi ts declined. A related mistake I made was failing to ask 

for more help regarding expectations. In retrospect, I should 

have obtained information related to workload expectations 

from consultants and the Medical Group Management 

Association. In my subsequent practice, this was taken care 

of, and I had one of the hardest-working PAs around.

  Hire when money is tight.
Things were going well for me and my three midlevels 

(one full-time and two part-time) in my 6-year-old 

solo practice until I took some risks that proved to be 

disastrous. I expanded into a large offi ce and nearly tripled 

my rent. Soon after, I lost money after buying and failing to 

implement an unworkable electronic health record system, 

and I lost a physician employee 8 months after hiring her. 

Out of desperation, I hired another PA to replace the 

doctor and was surprised when patients left the practice. 

I was saddled with tremendous overhead, too many 

mouths to feed, and not enough revenue. As the recession 

deepened, banks were unwilling to lend money.

  Become overdependent on midlevel 
providers.
As my practice grew and my supervisory role expanded, 

I found myself personally seeing fewer patients. I was 

tempted to let a work-in patient see the PA when I could 

have seen the patient myself. Distracted by the stresses 

of running a solo practice, my patient visits fell. An 

unintended effect was that patients started to complain 

about never seeing me. And worse still, numerous 

patients changed doctors without letting the practice 

know, presumably because they felt abandoned. In losing 

the physician employee and 

hiring the PA I didn’t need, 

a perfect storm was created. 

Overhead expenses climbed 

while revenues dropped. Sensing 

a crisis, one of my NPs left for 

greener pastures, and I had no 

choice but to cut my losses and 

join another primary care group.

At this point in my career, 

I am grateful for all that I 

have learned through manag-

ing midlevel providers. My 

PA continues to provide great 

value by increasing patient 

access to the practice and 

working in same-day appoint-

ments. She spends a little more time with patients 

and gives them a bit more TLC than I could give.

I know that the care provided through our 

model of delivery, by incorporating proper training 

and close physician supervision, far exceeds that 

of the clinics that are popping up. This is a great 

model for the changes in healthcare delivery com-

ing our way. 

The author is a board-certifi ed 

internist who has practiced in the 

Nashville, Tennessee, area for more 

than 16 years. Send your feedback 

about this article to medec@

advanstar.com.
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“MY PA CONTINUES TO PROVIDE GREAT VALUE 

BY INCREASING PATIENT ACCESS TO THE PRACTICE 

AND WORKING IN SAME-DAY APPOINTMENTS.”

MIDLEVEL PROVIDERS

Read how one physician’s use 
of midlevel providers helps him make 
a profi t while curbing his hours at 
MedicalEconomics.com/midlevel

Learn how benchmarking data 
can keep your practice operationally 
healthy at MedicalEconomics.com/
compare
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New Doctor Award
Doctors’

WRITING 
CONTEST

2 0 1 1

T
hat morning, the sun had painted a beautiful 

array of colors over the town, but they fell 

behind me as I drove into the cavernous gray 

hospital parking garage. By the time my shift was 

over, I would be yearning to be outside again to get 

some warmth on my face, soak in the colors, and heal 

the coldness in my hands and my heart.

It had been a sleepless night for me. I was newly 

married, living in a new town and just beginning my 

residency—all insecure places to be, and my tired 

mind was adding to my body’s fatigue. I went into 

morning rounds with a full slate of patients on the 

labor and delivery fl oor. 

Thankfully, everything was going well at fi rst, but 

the routine seemed colorless. No two days are the 

same when you’re a resident, but as the time ticks 

away, you realize if there were 25 hours in a day, 

more would be demanded of you. It’s not easy being 

at the beck and call of a nurse or attending physician. 

Even janitors seemed to have more clout and direc-

tion than a resident.

I found myself in room 440, helping an attend-

ing doctor deliver a beautiful baby boy. The mother’s 

tears of pain and then the family’s tears of joy fi lled 

the room. The healthy newborn’s vital signs were 

proud “tales of the tape,” which included 9 pounds, 21 

inches and excellent APGAR (activity, pulse, grimace, 

appearance, and respiration) scores of 9, 9, and 9.

Saving Grace
AN EMERGENCY CESAREAN DELIVERY AND ITS SURPRISING 

AFTERMATH SHAPE A DOCTOR’S CAREER PATH 

[  By ROBERT B. RHODES, MD, FAAFP  ]

Robert Rhodes, MD, says he has derived great satisfaction from helping women through pregnancy and delivering nearly 1,000 babies. 



When the delivery was completed, the attending, 

Dr. Lane* and I discussed how well it had gone. He 

left the hospital, while I fi nished up some paper-

work, grabbed a much-needed co� ee, and found my-

self in the hallway talking to the family. We proceed-

ed into the room to make sure everything was going 

well with postpartum care and the newborn baby.

Suddenly, I was paged overhead and urgently

ushered to the room next door, where I found the 

polar opposite of a happy birth. Upon entering the 

room, I immediately noted panic on the face of the 

head nurse, Diane.

As I looked over to the bed, I saw a 29-year-old 

fi rst-time expectant mother in what appeared to be a 

full tonic-clonic seizure. I looked at her vitals on the 

monitor, assessed the conditions, and knew the

situation was not good. Her skin was pale, and her 

face was blue even though oxygen had been initi-

ated. I asked Diane what had happened. She said the 

mother, Beth, had been doing fi ne, when she had 

suddenly rolled her eyes back, gasped, and then

appeared to be having a seizure. 

CODE BLUE

My mind rapidly made decisions, while outwardly I 

tried to remain calm. In what seemed like a slow- 

motion blur, but was really only a few seconds, I 

called a full code blue. (Later on I would fi nd out 

that many colleagues responding to the code were 

not sure if it was accurate, because codes aren’t sup-

posed to be called on the labor and delivery fl oor.) 

The nurses phoned the patient’s attending physician, 

but he was 15 minutes out, far too long to help.

I had the clarity of mind to call Dr. Lane back to 

the hospital, even though he had not been involved 

in the care of this mother. The nurses and I began 

initial CPR with oxygen and chest compressions, 

which seemed especially complex because the preg-

nant abdomen and muscular uterus were pushing 

back. 

There was a cold and surreal feeling about the 

whole situation. Faceless bodies fl ooded the room to 

o� er help. I had never seen anything like this before. 

Dr. Lane arrived, and I updated him. It had been 

only four minutes since the code had been called. 

Oxygen, IV epinephrine, lidocaine, and CPR were in 

full swing, but we needed to make a radical decision. 

Should we try to save the baby, the mom, or both?

It became obvious the patient was deteriorating. 

The cardiac monitor fl at-lined, and we administered 

more alternating shocks, followed by more

medications. Dr. Lane took o�  his dress shirt and 

threw a green scrub top over his T-shirt. He reached 

for the gloves and scalpel and we started a cesarean 

delivery right there in the room on a standard

hospital bed.

“THERE WAS NO TIME TO MOVE HER”

In a perfect world, cesarean deliveries are performed 

in sterile operating suites. In this case, however, with 

Beth’s life in a delicate balance, there was no time 

to move her. The situation already was out of our 

control and about to surprise us with more chaos. I 

assisted Dr. Lane as best I could, also helping with 

CPR. We delivered the baby in 12 seconds.

Neonatal intensive care doctors and sta�  swiftly 

took the small, crying infant, and we attempted to

fi nish the C-section. The patient had lost a great deal 

of blood. In between stitches, as we sutured the uter-

us closed, we administered shocks and stepped back 

from the table, making sure to lay down our tools 

so we would not be a� ected by the voltage. At some 

point, I thought the family had to be in the room, and 

wondered what was going through their minds. Then 

I remembered seeing Joe, the father of the child, be-

ing escorted out early in the code setting.

LOSING THE MOTHER—BUT

SAVING THE BABY

Despite our e� orts and 30 minutes of CPR post-deliv-

ery, it became obvious that even with the most skilled 

emergency, intensivist, and anesthesiology interven-

tions, we had lost Beth. But we saved baby Grace.

Several numb hours later as my shift ended, many 

solemn faces were still looking to each other for sup-

port, for a touch, or some other type of reassurance. 

For the next several days, other things didn’t seem so 

important. I tried to talk about what had happened 

with friends and family, but I was not able to share 

with them the deep emotion of this life-changing 

situation. I found myself pretending the entire inci-

dent was all in a normal day’s activities for a doctor. 

It was di�  cult to grasp the enormity of events. 

This family had lost a loved one. What an eerie feel-

ing to know that a young mother had come into the 

hospital in joy to deliver a baby, but left in a hearse. I 

told myself that at least we had saved her baby.

Hospital administrators contacted me over the 

next several days. After investigating, they concluded 

that most likely the patient died of a rare condition 

called an amniotic fl uid embolus. In the ensuing 

weeks, hospital sta�  conducted more investigations. 

Now, on top of having to deal with the trauma of 

the event itself, we had to worry whether we would 

be found negligent. I thought I had done everything 

right, but who knows? Those of us on the scene used 

every bit of training we had to do what we thought 

was right. I was amazed that our intentions were 
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SAVING GRACE



Achieving mealtime control takes more than insulin 
alone. That’s why the maker of Humalog provides a 
combination of products, pens, and tools designed to 
help fi t mealtime insulin therapy into your patient’s life.

To fi nd out more, visit www.Humalog.com.  

Indication 

Humalog® (insulin lispro injection [rDNA origin]) is 
for use in patients with diabetes mellitus for the control 
of hyperglycemia. Humalog should be used with 
longer-acting insulin, except when used in combination 
with sulfonylureas in patients with type 2 diabetes.

Important Safety Information

Contraindications

Humalog is contraindicated during episodes of 
hypoglycemia and in patients sensitive to Humalog 
or one of its excipients.

Important Safety Information, continued

Warnings

Humalog differs from regular human insulin by its rapid 
onset of action as well as a shorter duration of action. 
Therefore, when used as a mealtime insulin, Humalog 
should be given within 15 minutes before or immediately 
after a meal. 

Due to the short duration of action of Humalog, patients 
with type 1 diabetes also require a longer-acting insulin 
to maintain glucose control (except when using an
insulin pump).

Glucose monitoring is recommended for all patients 
with diabetes.

The safety and effectiveness of Humalog in patients less 
than 3 years of age have not been established. There are 
no adequate and well-controlled clinical studies of the 
use of Humalog in pregnant or nursing women.
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Important Safety Information, continued

Warnings, continued

Starting or changing insulin therapy should be done 
cautiously and only under medical supervision.

Hypoglycemia

Hypoglycemia is the most common adverse effect associated 
with insulins, including Humalog. Hypoglycemia can happen 
suddenly, and symptoms may be different for each person 
and may change from time to time. Severe hypoglycemia can 
cause seizures and may be life-threatening.

Other Side Effects

Other potential side effects associated with the use of 
insulins include: hypokalemia, weight gain, lipodystrophy, 
and hypersensitivity. Systemic allergy is less common, but 
may be life-threatening. Because of the difference in action 
of Humalog, care should be taken in patients in whom 
hypoglycemia or hypokalemia may be clinically relevant

Important Safety Information, continued

Other Side Effects, continued

(eg, those who are fasting, have autonomic neuropathy 
or renal impairment, are using potassium-lowering 
drugs, or taking drugs sensitive to serum potassium level).

For additional safety profi le and other important
prescribing considerations, see the accompanying 
Brief Summary of full Prescribing Information.

Humalog® is a registered trademark of Eli Lilly and Company and is

available by prescription only.

But it fi rst needs to fi t your patient’s life.

http://www.insidehumalog.com


HUMALOG® 
INSULIN LISPRO INJECTION (rDNA ORIGIN)
BRIEF SUMMARY: Consult package insert for complete prescribing information.

INDICATIONS AND USAGE: Humalog is an insulin analog that is indicated in the treatment of patients with 
diabetes mellitus for the control of hyperglycemia. Humalog has a more rapid onset and a shorter duration of 
action than regular human insulin. Therefore, in patients with type 1 diabetes, Humalog should be used in 
regimens that include a longer-acting insulin. However, in patients with type 2 diabetes, Humalog may be used 
without a longer-acting insulin when used in combination therapy with sulfonylurea agents. 
 Humalog may be used in an external insulin pump, but should not be diluted or mixed with any other 
insulin when used in the pump. Humalog administration in insulin pumps has not been studied in patients 
with type 2 diabetes.

CONTRAINDICATIONS: Humalog is contraindicated during episodes of hypoglycemia and in patients sensitive to 
Humalog or any of its excipients.

WARNINGS: This human insulin analog differs from regular human insulin by its rapid onset of action as well 
as a shorter duration of activity. When used as a mealtime insulin, the dose of Humalog should be given 
within 15 minutes before or immediately after the meal. Because of the short duration of action of Humalog, 
patients with type 1 diabetes also require a longer-acting insulin to maintain glucose control (except when 
using an external insulin pump). 
 External Insulin Pumps: When used in an external insulin pump, Humalog should not be diluted or mixed 
with any other insulin. Patients should carefully read and follow the external insulin pump manufacturer’s 
instructions and the “PATIENT INFORMATION” leaflet before using Humalog.
 Physicians should carefully evaluate information on external insulin pump use in the Humalog physician 
package insert and in the external insulin pump manufacturer’s instructions. If unexplained hyperglycemia or 
ketosis occurs during external insulin pump use, prompt identification and correction of the cause is necessary. 
The patient may require interim therapy with subcutaneous insulin injections (see PRECAUTIONS, For Patients 
Using External Insulin Pumps, and DOSAGE AND ADMINISTRATION).
 Hypoglycemia is the most common adverse effect associated with the use of insulins, including Humalog. 
As with all insulins, the timing of hypoglycemia may differ among various insulin formulations. Glucose 
monitoring is recommended for all patients with diabetes and is particularly important for patients using an 
external insulin pump. 
 Any change of insulin should be made cautiously and only under medical supervision. Changes in insulin 
strength, manufacturer, type (eg, regular, NPH, analog), species, or method of manufacture may result in the 
need for a change in dosage.

PRECAUTIONS: General—Hypoglycemia and hypokalemia are among the potential clinical adverse effects 
associated with the use of all insulins. Because of differences in the action of Humalog and other insulins, care 
should be taken in patients in whom such potential side effects might be clinically relevant (eg, patients who are 
fasting, have autonomic neuropathy, or are using potassium-lowering drugs or patients taking drugs sensitive to 
serum potassium level). Lipodystrophy and hypersensitivity are among other potential clinical adverse effects 
associated with the use of all insulins. 
 As with all insulin preparations, the time course of Humalog action may vary in different individuals or at 
different times in the same individual and is dependent on site of injection, blood supply, temperature, and 
physical activity. 
 Adjustment of dosage of any insulin may be necessary if patients change their physical activity or their usual 
meal plan. Insulin requirements may be altered during illness, emotional disturbances, or other stress.
 Hypoglycemia—As with all insulin preparations, hypoglycemic reactions may be associated with the 
administration of Humalog. Rapid changes in serum glucose concentrations may induce symptoms of 
hypoglycemia in persons with diabetes, regardless of the glucose value. Early warning symptoms of 
hypoglycemia may be different or less pronounced under certain conditions, such as long duration of diabetes, 
diabetic nerve disease, use of medications such as beta-blockers, or intensified diabetes control. 
 Renal Impairment—The requirements for insulin may be reduced in patients with renal impairment.
 Hepatic Impairment—Although impaired hepatic function does not affect the absorption or disposition of 
Humalog, careful glucose monitoring and dose adjustments of insulin, including Humalog, may be necessary. 
 Allergy—Local Allergy—As with any insulin therapy, patients may experience redness, swelling, or itching 
at the site of injection. These minor reactions usually resolve in a few days to a few weeks. In some instances, 
these reactions may be related to factors other than insulin, such as irritants in a skin cleansing agent or poor 
injection technique.
 Systemic Allergy—Less common, but potentially more serious, is generalized allergy to insulin, which may 
cause rash (including pruritus) over the whole body, shortness of breath, wheezing, reduction in blood pressure, 
rapid pulse, or sweating. Severe cases of generalized allergy, including anaphylactic reaction, may be life-
threatening. Localized reactions and generalized myalgias have been reported with the use of cresol as an 
injectable excipient. In Humalog-controlled clinical trials, pruritus (with or without rash) was seen in 17 patients 
receiving Humulin R® (N=2969) and 30 patients receiving Humalog (N=2944) (P=.053).
 Antibody Production—In large clinical trials, antibodies that cross-react with human insulin and insulin lispro 
were observed in both Humulin R- and Humalog-treatment groups. As expected, the largest increase in the 
antibody levels during the 12-month clinical trials was observed with patients new to insulin therapy.  
 Usage of Humalog in External Insulin Pumps—The infusion set (reservoir syringe, tubing, and catheter), 
Disetronic® D-TRON®2,3 or D-TRONplus®2,3 cartridge adapter, and Humalog in the external insulin pump 
reservoir should be replaced and a new infusion site selected every 48 hours or less. Humalog in the external 
insulin pump should not be exposed to temperatures above 37°C (98.6°F). 
 In the D-TRON®2,3 or D-TRONplus®2,3 pump, Humalog 3 mL cartridges may be used for up to 7 days. However, 
as with other external insulin pumps, the infusion set should be replaced and a new infusion site should be 
selected every 48 hours or less.
 When used in an external insulin pump, Humalog should not be diluted or mixed with any other insulin (see 
INDICATIONS AND USAGE, WARNINGS, PRECAUTIONS, For Patients Using External Insulin Pumps, Mixing of 
Insulins, DOSAGE AND ADMINISTRATION, and Storage).
 Information for Patients—Patients should be informed of the potential risks and advantages of Humalog and 
alternative therapies. Patients should also be informed about the importance of proper insulin storage, injection 
technique, timing of dosage, adherence to meal planning, regular physical activity, regular blood glucose 
monitoring, periodic hemoglobin A1C testing, recognition and management of hypoglycemia and hyperglycemia, 
and periodic assessment for diabetes complications. 
 Patients should be advised to inform their physician if they are pregnant or intend to become pregnant.
 Refer patients to the “PATIENT INFORMATION” leaflet for timing of Humalog dosing (<_15 minutes before or 
immediately after a meal), storing insulin, and common adverse effects. 
 For Patients Using Insulin Pen Delivery Devices: Before starting therapy, patients should read the “PATIENT 
INFORMATION” leaflet that accompanies the drug product and the User Manual that accompanies the delivery 
device. They should also reread these materials each time the prescription is renewed. Patients should be 
instructed on how to properly use the delivery device, prime the Pen to a stream of insulin, and properly dispose 
of needles. Patients should be advised not to share their Pens with others.
 For Patients Using External Insulin Pumps: Patients using an external infusion pump should be trained in 
intensive insulin therapy and in the function of their external insulin pump and pump accessories. Humalog was 
tested in the MiniMed®1 Models 506, 507, and 508 insulin pumps using MiniMed®1 Polyfin®1 infusion sets. 
Humalog was also tested in the Disetronic®2 H-TRONplus® V100 insulin pump (with plastic 3.15 mL insulin 
reservoir), and the Disetronic D-TRON®2,3 and D-TRONplus®2,3 insulin pumps (with Humalog 3 mL cartridges) 
using Disetronic Rapid®2 infusion sets.
 The infusion set (reservoir syringe, tubing, catheter), D-TRON®2,3 or D-TRONplus®2,3 cartridge adapter, 
and Humalog in the external insulin pump reservoir should be replaced, and a new infusion site selected 
every 48 hours or less. Humalog in the external pump should not be exposed to temperatures above  
37°C (98.6°F). 
 A Humalog 3 mL cartridge used in the D-TRON®2,3 or D-TRONplus®2,3 pump should be discarded after 7 days, 
even if it still contains Humalog. Infusion sites that are erythematous, pruritic, or thickened should be reported to 
medical personnel, and a new site selected. 
 Humalog should not be diluted or mixed with any other insulin when used in an external insulin pump.
 Laboratory Tests—As with all insulins, the therapeutic response to Humalog should be monitored by periodic 
blood glucose tests. Periodic measurement of hemoglobin A1C is recommended for the monitoring of long-term 
glycemic control.
 Drug Interactions—Insulin requirements may be increased by medications with hyperglycemic activity, such 
as corticosteroids, isoniazid, certain lipid-lowering drugs (eg, niacin), estrogens, oral contraceptives, 
phenothiazines, and thyroid replacement therapy (see CLINICAL PHARMACOLOGY).
 Insulin requirements may be decreased in the presence of drugs that increase insulin sensitivity or have 
hypoglycemic activity, such as oral antidiabetic agents, salicylates, sulfa antibiotics, certain antidepressants 
(monoamine oxidase inhibitors), angiotensin-converting-enzyme inhibitors, angiotensin II receptor blocking 
agents, beta-adrenergic blockers, inhibitors of pancreatic function (eg, octreotide), and alcohol. Beta-adrenergic 
blockers may mask the symptoms of hypoglycemia in some patients.
 Mixing of Insulins—Care should be taken when mixing all insulins as a change in peak action may occur. 
The American Diabetes Association warns in its Position Statement on Insulin Administration, “On mixing, 
physiochemical changes in the mixture may occur (either immediately or over time). As a result, the physiological 
response to the insulin mixture may differ from that of the injection of the insulins separately.” Mixing Humalog 
with Humulin® N or Humulin® U does not decrease the absorption rate or the total bioavailability of Humalog. 
 

Given alone or mixed with Humulin N, Humalog results in a more rapid absorption and glucose-lowering effect 
compared with regular human insulin. 
 Pregnancy—Teratogenic Effects—Pregnancy Category B—Reproduction studies with insulin lispro have 
been performed in pregnant rats and rabbits at parenteral doses up to 4 and 0.3 times, respectively, the average 
human dose (40 units/day) based on body surface area. The results have revealed no evidence of impaired 
fertility or harm to the fetus due to Humalog. There are, however, no adequate and well-controlled studies with 
Humalog in pregnant women. Because animal reproduction studies are not always predictive of human response, 
this drug should be used during pregnancy only if clearly needed. 
 Although there are limited clinical studies of the use of Humalog in pregnancy, published studies with human 
insulins suggest that optimizing overall glycemic control, including postprandial control, before conception and 
during pregnancy improves fetal outcome. Although the fetal complications of maternal hyperglycemia have been 
well documented, fetal toxicity also has been reported with maternal hypoglycemia. Insulin requirements usually 
fall during the first trimester and increase during the second and third trimesters. Careful monitoring of the 
patient is required throughout pregnancy. During the perinatal period, careful monitoring of infants born to 
mothers with diabetes is warranted.
 Nursing Mothers—It is unknown whether Humalog is excreted in significant amounts in human milk. Many 
drugs, including human insulin, are excreted in human milk. For this reason, caution should be exercised when 
Humalog is administered to a nursing woman. Patients with diabetes who are lactating may require adjustments 
in Humalog dose, meal plan, or both.
 Pediatric Use—In a 9-month, crossover study of prepubescent children (n=60), aged 3 to 11 years, 
comparable glycemic control as measured by A1C was achieved regardless of treatment group: regular human 
insulin 30 minutes before meals 8.4%, Humalog immediately before meals 8.4%, and Humalog immediately 
after meals 8.5%. In an 8-month, crossover study of adolescents (n=463), aged 9 to 19 years, comparable 
glycemic control as measured by A1C was achieved regardless of treatment group: regular human insulin 30 to 
45 minutes before meals 8.7% and Humalog immediately before meals 8.7%. The incidence of hypoglycemia 
was similar for all 3 treatment regimens. Adjustment of basal insulin may be required. To improve accuracy in 
dosing in pediatric patients, a diluent may be used. If the diluent is added directly to the Humalog vial, the shelf 
life may be reduced (see DOSAGE AND ADMINISTRATION). 
 Geriatric Use—Of the total number of subjects (n=2834) in 8 clinical studies of Humalog, 12% (n=338) were 
65 years of age or over. The majority of these were patients with type 2 diabetes. A1C values and hypoglycemia 
rates did not differ by age. Pharmacokinetic/pharmacodynamic studies to assess the effect of age on the onset 
of Humalog action have not been performed.

ADVERSE REACTIONS: Clinical studies comparing Humalog with regular human insulin did not demonstrate a 
difference in frequency of adverse events between the 2 treatments.
 Adverse events commonly associated with human insulin therapy include the following:  
 Body as a Whole—allergic reactions (see PRECAUTIONS).  
 Skin and Appendages—injection site reaction, lipodystrophy, pruritus, rash. 
 Other—hypoglycemia (see WARNINGS and PRECAUTIONS).

OVERDOSAGE: Hypoglycemia may occur as a result of an excess of insulin relative to food intake, energy 
expenditure, or both. Mild episodes of hypoglycemia usually can be treated with oral glucose. Adjustments in 
drug dosage, meal patterns, or exercise may be needed. More severe episodes with coma, seizure, or neurologic 
impairment may be treated with intramuscular/subcutaneous glucagon or concentrated intravenous glucose. 
Sustained carbohydrate intake and observation may be necessary because hypoglycemia may recur after 
apparent clinical recovery.

DOSAGE AND ADMINISTRATION: Humalog is intended for subcutaneous administration, including use in select 
external insulin pumps (see DOSAGE AND ADMINISTRATION, External Insulin Pumps). Dosage regimens of 
Humalog will vary among patients and should be determined by the healthcare provider familiar with the 
patient’s metabolic needs, eating habits, and other lifestyle variables. Pharmacokinetic and pharmacodynamic 
studies showed Humalog to be equipotent to regular human insulin (ie, one unit of Humalog has the same 
glucose-lowering effect as one unit of regular human insulin), but with more rapid activity. The quicker glucose-
lowering effect of Humalog is related to the more rapid absorption rate from subcutaneous tissue. An adjustment 
of dose or schedule of basal insulin may be needed when a patient changes from other insulins to Humalog, 
particularly to prevent premeal hyperglycemia. 
 When used as a mealtime insulin, Humalog should be given within 15 minutes before or immediately after a 
meal. Regular human insulin is best given 30 to 60 minutes before a meal. To achieve optimal glucose control, 
the amount of longer-acting insulin being given may need to be adjusted when using Humalog. 
 The rate of insulin absorption and consequently the onset of activity are known to be affected by the site of 
injection, exercise, and other variables. Humalog was absorbed at a consistently faster rate than regular human 
insulin in healthy male volunteers given 0.2 U/kg regular human insulin or Humalog at abdominal, deltoid, or 
femoral sites, the 3 sites often used by patients with diabetes. When not mixed in the same syringe with other 
insulins, Humalog maintains its rapid onset of action and has less variability in its onset of action among injection 
sites compared with regular human insulin (see PRECAUTIONS). After abdominal administration, Humalog 
concentrations are higher than those following deltoid or thigh injections. Also, the duration of action of Humalog 
is slightly shorter following abdominal injection, compared with deltoid and femoral injections. As with all insulin 
preparations, the time course of action of Humalog may vary considerably in different individuals or within the 
same individual. Patients must be educated to use proper injection techniques.
 Humalog in a vial may be diluted with STERILE DILUENT for Humalog, Humulin N, Humulin R, Humulin 70/30, 
and Humulin® R U-500 to a concentration of 1:10 (equivalent to U-10) or 1:2 (equivalent to U-50). Diluted 
Humalog may remain in patient use for 28 days when stored at 5°C (41°F) and for 14 days when stored at 30°C 
(86°F). Do not dilute Humalog contained in a cartridge or Humalog used in an external insulin pump.
 Parenteral drug products should be inspected visually before use whenever the solution and the container 
permit. If the solution is cloudy, contains particulate matter, is thickened, or is discolored, the contents must not 
be injected. Humalog should not be used after its expiration date. The cartridge containing Humalog is not 
designed to allow any other insulin to be mixed in the cartridge or for the cartridge to be refilled with insulin.
 External Insulin Pumps—Humalog was tested in MiniMed®1 Models 506, 507, and 508 insulin pumps using 
MiniMed®1 Polyfin®1 infusion sets. Humalog was also tested in the Disetronic®2 H-TRONplus® V100 insulin  
pump (with plastic 3.15 mL insulin reservoir) and the Disetronic D-TRON®2,3 and D-TRONplus®2,3 pumps (with 
Humalog 3 mL cartridges) using Disetronic Rapid®2 infusion sets. Humalog should not be diluted or mixed with 
any other insulin when used in an external insulin pump.

HOW SUPPLIED: 
 Humalog (insulin lispro injection, USP [rDNA origin]) is available in the following package sizes (with each 
presentation containing 100 units insulin lispro per mL [U-100]): 
       10 mL vials NDC 0002-7510-01 (VL-7510)
  3 mL vials NDC 0002-7510-17 (VL-7533)
  5 x 3 mL cartridges3 NDC 0002-7516-59 (VL-7516)
  5 x 3 mL prefilled insulin delivery devices (Pen) NDC 0002-8725-59 (HP-8725) 
  5 x 3 mL prefilled insulin delivery devices (Humalog® KwikPen™) NDC 0002-8799-59 (HP-8799)

1 MiniMed® and Polyfin® are registered trademarks of MiniMed, Inc.
2  Disetronic®, H-TRONplus®, D-TRON®, and Rapid® are registered trademarks of Roche Diagnostics GMBH. 
3  3 mL cartridge is for use in Eli Lilly and Company’s HumaPen® MEMOIR™ and HumaPen® LUXURA™ HD insulin 

delivery devices, Owen Mumford, Ltd.’s Autopen® 3 mL insulin delivery device, and Disetronic D-TRON® and  
D-TRONplus® pumps. Autopen® is a registered trademark of Owen Mumford, Ltd. HumaPen®,  
HumaPen® MEMOIR™ and HumaPen® LUXURA™ HD are trademarks of Eli Lilly and Company. 
 Other product and company names may be the trademarks of their respective owners. 

 Storage —Unopened Humalog should be stored in a refrigerator (2° to 8°C [36° to 46°F]), but not in the 
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being questioned, but that’s the way it is when you’re 

in medicine. You do your best, and sometimes people 

still don’t think you’ve done enough.

The case continued to throw us twists and turns. 

After Grace was born, paternity had to be proven, 

because Beth hadn’t named the baby’s father on the 

admission papers. Blood tests revealed that Joe wasn’t 

Grace’s father. This created a whole new aspect to the 

situation that no one had anticipated, as well as an 

emotional blow that took its toll on Joe.

OUT OF CHAOS, DETERMINATION
Joe could have walked away, but out of chaos came a 

fervent determination on his part to love and care for 

baby Grace. He claimed Grace for his own, spending 

countless hours in the neonatal intensive care unit 

getting to know the sta�  and this beautiful baby girl. 

Grace’s family members and other loved ones made 

daily visits too, but there was a high level of tension 

between them and Joe.

I guess it was understandable. They hadn’t even 

known Beth was pregnant. Watching them was 

like watching a soap opera unfold before our eyes. 

Through all that time, however, one fact kept hitting 

me in the gut: Grace had many visitors—but none of 

them would ever be her mother.

LITIGATION ENSUES
The hospital contacted me again to give my de-

position, because they believed Beth’s death most 

likely would result in litigation. Sure enough, all the 

attorneys who represented the hospital, as well as 

some of the doctors who had attended the code that 

day, and I were named in a lawsuit by Beth’s mother, 

who was understandably devastated at the loss of 

her daughter—and frustrated that she wasn’t getting 

the visitation privileges she wanted. Even though the 

pathology report at autopsy confi rmed that Beth died 

of an amniotic fl uid embolus and we could not save 

her, we were still named in the lawsuit.

Grace didn’t know or care about any of that. 

Through countless hours of nursing and doctor care 

in the neonatal intensive care unit (NICU), she moved 

from one level of the nursery to another, eventu-

ally making her way into the general nursery. After 

countless fearful hours watching over Grace in the 

NICU, Joe and one of the sta�  nurses found a special 

connection. Many months later, they became involved 

in a relationship, eventually marrying and giving birth 

to a second child of their own.

Joe fought Beth’s parents for custody and became 

Grace’s adopted father. Because Grace’s adopted 

mother worked at the hospital, I received regular 

updates on her progress, complete with photographs 

and stories. It was gratifying to know that through the 

process of this emotional loss many precious things 

were gained. 

CASE DISMISSED
Finally, the hospital and its sta�  were cleared of any 

wrongdoing. The only known causes for an amniotic 

fl uid embolus other than natural causes were the use 

of pitocin and external fetal scalp monitoring, and we 

had done neither. The investiga-

tors concluded that the doctors 

and nurses delivered excellent 

care. The situation would have 

happened no matter what actions 

we had taken, because of the 

rarity of the embolus. The judge 

ruled it to be a natural cause of 

death, and dismissed the case. 

I was relieved, but even with-

out having to endure a malprac-

tice battle, the experience changed 

me forever. I was surprised to fi nd 

that the death of Beth and Grace’s 

birth had a� ected me so deeply. 

It was a perfect lesson, early in 

my career, that doctors too often 

must learn over and over: No mat-

ter how good a clinician you are, 

sometimes things still go wrong. People will sue you, 

and you can still come out of court in one piece. 

I learned it’s important to trust your training, be-

lieve in yourself, not be too proud to get help when you 

need it, document well, be available to talk with each 

family after a tragedy, and get counseling when some-

thing like this happens, especially if you are a resident.

More importantly, the experience led me to ex-

amine my motives for being a doctor, and question 

whether I wanted to deliver babies as a family doctor. 

Had I not been there that day, I would not have had 

the honor of experiencing fi rsthand the very reason I 

wanted to practice medicine. 

Like the deepening of Joe’s devotion to Grace, I 

found a determination to do what I can to make THE 

di� erence in people’s lives during times of chaos and 

uncertainty. No longer were the stresses of a new mar-

riage, a new town, and a new residency so intimidating. 

No longer did the hospital seem gray and colorless. My 

future path now was clear. 

* Names have been changed

The author is a family physician prac-

ticing in Lincoln, Nebraska. Send your 

feedback to medec@advanstar.com.
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SAVING GRACE

 A recent study suggests cesarean 
deliveries should be performed only 
when medically necessary. See details 
at MedicalEconomics.com/cesarean

The effects of a malpractice suit can 
linger long after the case is dismissed. 
Read one doctor’s experience at 
MedicalEconomics.com/linger
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A bittersweet taste 
of perspective
A PATIENT ENCOUNTER LEADS TO A NEW OUTLOOK ON LIFE

[  By YOLANDA WONG, MD   ]

I
n the movie “Ratatouille,” cynical food critic An-

ton Ego challenges the whiskered chef to whip 

him up some perspective.

“That’s it. I’d like some fresh, clear, well-seasoned 

perspective,” he says. “Can you suggest a good wine to 

go with that?”

I had been craving some well-seasoned perspective 

myself. I had fi nished residency not long before. I had 

a baby and had just returned to work. My career and 

identity as a pediatrician were yet to be defi ned, but 

the culture of medical school and residency already 

had deeply ingrained in me a desire for recognition.

Bills, chores, and little nagging things-to-do 

seemed to multiply and regenerate before my eyes 

each day. Life once had seemed relatively simple 

and straightforward, but a creeping discontent and 

New Doctor Award
Doctors’

WRITING 
CONTEST
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Patients’ life stories “challenge me to reassess what I consider valuable in my own life,” says Yolanda Wong, MD, right. 
She and her husband are parents to a 10-month-old daughter and 2-year-old son, left.







uncertainty weighed on me. I wondered: Am I doing 

enough? Am I good mom? Am I good doctor? What 

do I live for?

I woke up one Friday morning tired and disori-

ented, like any other morning. I was tempted to press 

the snooze button just one more time. The week had 

wiped me out. My son still wasn’t sleeping through 

the night. I’m a pediatrician, I thought. Shouldn’t I be 

a pro at this kind of stuff ?

Even before getting out of bed, I was grumbling 

at the day ahead, which held charting that I hadn’t 

fi nished from the day before; at my husband, who 

had this incredible ability to sleep through our baby’s 

wailing; and at my son, who apparently didn’t read 

the textbook on soothing himself back to sleep. What 

I didn’t expect that morning was that I would get a 

taste of some much-needed perspective.

PRACTICE BRINGS CHANCE TO SEE 

LIFE’S UPS AND DOWNS

Perspective is elusive in the practice of medicine. 

On one hand, the opportunity to see into the lives 

of so many people, witnessing their hurts and fears, 

provides a broad perspective on life. From a person’s 

triumphant joys to his or her most menial struggles, 

there is no generic story.

On the other hand, lives are messy. Emotions are 

inconvenient. With perspective comes the discomfort 

and danger of vulnerability, so it often is easier to back 

away and let it be a pretty concept on the shelf to ad-

mire and applaud. And besides, that pesky thing called 

productivity prefers a nice tidy SOAP note, a quick 

scribble of a signature, and a terse pat on the back.

LIFE CHANGES WITH THE 

INTRODUCTION OF A QUIET BOY

My fi rst patient that morning was a quiet, slender 

5-year-old boy with a thick mess of hair that begged 

to be tousled. I had seen him for the fi rst time a few 

days before for his school physical, and his parents 

mentioned a concern about the way he walked.

Suspecting muscular dystrophy, I later looked up 

his name at the hospital on a whim to see whether 

any evaluations had been performed in the past. Par-

ents often have poor recollection of a child’s medical 

history. After all, it’s hard enough being a parent. I 

was stunned, however, when I came across a neurolo-

gy report stating my patient’s diagnosis of Duchennes 

muscular dystrophy.

I was even more speechless as I glanced at the 

date of the report: more than 1 year ago. Here was a 

boy with a serious diagnosis that already had been 

made, and yet the family still had no clue. A language 

barrier led to an unfortunate miscommunication 

between the specialist and the mother, whose fi rst 

language was Spanish, and a poorly timed lapse in in-

surance coverage then resulted in the loss of follow-

up. Now this sweet family sat patiently in my offi  ce, 

thinking I had called them in to “start” an evaluation, 

whereas I already had an answer for them.

I knew it would be diffi  cult to break the news, 

but I wasn’t prepared for my reaction: my voice 

cracked, and I found myself trembling. I looked 

down at the young boy pushing a white toy truck in 

circles on the fl oor, then up at his parents. As our 

eyes met, the father seemed to know that this was no 

ordinary visit, and he instinctively placed his hand 

on the mother’s knee.

Even before I could fi nish, the tears already 

had begun to fall down their faces. They held each 

other and wept, shoulders shaking uncontrollably. 

I reached out my hand and took the mother’s hand 

in mine, and my tears began to fl ow, too. There was 

nothing left to say for quite some time.

Meanwhile, the young boy continued to play 

quietly with a few toys on the fl oor, not a care in the 

world. He looked up puzzled at the distress on his 

mother’s face and crawled to her feet, hugging her 

leg tenderly.

The rest of the day was a blur. As I drove home 

that day, I still found myself crying. The tears would 

not stop.

CAUGHT OFF-GUARD 

IN FAMILIAR TERRITORY

This isn’t the fi rst time I have had to give bad news, 

yet I was shaken and heartbroken like never before, 

even more so than the time I had to declare the death 

of a patient. Perhaps it was because I was a mother 

now. I saw my own son in the eyes of this young boy 

and his love of trucks. Or perhaps it was the thought 

of the hard and long journey that remained ahead for 
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both the boy and his parents. Perhaps I simply was 

caught off -guard with the realization that this family 

was no diff erent from my own. Their tears were no 

diff erent than mine. Their dreams for their son were 

no less hopeful than mine. Love and despair translate 

quite clearly no matter the diff erences in language, 

culture, or socioeconomic status.

But mostly, I suspect I was especially shaken by 

the realization of how utterly blind and ungrateful I 

had been. I was humbled as I saw my lack of perspec-

tive. When had I lost it?

Despite what I saw and knew, I had been taking 

everything for granted. I had grown discontent and 

was obsessing over trivial details. I often felt entitled 

to more, forgetting what I already had. I had lost sight 

of what mattered most to me for the sake of following 

what others defi ned as successful and worthwhile.

I recalled all the times, even just yesterday, that 

I complained about what a headache it was that 

my son was running circles 

around me. Shame burned on 

my cheeks at the irony as I ex-

plained the course of muscular 

dystrophy to the parents. Most 

parent don’t envision a wheel-

chair among the necessities of 

raising a child.

How quickly I had lost sight 

of the precious value of my son 

and the days we have together. 

How easily I had fretted about 

the opinions of others rather 

than boldly following my heart 

and beliefs. I had questioned 

my decision to work part-time 

and secretly had desired to be more respected and 

admired by the medical community.

I had wondered whether more money would make 

life easier. I had been annoyed that I was not the 

multitasking superwoman I thought I used to be.

When I was at home with the kids, I felt as if I 

couldn’t keep up with the working world; when I was 

at work, I felt as if I couldn’t keep up with my family. 

Chasing after these images of success had shifted my 

focus from all the joy of living my life and appreciat-

ing it just as it is, no less and no more.

A REMINDER TO CHERISH 
THOSE WE LOVE
That morning, the parents of this young boy and 

I were reminded that the worth of a person and 

the life that he lives does not rest on his abilities, 

 accomplishments, or the number of his days. We were 

reminded to cherish those we love.

No matter the diagnosis, it didn’t change who this 

boy was to his parents, and who they were to him. 

No matter the prognosis, they still could make the 

most of each day to show their son just how special 

he was.

Human worth stems from the simple but won-

drous gift of being loved. It can’t be taught, demand-

ed, or bought. And although disease and death may 

try to do so, human worth also cannot be stolen.

As I held my son in my arms that night, I looked 

down at his face and contemplated the unknowns 

of the future. I thought about all of the hopes and 

dreams I have for him. I thought about all the things 

I hoped to teach him and all the ways I wanted to 

protect him. 

As I savored the warmth of his head resting on 

my chest, I realized that all of those thoughts would 

be pointless if he did not know his worth. Suddenly, I 

just wanted my son to simply understand the incred-

ible extent to which he is loved.

MEETING, CARING FOR PATIENTS
REVEALS TRUE IDENTITY 
I have completed years of higher education and take 

great pride in my medical training. I speak of all that 

I have accomplished and hope to accomplish in life. I 

even think I’m an awfully nice person. But at the end 

of the day, I am like anyone else. I wrestle with fear. 

I seek identity. I want immediate answers and instant 

gratifi cation. I want to be in control, and I often fool 

myself into thinking I am.

Then I go to work, and my patients give me a 

fresh dose of humility. Their life stories challenge me 

to reassess what I consider valuable in my own life. 

They remind me that people still matter. They help 

to fi ght back the insistent tide of cynicism and apathy 

that sometimes blind my eyes to the beauty in even 

the simplest everyday moments.

As our lives briefl y intersect, I am amazed to this 

day how the interaction can change my self-

absorbed heart and unveil my preconceptions of what 

happiness is all about. Meeting and caring for my 

patients clarifi es my muddied perspective and gives 

me an honest glimpse of myself. As bittersweet as 

perspective may be, I cannot live without it. 

The author works part-time as a general pediatrician 

at Linda Vista Health Care Center 

in San Diego, California. She enjoys 

writing and sharing musings on being 

a mother and physician at blag-

gieplaggie.blogspot.com Send your 

feedback about this article to medec@

advanstar.com. M
O

D
E

R
N

M
E

D
IC

IN
E

 B
O

X
 C

R
E

D
IT

: 
G

E
T

T
Y

 I
M

A
G

E
S

 /
 S

T
O

C
K

B
Y

T
E

56        MEDICAL ECONOMICS      February 25, 2011     MedicalEconomics.com ModernMedicine.com

PERSPECTIVE

Get tips for delivering bad news 
to patients at MedicalEconomics.
com/deliver

Learn how to communicate risk 
to patients at MedicalEconomics.
com/risk



   Do you have a
   practice
 management
 solution to share

Call for submissions

In your background as a practicing physician, it’s likely there’s one business 
experience—and maybe more—that doctors across the nation would want to 
read about.

High interest topics include: the solution you found to a practice management 
challenge; lessons you learned from a lawsuit, a peer review appearance, or a 
Medicare audit; a memorable encounter that shaped the way you now run your 
business and/or practice medicine; techniques you’ve  developed for working with 
difficult patients; investment decisions you’re  particularly proud of—or wish you’d 
never made; or how you successfully  integrated ancillary products and services 
into your practice as a revenue-generator.

Summarize your article idea in a letter to Editor-in-Chief Tara Stultz at tstultz@
advanstar.com. We’ll let you know whether your subject is a fit for Medical 
Economics, and if it is, we’ll advise you on what’s needed to make your story 
resonate with our readers.

You should submit a 1,000- to 2,000-word original article, previously 
 unpublished and submitted exclusively to Medical Economics, that your fellow 
physicians will want to read.

For details, please see our Writer’s Guide at MedicalEconomics.com/writersguide



We want to know where you think 
things need to go from here.

Although the practice of primary care medicine has always been 
fraught with change, at no time in history has what happens from here 
been more important. And it’s never been more crucial that your voice 
be heard.

We are looking for physicians who would like to write and blog/video- 
blog about Primary Care at a Crossroads and who would like to be part 
of our Voices of Primary Care Panel. Members of the panel will receive 
periodic surveys asking you how things are going—and how you feel 
they should be going.
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panel, please contact Editor-in-Chief Tara Stultz at tstultz@advanstar.com. 

Find out more at MedicalEconomics.com/crossroads
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W
hen it comes to managing sta� , doctors 

who have been around for a while and 

have learned from experience often wish 

they knew back then what they know now. Here are 10 

proven strategies based on others’ trials and tribulations 

that can guide you in developing your ideal team:

1 
“JOB-HOPPERS” MAY MAKE 

GOOD EMPLOYEES

Many physicians reviewing resumes of job applicants 

dismiss candidates who move from job to job as 

undesirable. Actually, these “job-hoppers” might make 

good employees.

What’s really important is what potential employ-

ees know and can do in your o�  ce, not how long 

they might stay. It’s better to have an A+ worker for 

a year or two than to endure the services of a C- sta�  

member for his or her whole career. Actually, when 

presented with two receptionists with 6 years’ experi-

ence, the better candidate might be the one who has 

held three jobs rather than only one. She will have 

more varied experience, all else being equal.

2 
EMPLOYEE TURNOVER 

ISN’T NECESSARILY BAD

Actually, a change of personnel o� ers the practice 

a chance to bring in some new ideas to solve work 

problems. Some employees, no matter how valu-

able they are, get tired doing the same old thing and 

become stale.

An o�  ce manager we know left a practice to work 

at the hospital for 9 years. Then she returned to her 

old job to fi nd that nothing had changed in her

absence. She says, “It was like deja vu. The same 

people were doing things the same way—no progress.” 

Sure, bringing on new employees is disruptive. They 

require training and more supervision. We’re not rec-

ommending you encourage turnover. But it’s nothing to 

panic over, either. You just might benefi t from it.

3 
TRAINING NEW STAFF 

IS WORTH THE INVESTMENT

Home Depot founders Bernard Marcus and Arthur 

Blank spent a lot of time personally visiting their 

stores. They used the time to train personally every 

Secrets of great sta� s
10 PROVEN STRATEGIES TO BUILD YOUR DREAM TEAM [ By JUDY BEE  ]



assistant manager in the chain. Quite a testimony to 

how much value they place on training. If these guys 

weren’t too busy to train workers, you should think 

about doing the same in your practice.

The nurses, techs, and medical assistants who work 

with patients all will benefi t from direct training by the 

physicians in the practice. So will the manager, who 

needs to know what you consider important. And who 

better than a physician to teach receptionists the ques-

tions they should ask patients (and what the answers 

mean) to schedule a smoothly running o�  ce session? 

Most physicians are skilled teachers. And taking 

the time to train your team has a collateral benefi t: 

It cements loyalty to the practice in a new employee. 

Nearly all employees value training by the physician, 

and it’s done so rarely that you will create a solid im-

pression of commitment to the new worker’s success.

4 
EMPLOYEE LOYALTY

MUST BE EARNED

Well, of course it’s nice when your sta�  members 

are loyal. Having loyal employees is something every 

boss wants. The mistake is in thinking that loyalty is 

something people bring to the job.

Loyalty is created—earned—by the employer. Treat-

ing employees respectfully, giving them the tools and 

training they need to do the job, acknowledging them 

when they do it well, and insisting on achievement of 

a reasonable standard are all ways that employers earn 

loyalty. And when employees are disloyal, it’s usually 

because of something the employer did or failed to do.

5 
IT’S OKAY TO BE

SELECTIVE WHEN HIRING

For instance, if your o�  ce is open on Saturdays, it’s 

not unfair to rule out a job applicant who can’t work 

those days. Or consider two employees who want the 

same promotion. One, with more seniority, thinks she 

should get the advancement. But the other is more 

qualifi ed. What would be fair? The fi rst consideration 

should always be: “What will be best for the practice, 

the doctor(s), and the patients?”

6 
GIVING A REFERENCE

ISN’T OFF LIMITS

An employer who knowingly gives out false infor-

mation can be sued. But even then, the number of 

reference-related lawsuits is miniscule.

Obtain the exiting employee’s permission (in 

writing) to give references. Stick to facts that you 

can prove when giving a reference. Don’t provide a 

reference in writing, and be sure you know whom 

you’re talking to. Answer questions that you feel 

you can answer fairly, but don’t take the lead in the 

conversation.

Remember, you’re really helping both the pro-

spective employer and your former employee to 

make a good decision, one that will benefi t them 

both. If you feel angry or malicious toward the ex-

employee, stay o�  the phone.

7 
BENEFITS PACKAGES 

MAY NEED REVISION

Sure, you can revise your benefi ts package, and you 

may need to do so as times get tougher in some areas. 

Practices that provide health insurance for the em-

ployee’s family, dental insurance, 3 weeks of vacation 

after 3 years, and birthdays o�  may wish they hadn’t 

been so generous when the economy is down.

“But,” you may ask, “taking away benefi ts we’ve 

promised is like welshing on a contract, isn’t it?”

True, if employees stick with an employer for 

three years with the expectation of getting three 

weeks’ vacation, it would be wrong to change the 

rules after 30 months.

However, with proper advance notice and con-

sideration, employees usually will understand if you 

need to make reasonable modifi cations to your benefi t 

policy to reduce costs.

8 
IT’S NOT OKAY

TO BE ORDINARY

Most physicians—in fact, most rational people—don’t 

like to terminate employees. So this unpleasant chore 

gets avoided unless an employee does something 

spectacularly wrong, insubordinate, or dangerous. The 

practices that will succeed in the next decade, how-

ever will not be the ones with ordinary, acceptable 

workers. It’s going to take enthusiastic, motivated, 

positive, upbeat, friendly, talented people in every job 

to thrive in the current environment. In a word, your 

employees need to be special if you intend to stay 

ahead of the curve.

Of course, terminating workers can be a legal 
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minefi eld, so you will need to be fair. But why not let 

your competition have the ordinary employees?

9  HOURLY IS THE WAY TO GO
Unfortunately, this one isn’t a matter of opinion 

to be decided by the owner of the business. Hourly 

workers have to be paid hourly and are not exempt 

from the overtime (and the record-keeping) provi-

sions of the federal and state wage and hour laws.

So who are these hourly workers? They are just 

about everyone who works in a medical o�  ce except 

the physicians and, in some cases, the manager. Nurses, 

bookkeepers, billers, techs, and all the other positions 

all are hourly.

Another advantage to complying with this law is 

that it makes the attendance aspect of supervision 

easier. When an employee is manipulating the em-

ployer by arriving late or leaving early, the principal 

damage is not the wasted payroll. It’s the loss of 

respect for the employer by the other employees who 

know it’s going on. It’s a demotivator.

Any record of the hours worked will do, from a 

time sheet or diary kept by the worker to a timecard 

punched in a time clock. Our recommendation: Get a 

time clock to keep an accurate and indisputable record 

of arrivals and departures. While you’re at it, get one 

that will calculate the elapsed time and cumulative 

hours worked. It’s the computer age, after all.

You may need to put a positive spin on the idea 

with your employees, who may have come to enjoy 

a more relaxed, less supervised approach. Tell them 

it is unfair not to pay them for each and every hour 

they actually work, and the time clock will make that 

process easier. Besides, the law requires it and there 

are sanctions for employers who fail to keep good 

records.

10  EXPERIENCE COUNTS, BUT
SO DO OTHER ATTRIBUTES

It’s best to hire the most qualifi ed candidate, even 

if he or she is from outside the practice. Sure, you 

should allow your current employees to 

apply for openings in the practice that 

they consider advancements. But they 

should win the job based on their skills, 

knowledge, and experience compared 

with the other candidates.

The criteria for advancement should 

be expected ability to do the new job, 

not performance in the current job. The 

appropriate reward for a job well done 

is a bonus or raise. Advancement to a 

new job is not.

In fact, you should memorialize 

this principle in your employee hand-

book: “We pay for performance and 

promote for ability.” This avoids the 

famous Peter Principle problem: People 

tend to be promoted to their level of 

incompetence. The gorilla hair on your 

neck should stand up when people start 

spouting conventional wisdom. Sure, 

experience counts. But don’t fall prey to rigid thinking 

that inhibits progress. 

The author is a principal management consultant with 

Practice Performance Group, La Jolla, California, and a 

Medical Economics editorial consultant Since enter-

ing consulting practice in 1977, she 

has focused on the medical sector 

exclusively, consulting with more 

than 250 medical practices represent-

ing more than 1,100 physicians in 40 

states. Send your feedback to medec@

advanstar.com.
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POWER

POINTS

It’s better to have an 
A+ worker for a year 
or two than to endure 
the services of a C- 
staff member for his 
or her whole career.

Staff members 
who work with patients 
will bene� t 
from direct training 
by the physicians 
in the practice.

Loyalty is created 
by the employer. 

Stick to facts that you 
can prove when giving 
a reference.

GREAT STAFFS

A physician asked recently: “How do you � nd and 

hire truly top-notch personnel? Sometimes, it seems 

almost impossible. Want ads and agencies seem to 

bring out only the sub-par.” 

He’s right that the market is more competitive 

than ever. That means it’s important to revisit the 

competitiveness of your pay and bene� ts package to 

attract the high-intellect workers who will be able to 

cope with the detail and ambiguity of most medical 

of� ce jobs. And creating an inviting and supportive 

work team will appeal to many workers unhappy 

working in big, impersonal environments. 

Finally, expand your recruiting beyond the traditional 

want ads and agencies. Remember, many of the best 

workers aren’t out of work or even looking for a job 

change. That means you’ll want to engage the widest 

possible word-of-mouth network and consider smart 

and creative workers from other industries. A waitress 

who can keep nine tables happy during a busy lunch 

rush might have just what you need at your front desk, 

for example. And nearly every bank has midlevel, 

educated executives to whom you may be able to offer 

better work, pay, and bene� ts.

Recruiting good workers isn’t more dif� cult for 

physicians than anyone else in business. The key is to 

never give up and to take the time needed to ensure 

you’re making the right decision for your practice.

‘HIRING’S IMPOSSIBLE 

THESE DAYS’
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Steve Dudley, DVM, MD, reflects on his career as a family physician with concern, pride, 
and optimism for his son, a pre-med student, who hopes to follow in his father’s footsteps.

D
ear Daniel,

To borrow a line from the Beatles, “I 

read the news today, oh boy…and though the 

news was rather sad. Well, I just had to laugh.” There 

it was, another article detailing that physicians ex-

perience a higher prevalence of depression, burnout, 

suicidal ideation and a lower quality of life than age-

matched members of the general population.

Yep, my son, you’re in for a long haul. Are you 

sure you don’t want to reconsider? After all, there are 

easier ways to make a buck, wouldn’t you agree? It’s 

not too late to put on the brakes and redirect your 

A FAMILY PHYSICIAN AND FATHER OFFERS WORDS OF WARNING 

AND ENCOURAGEMENT TO HIS ASPIRING DOCTOR SON

[  By STEVE DUDLEY, DVM, MD  ]

An open letter to my son,
who is a pre-med student
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many talents. And, yes, just like the song, I just have 

to laugh as it hurts too much to cry, refl ecting on the 

path laid out before you.

No doubt about it, life in medicine can be di�  -

cult. I think back to my own years of training. It was 

tough then—perhaps a tad tougher, because you had 

just been born and I had to juggle being a husband 

and parenting two small children with the demands 

of medical school and residency. My supervising 

residents and attendings had little regard for my life 

outside of the hospital, nor could they give a rip about 

my child who had just taken sick with a fever at Miss 

Laurie’s Daycare. 

Speaking of that, I learned a new word the other 

day: “presenteeism.” Great word. It means showing 

up to work when you are sick. I once worked with an 

emergency room physician who had caught an intesti-

nal virus. He talked one of the nurses into hooking 

him up to a bag of IV fl uid, which he wheeled around 

on a little pole from room to room so he could con-

tinue seeing patients. He wasn’t about to let a little 

nausea and diarrhea stand in his way. 

Any rational person might ask who wants to put 

up with all this? The years of study? Delayed grati-

fi cation? Living at poverty level for so long? Putting 

marriage and relationships at risk while you pursue 

the dream of medicine? And then after you have tack-

led all of the above issues, you come out ill-prepared 

to fi ght new foes: mastering the ICD-9, soon to be 

ICD-10, codes, insurance companies, paperwork, run-

ning a business. It’s downright daunting. 

So why do I stick with it? Well, simply put, it’s 

about the best darned gig around, that’s why. In the 

face of doctor burnout, isolation and the stresses of 

running an o�  ce, there is nothing to rival the satisfac-

tion of being a doctor. I may come home weary and 

burdened from seeing so many hurting people, but an 

inner peace su� uses me, often the most intensely on 

my roughest days. It comes from being able to stand 

back and refl ect on my day, resting in the calm assur-

ance that I am indeed doing some good out there, one 

patient at a time. 

Where do I begin? Well, for starters, there’s 

Frankie, a strapping 7-year-old who used to burst 

into tears every time I walked into the room when 

he was a toddler. Today, he high-fi ves me and calls 

me the best doctor in the world. His baby sister just 

had a febrile seizure and he’s confi dent that I’ll take 

good care of her. There’s Gert. At 104, she’s my oldest 

patient. With the twinkle in her eye and that smile 

of hers, she always lifts my spirits. Mr. Connors just 

had a stroke. At 51, this wasn’t supposed to happen, 

but it did. Even though he’s well-connected with his 

neurologist, he leans on me to help him navigate the 

maze of health challenges that have hit him like a 

freight train. 

Time and again, I step into the room and quietly 

close the door. After some friendly banter about 

important matters such as this year’s lousy tomato 

crop, good fi shing holes, bicycle riding, and how my 

beloved Washington State Cougars are doing (usually 

not very well), I segue into the reason for the visit. 

“What’s going on today?”

That’s when the magic happens. Time stops (or at 

least it should). I’m honored that patients entrust their 

health to me, putting faith in my ability to help them 

along the road to wellness. It’s a humbling feeling to be 

in that position. And, at the end of the day, I can look 

back and say, yes indeed I did a little good in my cor-

ner of the primary care world. It’s neither glamorous 

nor fl ashy to lance abscesses, treat toenail fungus, or 

battle with hypertension and diabetes, but it’s a neces-

sary calling and one that I am proud to be part of.

And when I refl ect on your aspirations to enter 

medicine, I am fi lled with pride that you have chosen 

this career. I know you have the compassion and the 

talent to be an excellent and caring physician. I think 

of the time you took care of the burn on my back 

after my shirt caught fi re (how was I to know the 

candle was so close?). You meticulously cleaned the 

wound, carefully extracting the shards of burnt shirt 

from fl esh with the care and patience of a seasoned 

professional. I sensed your healing touch, even then. 

And when you decided to stu�  a silly fi sh you found 

on the beach, you took to suturing his belly closed 

like an attending surgeon. 

Of course, that’s not to say that things aren’t going 

to be tough. You’ve got many years of hard work and 

sleepless nights ahead of you. I refl ect back to my 

own years of training when the alarm rang, signaling 

the beginning of another day. Yes, it was time to get 

up and do it all over again, tired or not. 

You’ll be very good at what you do, no doubt 

about it. Your love of learning will be rewarded in a 

career in which there will always be new frontiers to 

explore (we call it CME). I look forward to standing 

back and watching you as you develop into the fi ne 

young doctor you are called to be and welcome you as 

a future colleague. 

I’ll never be famous, and I doubt you will either. 

But I can promise you that your life in medicine will 

be one that is equally challenging, stimulating, and re-

warding. What more could someone ask of a career?

Godspeed, Daniel. You’ll do well. Of that, I am certain. 

Love, Dad 

The author is a family physician in Seattle, Washington. 

Send your feedback to medec@advanstar.com.

OPEN LETTER
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‘I 
need another script for my Vicodin 

because I accidentally dropped my pills 

in the toilet.” “I’m going out of town 

for 2 weeks; I need my Oxycontin early.” No 

doubt you have heard these kinds of requests 

for early refi lls. As physicians, we roll our eyes 

and exchange knowing looks with our sta�  

every time we hear them, and groan every 

time a narcotic refi ll request crosses our desk.

If you write any narcotic prescriptions 

at all, it can seem as though everyone is a 

druggie and that every patient taking them is 

out to pull a fast one on you. It is even worse 

if you manage chronic narcotic use. It’s hard 

not to get cynical.

On the other hand, some people have real 

pain, and narcotics can provide real relief. So how 

should we manage narcotics, particularly chronic 

narcotic use? What principles can help us to pre-

scribe narcotics appropriately? 

Before going any further, I will make a disclaimer. 

This article is not meant to be an authoritative guide 

to managing chronic pain or chronic narcotic use. 

You can fi nd guidelines and protocols for doing that 

elsewhere. I can, however, o� er a few useful tips that 

I have learned as a family physician in my struggle to 

fi nd the best way to manage chronic narcotic use.

THE EMOTIONAL APPROACH

Here is one approach that may not be the best. 

“You have pain? Nothing but Vicodin works? You 

look sincere. Here’s your prescription. I put refi lls 

on that script as well.” Unfortunately, I have seen 

this approach commonly (though not always to 

that extreme). The perceived sincerity or despera-

tion of the patient is the primary consideration for 

determining pain treatment. I call it the emotional 

approach to narcotics management since feelings, or 

gut instincts, make the decision. For these doctors, 

maintaining pleasant feelings by avoiding confronta-

FOLLOW THESE TIPS 

WHEN DECIDING WHETHER 

A PATIENT TRULY 

NEEDS PRESCRIPTION 

PAINKILLERS

[  By PAUL DIBBLE, MD  ]

Solving the
  narcotics dilemma



tion or disagreement is important. Of-

ten, a narcotics prescription is the least 

painful means to end an o�  ce visit for 

a pain complaint. While this approach 

avoids confrontation or disagreement, it 

will ensure that many narcotic scripts 

are written. 

Perhaps this approach comes natu-

rally to us. We go into medicine because 

we want to help others. Our training 

reinforces our listening and empathy 

skills. After several years of this kind 

of training, we are ready to believe 

anything our patients tell us. Usually 

that’s a good idea, but occasionally it 

is not. While those who actually need 

narcotics probably will get them from 

the emotional prescriber, those same 

patients may misuse them due to the 

lack of restraint in prescribing.

Narcotic abusers will also fi nd it easy 

to get prescriptions. Moreover, since the 

emotional prescriber prefers a narcotic 

prescription as the path of least resis-

tance, many patients may miss out on 

potentially more e� ective, non-narcotic 

options.

THE CYNICAL APPROACH
Rarely prescribing narcotics is an-

other way of avoiding confl ict, but that 

practice doesn’t help the patient with a 

clinical indication for the drugs. I call it 

the cynical approach to narcotic management since 

it seems to be based on universal suspicion. Physi-

cians who deal with narcotics this way probably 

have been burned before by some clever abusers. 

Since these physicians have discovered that they 

can’t always trust their own feelings, they prefer to 

avoid the issue altogether. Commonly, they refer the 

patient to a specialist, often a pain specialist, who 

often will put the patient on narcotics anyhow. But 

at least the referring physician didn’t have to try to 

sort out which person’s pain was real.

Of course, the methods presented above are at 

the extremes, but they illustrate poor ways of man-

aging chronic narcotic use. So what is a better way? 

The following ideas may help you to navigate the 

di�  cult waters of narcotics management.

 ■ Be consistent.

If seeing old records is important for you to verify 

prior narcotic use, always at least try to get them. 

If checking a controlled substance database is part 

of how you monitor narcotic use, do it consistently. 

I could talk about many specifi c ways to control or 

monitor narcotic use, but that is not the purpose 

here. Rather, I wish to emphasize that whatever 

tools you use, use them consistently.

Think of how you manage other 

chronic illnesses, such as diabetes. You 

have a set schedule for labs and o�  ce 

visits. You have pre-determined goals 

for hemoglobin A
1C

, blood pressure, 

and cholesterol. You may tailor the 

plan slightly, as appropriate, but you 

consistently apply the same standard 

to all of your diabetic patients. Do the 

same thing for chronic narcotic users.

 ■ Use objective criteria.

It is hard to be objective when dealing 

with pain, but you can fi nd many use-

ful guides. Some guidelines suggest us-

ing indicators such as functional status, 

point scales, or pictorial methods as 

ways of assessing pain and pain control. Whichever 

method you use, that going by gut instinct alone 

won’t work. Narcotics abusers are better actors than 

you are a detective. Even patients who are not trying 

to abuse narcotics don’t all describe or display their 

pain in the same way.

 ■ Accept that you’ll get fooled sometimes.

No matter how good your instincts, how consistent 

your standards, or how rigorous your controls, some 
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continued on page 69

POWER
POINTS

Don’t go on gut feeling 
alone as the basis for 
prescribing a narcotic.

Use the same criteria 
for every patient 
when making 
prescription decisions.

Communicate your 
expectations 
to patients regularly 
and honestly.

Focus on the long-term 
interests of the patient.

“IF YOU WRITE ANY NARCOTIC PRESCRIPTIONS 
AT ALL, IT CAN SEEM AS THOUGH EVERYONE IS A 

DRUGGIE AND THAT EVERY PATIENT TAKING THEM 
IS OUT TO PULL A FAST ONE ON YOU. . . . IT’S HARD 

NOT TO GET CYNICAL.”
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I 
fi rst met Mrs. Smith (not her real 

name) in a grocery line at a local 

farmers’ market. She was in front of 

me, and her bag of green Granny Smith 

apples had just slipped out of her hands, 

sending them rolling down the smooth 

pavement. I helped her collect them, one 

by one, and while I was bent over, my face 

close to her ankles, I noticed that her ankles were 

swollen the size of the grapefruits that I was carry-

ing in my own bag.

“You need to see your doctor,” I told her as I 

stood up, handing her back her apples. It was one 

of my habits: o� ering medical advice to strang-

ers about something that seemed clearly ominous. 

“Those ankles need to be looked at.”

She was in her 70s, gray hair in wisps and 

coils that hung randomly about an aging, gentle 

face weathered by the deep lines of time. But one 

feature shone as sharp as freshly cut emeralds: her 

bright-green eyes.

Those eyes stared at me curiously as if trying 

to recognize a face. Then, as if in resignation, she 

shrugged and paid the cashier.

A SURPRISE VISIT

It was my fi rst month in practice out of internal 

medicine residency. My husband and I were newly-

weds, and we had just moved to a sunny northern 

California suburb. The area was a�  uent, sur-

rounded by renowned university hospitals such as 

Stanford, and I wondered how long it would take 

me to get busy enough to make a salary to help 

support our new mortgage.

I looked out in my waiting room, which was 

empty except for one patient. It was the lady with 

the green apples.

“Her name is Mrs. Smith,” my secretary in-

formed me in a brisk voice. “She has not had a 

doctor in several years.”

Mrs. Smith had found me through my photo 

advertisement in the town newspaper. She had 

recognized me from the farmers’ market.

Now 75 years old, she had not seen a doc-

tor since her husband died 10 years prior from 

metastatic colon cancer. She was disillusioned with 

the medical system. Her husband’s diagnosis had 

been delayed despite a series of complaints he had 

expressed about abdominal pain. He had waited a 

year for a CT scan, by which time it was too late.

A GERIATRIC PATIENT 
SERVES AS A REMINDER TO 
TREAT THE WHOLE PERSON, 
NOT JUST THE DISEASE

[  By TASNEEM BADER-OMARALI, MD   ]

The lady with the 
green apples



The medical bills were astronomical because 

he had no secondary insurance to pick up what 

Medicare could not cover. They had no children, 

and there was no money left over to a� ord home 

healthcare, so she had to be his sole caregiver.

So now, Mrs. Smith, despite swollen legs and 

progressive shortness of breath, had refused to see 

a doctor. She had come that day only because I had 

seemed like a “nice young woman.” But she really 

did not care for doctors. She just wanted to give 

me, in her own words, “a small chance.”

AN APPARENT NIGHTMARE

This situation would be a nightmare to many doc-

tors, and I was no exception.

Mrs. Smith appeared to be a nonadherent, stub-

born patient on the verge of depression. But I was 

new to the world of medicine, and my enthusiasm 

not only was fresh but also was strong.

I plunged into performing a work-up. I or-

dered chest radiographs, an electrocardiogram, an 

echocardiogram, and lab tests, and I prescribed 

diuretics.

Mrs. Smith had congestive heart failure with an 

ejection fraction of 30% and aortic stenosis due to 

a bicuspid aortic valve. After much discussion, she 

agreed to take diuretics and aspirin. She refused to 

take digoxin or anti-depressants, or to see a cardi-

ologist, or even to get a mammogram. Her mother 

had had an anaphylactic reaction to digoxin, and 

Mrs. Smith was certain this reaction was related 

to an allergy to the foxglove plant. She thought the 

mammogram would be too painful; she knew that 

breast cancer was even more painful but was will-

ing to take that chance.

A GLIMMER OF HOPE

At fi rst, I grappled with the idea of discharging 

Mrs. Smith as a patient because of her nonadher-

ence to recommendations regarding medications 

and referrals. She appeared nothing short of a 

liability.

I searched for any relatives that I could talk to, 

to convince her to adhere to prescribed therapy. 

She had nobody, she told me. She had agreed to 

part of the medical plan, however; this agreement, 

I told myself, could provide a path toward more 

comprehensive health management.

As time, went on, I began to give Mrs. Smith 

credit for her decisions and soon accepted her 

choices of medical management just as she had 

accepted them herself. She declared she had lived 

a good life. She had run a clothing business on 

Market Street in San Francisco for 30 years with 

her husband. He was from Ecuador, and they knit 

lovely children’s sweaters with brightly colored 

yarn from that country. 

They also imported leather accessories. Such 

accessories had become a popular fashion state-

ment in the city by the bay, and the couple’s busi-

ness fl ourished.

Mrs. Smith had gone back to college and earned 

a degree in history. She and her husband traveled 

to Italy and to the south of Spain and even to Mo-

rocco. She kept a journal and often would tell me 

about the magnifi cent Al Hambra fortress in Spain, 

the granite pillars of the Pantheon, and the ancient 

palaces of Marrakech.

The Smiths were self-employed and paid for 

their own health insurance. In the 1990s, when 

work in the apparel industry was outsourced to 

other countries, their business began to wind down. 

Few could a� ord the Smiths’ fi ne wool sweaters. 

They sold their house and moved into a small mo-

bile home a few yards away from the local farmers’ 

market. They qualifi ed for Medicare but could not 

a� ord secondary insurance and could not qualify 

for Medicaid.

Mr. Smith had been her companion for 40 

years. After his death, Mrs. Smith volunteered in 

the senior center, driving the bus that would take 

seniors to doctors’ appointments. Her health began 

to fail, however, and the senior center asked her to 

see a doctor or stay at home. She decided to do the 

latter only.

PERPLEXING UPS AND DOWNS

Mrs. Smith came to see me regularly, and her 

health began to improve. Her edema resolved, and 

she had more energy. She was vibrant and laughed 

with all my sta�  over silly “knock-knock” jokes. She 

even baked a pie with Granny Smith apples for me 

that Thanksgiving. As a new physician, in my quest 

for self-fulfi llment, I began to feel proud that I had 

taken on a sick and nonadherent patient and had 

made a di� erence.

Then, exactly a year after her fi rst appointment 

with me, Mrs. Smith called me early one morning. 

She was short of breath, and her legs were heavy 

as lead. I told her to go to the emergency room 

(ER). She refused. Frustrated, I told her to meet 

me in my o�  ce. There, I gave her oxygen and in-

creased her dose of diuretics. I administered some 

sample diuretic tablets in the o�  ce and let her rest 

in an exam room. Her condition improved, and she 

went home.

The following week, the same incident re-

curred. Her edema had returned, worse than I had 
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ever seen before. Her breathing was labored. Her 

echocardiogram still showed an ejection fraction 

of 30%, and the aortic gradient had not changed. 

She refused hospitalization, knowing that doing so 

would put her at risk of death.

I asked her whether she had adhered to her 

medication schedule. She did not reply.

I decided that she was depressed and per-

haps wished to stop all medications. My stomach 

churned. But then, I thought, why would she call 

and continue to see me?

AGAIN A DILEMMA

Mrs. Smith had again become a dilemma for me. 

I sat across from her and solemnly told her that if 

she did not take her medications or allow me to 

prescribe antidepressants, then she was not allow-

ing me to do my job as a doctor, in which case I no 

longer could be of service to her.

She was silent, but in the corners of her clear, 

green eyes, I could see sparkling tears. After that 

day, I did not hear from her for a week. I called her 

home, and there was no response. The local hospi-

tal relayed that she had not been admitted.

I was driving home after work one day when 

the answering service sent me a text. Mrs. Smith 

was short of breath. I pulled over the side of the 

road and, using my smartphone, logged on to my 

electronic health record.

Mrs. Smith’s house was just a mile down the 

road at a nearby senior mobile home facility. On an 

impulse, I made a U-turn and drove to her house.

Mrs. Smith opened the door and was taken 

aback. She invited me in. I was surprised that 

the house was immaculate. The décor was South 

American.

Just as before, her breathing was labored, and 

her steps were heavy due to three-plus pitting 

edema up to her knees. Her lungs had rales bilater-

ally, and her pulse was irregular, probably in atrial 

fi brillation.

I told her she needed to go to the hospital. She 

shook her head in defi ance. I asked her where her 

medications were. “I don’t have them,” she told me.

“Why?” I asked her. “Your pharmacy has been 

delivering them to you every month.” She pointed 

to her bedroom and told me to go there. Inside, on 

a shag rug, was a German Shepherd, curled up, his 

large head on his paws. He tried to open his eyes 

for me but could not. His breathing was shallow, 

saliva streamed down the side of his mouth.

Mrs. Smith did have all her medicine bottles, but 

they were just lying next to her dog, half empty. 

She had been feeding them to her dog. She told 

me that her husband had adopted Rufus from a 

shelter, and he had been just 5 years old when Mr. 

Smith died. Two months ago, the veterinarian had 

diagnosed the same condition of congestive heart 

failure in the 15-year-old dog, and she no longer 

could a� ord to pay the vet’s bills. So she had been 

crushing up her own pills and feeding them to 

Rufus in water.

“You asked me once if I had any living relatives,” 

she said, sadly. “I really do not. After my Fred died, 

this dog is the only relative I have and the best one 

ever. And I will do what I can for him. Even if I 

have to die fi rst.”

RELIEF SETS IN

I actually was relieved. I authorized an early refi ll 

on her medications and began to make daily house 

calls to make sure she was taking her diuretics. She 

even agreed to take an antidepressant.

Since the day I met Mrs. Smith’s dog at her 

home, she trusted me more. Even though the dog 

had a small supply of her medications to take for 

his own ailment, I called the vet, who decided to 

see the dog under a payment plan.

Unfortunately, Rufus only lived for another 

month. As for Mrs. Smith, she lived for another 3 

years before her ejection fraction slowly declined. 

She passed away at home with hospice care.

A LASTING LESSON

Occasionally, I pass by the local farmers’ market 

and see the green Granny Smith apples. I think of 
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“I HAD CROSSED THE FORMALITY OF PROFESSIONAL 
BARRIERS AND KNOCKED ON HER DOOR, UNINVITED. 
BY DOING SO, I HAD DISCOVERED A CRITICAL FACTOR 

OF MY PATIENT’S LIFE THAT HELPED ME CONTRIBUTE 
TO SOME QUALITY IN HER REMAINING YEARS.”

GREEN APPLES



the gray coils of hair hanging about a weathered 

face and those glittering green eyes.

Angry at her stubborn refusals and frustrated at 

myself for feeling this way, I nearly had discharged 

this patient, a woman already feeling discouraged 

and unhappy with the medical system. Ultimately, 

I was glad I had stayed with her to the end, but 

not because I had done anything heroic for her; 

she would not allow me to do that. Rather, hav-

ing run out of options, I had crossed the formality 

of professional barriers and knocked on her door, 

uninvited. By doing so, I had discovered a critical 

factor of my patient’s life that helped me contribute 

to some quality in her remaining years.

Our patients are not just limited to waiting rooms 

and exam rooms or dreaded phone calls. Once they 

leave our o�  ces, they have other lives that often are 

mysteries to us. For this reason, we must treat the 

whole patient and not just the disease. Mrs. Smith 

was a testament to this simple fact. 

The author practices internal medi-

cine in Pleasanton, California. This 

article received an honorable mention 

in our 2011 Doctors’ Writing Contest. 

Send your feedback about this article 

to medec@advanstar.com.
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patients will fool you. If you let these few get 

to you, you will become cynical about everyone. 

Instead, trust in the consistency of your processes 

to weed out abusers, and stay focused on the ones 

you are helping.

Let patients know your expectations right from 

the beginning. Physicians often fi nd themselves 

writing recurrent narcotic scripts for what started 

as an acute condition. Then, they fi nd themselves 

in the uncomfortable position of not knowing 

what to do since, as their patients inevitably will 

tell them, “Vicodin is the only thing that works.” 

As soon as you begin writing recurrent nar-

cotic prescriptions or sense that a chronic pain 

syndrome is developing, have a frank discussion 

with your patient. Talk about chronic pain, the 

options for treatment, the limitations and the 

dangers of chronic narcotics, and the means by 

which you will regulate their use.

This approach can help prevent misunder-

standings; sometimes it also heads o�  abusers 

looking for easy targets. Equally important in this 

early discussion is letting patients know that you 

will work with them to control their pain.

The discussion above works best if the patient 

is your patient. What happens when you inherit 

patients from your partners—especially the emo-

tional prescribers? What about those new patients 

arriving with their desperate pleas for refi lls? In 

those cases, it is best to choose your battles care-

fully. The 88-year-old taking two Vicodin a day for 

her knee arthritis may not be your fi rst “attack.”

CLEAR EXPECTATIONS

Still, try to make your expectations clear. Even 

though you may have done things di� erently, you 

may be able to live with some 

variations.

Try to weigh risks and ben-

efi ts. What are the risks of abuse 

or misuse? What is the risk of 

future problems or confl icts? 

In the balance of things, is this 

regimen helping the patient? 

Again, an early, frank discussion 

is very helpful.

My last suggestion is, don’t 

become cynical.

“I knew it!” you say when 

you fi nd out one of your pa-

tients was getting narcotics 

scripts on the sly from another 

provider. Remember that there 

are real people with real pain. 

When we help them live better, 

more functional lives through the appropriate use 

of narcotics, we have made the world a better 

place. 

The author is a family physician 

practicing in Wyoming, Michigan. 

This article received an honorable 

mention in our 2011 Doctors’ 

Writing Contest. Send your 

feedback to medec@advanstar.com.

NARCOTICS

continued from page 68

GREEN APPLES

Read how a broken wrist changed 
one doctor’s views on managing 
pain at MedicalEconomics.com/
painmanagement

Learn how to help patients avoid 
addiction and reduce your liability 
at MedicalEconomics.com/
controlleddrugs

continued from page 65
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‘B
admouthing” another phy-

sician is never a good idea, 

regardless of how tempted 

you might be in some instances.

For example, you may be frus-

trated because you think another 

doctor’s care resulted in a bad clinical 

outcome, and you just want to say 

what you think. Or a patient has 

experienced a bad result with another 

physician and is “fi shing” for com-

mentary to determine whether to sue.

Refrain from making negative 

comments about another medical pro-

fessional, however, for several reasons:

■ You may make enemies in the 

medical community. Your actions 

could aff ect the referrals you receive, 

if the other doctor is a referral source. 

Regardless, when word of your 

remarks gets around—and it will get 

around—the resulting animosity will 

create a stigma for you similar to that 

associated with a physician becoming 

a plaintiff ’s expert.

■ If the patient sues, you also 

may be named in the lawsuit. The 

plaintiff ’s attorney likely will want to 

include you as a way to get free ex-

pert testimony. The shotgun approach 

to naming defendants covers the 

plaintiff  in case it later turns out that 

you did something wrong. If the other 

doctor starts to defend himself or 

herself by blaming you, then the work 

is done for the plaintiff ’s attorney. 

And if the physician who has been 

blamed has to testify against you and 

you have made negative comments, 

it would be diffi  cult for him or her to 

be objective.

■ The other doctor may fi le a 

lawsuit against you, claiming damage 

to his or her reputation with resul-

tant loss of patients, patient referrals 

(many patients refer their friends and 

family), and, therefore, income.

RAMIFICATIONS 

ARE VARIED

The ramifi cations are various for the 

physician about whom negative com-

ments have been made.

If the commentary occurs in a 

hospital or clinic setting—or even in 

a group setting—other providers and 

staff  members (such as offi  ce manag-

ers, administrative assistants, and 

receptionists) may worry that their 

reputations could become tainted. 

Other doctors, nurses, staff  members, 

administrators, and, of course, other 

patients, may not want to work with 

the physician whose reputation has 

been tarnished. An administrator who 

is looking for a new job may not want 

to take a chance to go to work for a 

doctor whose reputation now is in 

question. A covering physician may 

not want to work with the one who 

has been badmouthed.

WHAT IF YOU ARE THE ONE 

WHO IS BADMOUTHED?

What should you do if another doctor 

makes negative comments about you?

■ Take an active stance. Such 

a stance may involve contact with 

the off ending colleague and should 

include as much contact with the 

patient and/or the patient’s signifi cant 

others as you can arrange.

■ Don’t joust in 

the medical record. 

If any blame can 

be assigned, it does 

not belong in the 

record. The record 

is a durable business 

document that will be-

come evidence at the 

time of trial. Plaintiff s’ 

attorneys are the ones 

who benefi t from 

fi nger-pointing in the 

medical record.

WHY DOES IT 

HAPPEN?

Often, when one phy-

sician makes negative 

comments about an-

other doctor to a pa-

tient, it could signal an ego problem. 

Badmouthing may arise from profes-

sional jealousy, envy, or grandiosity. In 

such cases, in the perpetrator’s mind, 

his or her standing may be elevated 

when the other person is disparaged.

Using more primitive psychological 

POWER  

POINTS

If you make negative 
comments about 
another doctor, you 
may harm your 
practice or may be 
named in a lawsuit.

Badmouthing can 
make it dif� cult for a 
physician to hire new 
staff or � nd a doctor 
to provide coverage.

If another physician 
badmouths you, take 
an active stance, 
and don’t include 
negative comments 
in the medical record.

‘Badmouthing’ another 
doctor never a good idea

The author is a health law attorney in Mt. Kisco, New York, and a Medical Economics consultant. This column was co-authored by Paul Gordon, MD, a 
psychopharmacologist practicing in Goshen, New York. Malpractice Consult deals with questions on common professional liability issues. Unfortunately, we 
cannot offer speci� c legal advice. If you have a general question or a topic you would like to see covered here, send it to medec@advanstar.com.

By LEE J. JOHNSON, JD
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The latest health information technology news and research

» Most patients don’t access their 
medical records electronically 

Eighty-six percent of patients 

don’t access their medical records 

electronically despite vast invest-

ments in electronic health records 

(EHR) systems and high hopes 

that consumers will use EHRs 

to participate in shared medi-

cal decision-making, according 

to research conducted by PwC’s 

Health Research Institute in 

conjunction with its “Top Health 

Industry Issues of 2011” report.

In addition, the report says 

that record spending on health 

information technology (HIT) 

this year is likely to increase 

demand for skilled HIT profes-

sionals, expand roles for chief 

information offi  cers, and increase 

merger and acquisition activity 

among organizations looking to 

share the cost and benefi ts of 

HIT integration. The use of mo-

bile health and wireless technolo-

gies also is expected to continue 

surging.

» Telemonitoring aids blood
pressure control in diabetic patients
A fully automated cell phone-

based telemonitoring system that 

involves patients in their care 

signifi cantly improved blood 

pressure control among patients who had diabetes and 

uncontrolled systolic hypertension, according to a study 

by Alexander G. Logan, MD, of the University of Toronto, 

and colleagues. 

Patients received pre-programmed cell phones that

 automatically transmitted readings from Bluetooth-

enabled home blood pressure monitors to the application 

server. Patients received instant feedback on their cell 

phones, including their current blood pressure read-

ings and messages ranging from congratulatory words to 

prompts to take additional readings over a certain period 

of time to obtain reliable overall readings. 

If blood pressure values were too high, patients were 

asked to make follow-up appointments with their physicians. 

If 3-day or 2-week averages exceeded pre-determined goals, 

the patients’ doctors were notifi ed. 

Doctors could review the results 

of  blood pressure readings on a 

Web-based 

server.

At 12 

months, 

systolic 

blood

pressure 

had de-

creased by 

9.1 mm Hg 

in the tele-

monitoring 

group and 

by 1.6 mm Hg in those monitor-

ing their blood pressure  in the 

standard manner. Blood pressure 

control was achieved in 37% of 

the patients in the phone-based 

telemonitoring group and in 

14.2% of the controls.

» More offi ce-based doctors plan 
to achieve meaningful use 

Forty-one percent of offi  ce-based 

physicians plan to achieve

meaningful use of EHRs and 

apply for government incentive 

payments, according to a survey 

by the National Center for Health 

Statistics (NCHS) and discussed 

by David Blumenthal, MD, MPP, 

national coordinator for HIT, in a 

posting on his blog. Blumenthal says the survey num-

bers are a reversal of the low interest in EHR adoption 

in previous years. “I believe we are seeing the tide turn 

toward widespread and accelerating adoption and use of 

HIT,” he says.

The survey also found that 32.4% of offi  ce-based 

physicians expect to enroll during Stage 1 of the federal 

incentive programs. Fourteen percent said they were not 

planning to apply for meaningful use incentives.

Additional survey data from the NCHS show that the 

number of primary care physicians who already have

adopted a basic EHR increased from 19.8% in 2008 to 

29.6% in 2010. Most physicians would need to further 

upgrade their EHR systems or their use of the systems to 

qualify for meaningful use incentive payments.

New Web site provides 
tools for meaningful 
use  
The Healthcare 

Information and 

Management System 

Society has launched 

Meaningful Use 

OneSource, an 

online repository of 

documents, tools, 

and links to other 

knowledge available 

online. The site is 

designed to help 

individuals and 

organizations prepare for meaningful 

use certification criteria and standards 

regulations. The site explains:

■   how to meet and use meaningful use 

certification criteria,

■   how to receive Medicare and Medicaid 

incentive funding and avoid penalties,

■   how to implement meaningful use in a 

healthcare organization, and

■   how to access updates on federal and 

state laws and regulations.

Information on the site appears in three 

categories: 1) the basics, 2) qualifying for 

meaningful use and funding, and 3) putting 

meaningful use into practice. View the site at 

himss.org.
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H E R  F I R S T  O S T E O P O R O T I C 
F R A C T U R E  C O U L D  L E A D 

T O  A N O T H E R

FORTEO® (teriparatide [rDNA origin] injection) SELECT SAFETY 
INFORMATION

Prescribe FORTEO only for patients for whom the potential benefits are considered to outweigh 

the potential risks. FORTEO should not be prescribed for patients at increased baseline risk for 

osteosarcoma, including those with Paget’s disease of bone, unexplained elevations of alkaline 

phosphatase, pediatric and young adult patients with open epiphyses, or prior external beam or 

implant radiation therapy. Additionally, patients with bone metastases or a history of skeletal 

malignancies, metabolic bone diseases other than osteoporosis, or pre-existing hypercalcemia 

should not receive FORTEO.

Use of FORTEO for more than 2 years during a patient’s lifetime is not recommended. 

FORTEO CONNECT OFFERS PERSONALIZED SUPPORT
TO HELP PATIENTS THROUGHOUT THEIR TREATMENT

Patients can choose to sign up for insurance investigation, training, and/or • 

ongoing support



Please see Important Safety Information and Brief Summary 
of Prescribing Information on adjacent pages.

N O W  I S  T H E  T I M E  F O R 

A N A B O L I C  A C T I O N

FORTEO IS INDICATED:

For the treatment of postmenopausal women with osteoporosis at high risk for fracture• 

To increase bone mass in men with primary or hypogonadal osteoporosis at high risk for fracture• 

For the treatment of men and women with osteoporosis associated with sustained, systemic • 

glucocorticoid therapy at high risk for fracture

WARNING: POTENTIAL RISK OF OSTEOSARCOMA 
In male and female rats, teriparatide caused an increase in the incidence of osteosarcoma (a malignant bone 
tumor) that was dependent on dose and treatment duration. The effect was observed at systemic exposures to 
teriparatide ranging from 3 to 60 times the exposure in humans given a 20-mcg dose. Because of the uncertain 
relevance of the rat osteosarcoma fi nding to humans, prescribe FORTEO® (teriparatide [rDNA origin] injection) 
only for patients for whom the potential benefi ts are considered to outweigh the potential risk. FORTEO should 
not be prescribed for patients who are at increased baseline risk for osteosarcoma (including those with Paget’s 
disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult patients with 
open epiphyses, or prior external beam or implant radiation therapy involving the skeleton).
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WARNING: POTENTIAL RISK OF OSTEOSARCOMA 
In male and female rats, teriparatide caused an increase in the incidence of osteosarcoma (a malignant bone tumor) that was 
dependent on dose and treatment duration. The effect was observed at systemic exposures to teriparatide ranging from 3 to 60 
times the exposure in humans given a 20-mcg dose. Because of the uncertain relevance of the rat osteosarcoma fi nding to 
humans, prescribe FORTEO® (teriparatide [rDNA origin] injection) only for patients for whom the potential benefi ts are considered 
to outweigh the potential risk. FORTEO should not be prescribed for patients who are at increased baseline risk for osteosarcoma 
(including those with Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult 
patients with open epiphyses, or prior external beam or implant radiation therapy involving the skeleton).

CONTRAINDICATIONS
Hypersensitivity to teriparatide or to any of its excipients. Reactions have included angioedema and anaphylaxis.

WARNINGS AND PRECAUTIONS
The following categories of patients have increased baseline risk of osteosarcoma and therefore should not be treated with FORTEO: Paget’s disease of bone, pediatric 
populations and young adults with open epiphyses, or prior external beam or implant radiation therapy.

Patients should be encouraged to enroll in the voluntary FORTEO Patient Registry, which is designed to collect information about any potential risk of osteosarcoma in 
patients who have taken FORTEO. Enrollment information can be obtained by calling 1-866-382-6813, or by visiting www.forteoregistry.rti.org.

Osteosarcoma occurs in about 4 out of every million older adults each year. Cases of bone tumor and osteosarcoma have been reported rarely in people taking 
FORTEO in the post-marketing period. The causality to FORTEO use is unclear.

Use of FORTEO for more than 2 years during a patient’s lifetime is not recommended. 

Patients with the following conditions also should not receive FORTEO: bone metastases or a history of skeletal malignancies, metabolic bone diseases other than 
osteoporosis, or hypercalcemic disorders.

FORTEO may increase serum calcium, urinary calcium, and serum uric acid. 

Use with caution in patients with active or recent urolithiasis because of risk of exacerbation. If active urolithiasis or pre-existing hypercalciuria are suspected, 
measurement of urinary calcium excretion should be considered.

Transient orthostatic hypotension may occur with initial doses of FORTEO. In short-term clinical pharmacology studies, transient episodes of symptomatic orthostatic 
hypotension were observed in 5% of patients. FORTEO should be administered initially under circumstances where the patient can sit or lie down if symptoms 
of orthostatic hypotension occur.

Patients receiving digoxin should use FORTEO with caution because FORTEO may transiently increase serum calcium and hypercalcemia may predispose patients to 
digitalis toxicity.

FORTEO should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus. Based on animal studies, FORTEO may cause fetal harm. 

It is not known whether teriparatide is excreted in human milk. Breastfeeding mothers should discontinue nursing or FORTEO, taking into account the importance of 
treatment to the mother.

ADVERSE REACTIONS
The most common adverse reactions in clinical trials include: arthralgia (10.1 FORTEO vs. 8.4 placebo), pain (21.3 FORTEO vs. 20.5 placebo), and nausea (8.5 
FORTEO vs. 6.7 placebo). Other adverse reactions include: dizziness, leg cramps, joint aches, and injection site reactions. 

INSTRUCTIONS FOR FORTEO USE
FORTEO is provided as a fixed-dose, prefilled delivery device that can be used for up to 28 days, including the first injection. The delivery device contains 28 daily 
doses of 20 mcg each. Do not transfer the contents of the delivery device into a syringe. The FORTEO Delivery Device should be stored under refrigeration at 36° to 
46° F (2° to 8° C) at all times. Do not use FORTEO if it has been frozen.

Please see Brief Summary of Prescribing Information on adjacent pages.
TE-68896 1210 PRINTED IN USA ©2010, Lilly USA, LLC. All rights reserved. FORTEO is a registered trademark of Eli Lilly and Company.
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FORTEO® (teriparatide [rDNA origin] 20 mcg for injection) 
Brief Summary. Consult the package insert for complete prescribing 
information. 

WARNING: POTENTIAL RISK OF OSTEOSARCOMA
In male and female rats, teriparatide caused an increase in the 
incidence of osteosarcoma (a malignant bone tumor) that was 
dependent on dose and treatment duration. The effect was 
observed at systemic exposures to teriparatide ranging from 3 to 
60 times the exposure in humans given a 20-mcg dose. Because 
of the uncertain relevance of the rat osteosarcoma finding to 
humans, prescribe FORTEO® only for patients for whom the 
potential benefits are considered to outweigh the potential risk. 
FORTEO should not be prescribed for patients who are at increased 
baseline risk for osteosarcoma (including those with Paget’s 
disease of bone or unexplained elevations of alkaline phosphatase, 
pediatric and young adult patients with open epiphyses, or prior 
external beam or implant radiation therapy involving the skeleton). 

INDICATIONS
FORTEO is indicated: for the treatment of postmenopausal women 

with osteoporosis at high risk for fracture; to increase bone mass in men 
with primary or hypogonadal osteoporosis at high risk for fracture; for 
the treatment of men and women with osteoporosis associated with 
sustained, systemic glucocorticoid therapy at high risk for fracture.

CONTRAINDICATIONS 
Do not use FORTEO in patients with Hypersensitivity to teriparatide 

or to any of its excipients. Reactions have included angioedema and 
anaphylaxis.

WARNINGS AND PRECAUTIONS
Osteosarcoma In male and female rats, teriparatide caused an 

increase in the incidence of osteosarcoma (a malignant bone tumor) that 
was dependent on dose and treatment duration.  FORTEO should not 
be prescribed for patients at increased baseline risk of osteosarcoma. 
These include Paget’s disease of bone (unexplained elevations of alkaline 
phosphatase may indicate Paget’s disease of bone); pediatric and young 
adult patients with open epiphyses; prior external beam or implant 
radiation therapy involving the skeleton. Patients should be encouraged 
to enroll in the voluntary FORTEO Patient Registry, which is designed to 
collect information about any potential risk of osteosarcoma in patients 
who have taken FORTEO. Enrollment information can be obtained 
by calling 1-866-382-6813, or by visiting www.forteoregistry.rti.org. 
Treatment Duration The safety and efficacy of FORTEO have not been 
evaluated beyond 2 years of treatment. Consequently, use of the drug 
for more than 2 years during a patients’ lifetime is not recommended.  
Bone Metastases and Skeletal Malignancies Patients with bone 
metastases or a history of skeletal malignancies should not be treated 
with FORTEO. Metabolic Bone Diseases Patients with metabolic bone 
diseases other than osteoporosis should not be treated with FORTEO. 
Hypercalcemia and Hypercalcemic Disorders FORTEO has not been 
studied in patients with pre-existing hypercalcemia. These patients should 
not be treated with FORTEO because of the possibility of exacerbating 
hypercalcemia. Patients known to have an underlying hypercalcemic 
disorder, such as primary hyperparathyroidism, should not be treated 
with FORTEO. Urolithiasis or Pre-existing Hypercalciuria In clinical 
trials, the frequency of urolithiasis was similar in patients treated with 
FORTEO and placebo. However, FORTEO has not been studied in patients 
with active urolithiasis. If active urolithiasis or pre-existing hypercalciuria 
are suspected, measurement of urinary calcium excretion should be 
considered. FORTEO should be used with caution in patients with active 
or recent urolithiasis because of the potential to exacerbate this condition. 
Orthostatic Hypotension FORTEO should be administered initially under 
circumstances in which the patient can sit or lie down if symptoms of 
orthostatic hypotension occur. In short-term clinical pharmacology 
studies with teriparatide, transient episodes of symptomatic orthostatic 

hypotension were observed in 5% of patients. Typically, an event began 
within 4 hours of dosing and spontaneously resolved within a few minutes 
to a few hours. When transient orthostatic hypotension occurred, it 
happened within the first several doses, it was relieved by placing the 
person in a reclining position, and it did not preclude continued treatment. 
Drug Interactions Hypercalcemia may predispose patients to digitalis 
toxicity. Because FORTEO transiently increases serum calcium, patients 
receiving digoxin should use FORTEO with caution.

ADVERSE REACTIONS
Clinical Trials Experience Because clinical studies are conducted 

under widely varying conditions, adverse reaction rates observed in the 
clinical studies of a drug cannot be directly compared to rates in the 
clinical studies of another drug and may not reflect the rates observed 
in practice. Treatment of Osteoporosis in Men and Postmenopausal 
Women The safety of FORTEO in the treatment of osteoporosis in men and 
postmenopausal women was assessed in two randomized, double-blind, 
placebo-controlled trials of 1382 patients (21% men, 79% women) aged 
28 to 86 years (mean 67 years). The median durations of the trials were 
11 months for men and 19 months for women, with 691 patients exposed 
to FORTEO and 691 patients to placebo. All patients received 1000 mg of 
calcium plus at least 400 IU of vitamin D supplementation per day.  The 
incidence of all cause mortality was 1% in the FORTEO group and 1% in 
the placebo group. The incidence of serious adverse events was 16% in 
FORTEO patients and 19% in placebo patients. Early discontinuation due 
to adverse events occurred in 7% of FORTEO patients and 6% of placebo 
patients. Percentage of Patients with Adverse Events Reported by at 
Least 2% of FORTEO-Treated Patients and in More FORTEO-Treated 
Patients than Placebo-Treated Patients from the Two Principal 
Osteoporosis Trials in Women and Men Adverse Events are Shown 
Without Attribution of Causality(FORTEO, N=691, Placebo, N=691): 
Body as a Whole: Pain (21.3%, 20.5%), Headache (7.5%, 7.4%), Asthenia 
(8.7%, 6.8%), Neck Pain (3.0%, 2.7%); Cardiovascular: Hypertension 
(7.1%, 6.8%), Angina Pectoris (2.5%, 1.6%), Syncope (2.6%, 1.4%); 
Digestive System: Nausea (8.5%, 6.7%), Constipation (5.4%, 4.5%), 
Diarrhea (5.1%, 4.6%), Dyspepsia (5.2%, 4.1%), Vomiting (3.0%, 2.3%), 
Gastrointestional disorder (2.3%, 2.0%), Tooth disorder (2.0%, 1.3%); 
Musculoskeletal: Arthralgia (10.1%, 8.4%), Leg cramps (2.6%, 1.3%); 
Nervous System: Dizziness (8.0%, 5.4%), Depression (4.1%, 2.7%) 
Insomnia (4.3%, 3.6%), Vertigo (3.8%, 2.7%); Respiratory System: Rhinitis 
(9.6%, 8.8%), Cough increased (6.4%, 5.5%), Pharyngitis (5.5%, 4.8%), 
Dyspepsia (3.6%, 2.6%), Pneumonia (3.9%, 3.3%); Skin and Appendages: 
Rash (4.9%, 4.5%), Sweating (2.2%, 1.7%). Immunogenicity In the clinical 
trial, antibodies that cross-reacted with teriparatide were detected 
in 3% of women (15/541) receiving FORTEO. Generally, antibodies 
were first detected following 12 months of treatment and diminished 
after withdrawal of therapy. There was no evidence of hypersensitivity 
reactions or allergic reactions among these patients. Antibody formation 
did not appear to have effects on serum calcium, or on bone mineral 
density (BMD) response.  Laboratory Findings Serum Calcium: FORTEO 
transiently increased serum calcium, with the maximal effect observed at 
approximately 4 to 6 hours post-dose. Serum calcium measured at least 
16 hours post-dose was not different from pretreatment levels. In clinical 
trials, the frequency of at least 1 episode of transient hypercalcemia in 
the 4 to 6 hours after FORTEO administration was increased from 2% 
of women and none of the men treated with placebo to 11% of women 
and 6% of men treated with FORTEO. The number of patients treated 
with FORTEO whose transient hypercalcemia was verified on consecutive 
measurements was 3% of women and 1% of men. Urinary Calcium: 
FORTEO increased urinary calcium excretion, but the frequency of 
hypercalciuria in clinical trials was similar for patients treated with 
FORTEO and placebo.  Serum Uric Acid: FORTEO increased serum uric 
acid concentrations. In clinical trials, 3% of FORTEO patients had serum 
uric acid concentrations above the upper limit of normal compared with 
1% of placebo patients. However, the hyperuricemia did not result in an 
increase in gout, arthralgia, or urolithiasis. Renal Function: No clinically 
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important adverse renal effects were observed in clinical studies. 
Assessments included creatinine clearance; measurements of blood urea 
nitrogen (BUN), creatinine, and electrolytes in serum; urine specific gravity 
and pH; and examination of urine sediment.  Studies in Men and Women 
with Glucocorticoid-Induced Osteoporosis The safety of FORTEO in the 
treatment of men and women with glucocorticoid-induced osteoporosis 
was assessed in a randomized, double-blind, active-controlled trial 
of 428 patients (19% men, 81% women) aged 22 to 89 years (mean 
57 years) treated with ≥ 5mg per day prednisone or equivalent for 
a minimum of 3 months. The duration of the trial was 18 months with 
214 patients exposed to FORTEO and 214 patients exposed to oral daily 
bisphosphonate (active control). All patients received 1000 mg of calcium 
plus 800 IU of vitamin D supplementation per day. The incidence of all 
cause mortality was 4% in the FORTEO group and 6% in the active control 
group. The incidence of serious adverse events was 21% in FORTEO 
patients and 18% in active control patients, and included pneumonia (3% 
FORTEO, 1% active control). Early discontinuation because of adverse 
events occurred in 15% of FORTEO patients and 12% of active control 
patients, and included dizziness (2% FORTEO, 0% active control).  Adverse 
events reported at a higher incidence in the FORTEO group and with at 
least a 2% difference in FORTEO-treated patients compared with active 
control-treated patients were: nausea (14%, 7%), gastritis (7%, 3%), 
pneumonia (6%, 3%), dyspnea (6%, 3%), insomnia (5%, 1%), anxiety 
(4%, 1%), and herpes zoster (3%, 1%), respectively.  Postmarketing 
Experience: The following adverse reactions have been identified during 
postapproval use of FORTEO. Because these reactions are reported 
voluntarily from a population of uncertain size, it is not always possible 
to reliably estimate their frequency or establish a causal relationship to 
drug exposure. Osteosarcoma: Cases of bone tumor and osteosarcoma 
have been reported rarely in the postmarketing period. The causality to 
FORTEO use is unclear. Long term osteosarcoma surveillance studies are 
ongoing. Hypercalcemia: Hypercalcemia greater than 13.0 mg/dL has 
been reported with FORTEO use.  Adverse events reported since market 
introduction that were temporally (but not necessarily causally) related to 
FORTEO therapy include the following: Allergic Reactions: Anaphylactic 
reactions, drug hypersensitivity, angioedema, urticaria; Investigations: 
Hyperuricemia; Respiratory System: Acute dyspnea, chest pain; 
Musculoskeletal: Muscle spasms of the leg or back; Other: Injection site 
reactions including injection site pain, swelling and bruising; oro-facial 
edema. 

USE IN SPECIFIC POPULATIONS
Pregnancy Category C. There are no adequate and well-controlled 

studies of FORTEO in pregnant women. In animal studies, teriparatide 
increased skeletal deviations and variations in mouse offspring at doses 
more than 60 times the equivalent human dose and produced mild growth 
retardation and reduced motor activity in rat offspring at doses more than 
120 times the equivalent human dose. FORTEO should be used during 
pregnancy only if the potential benefit justifies the potential risk to the 
fetus.  In animal studies, pregnant mice received teriparatide during 
organogenesis at subcutaneous doses 8 to 267 times the human dose. 
At doses ≥ 60 times the human dose, the fetuses showed an increased 
incidence of skeletal deviations or variations (interrupted rib, extra vertebra 
or rib). When pregnant rats received subcutaneous teriparatide during 
organogenesis at doses 16 to 540 times the human dose, the fetuses 
showed no abnormal findings. In a perinatal/postnatal study, pregnant 
rats received subcutaneous teriparatide from organogenesis through 
lactation. Mild growth retardation in female offspring at doses ≥120 
times the human dose (based on surface area, mcg/m2). Mild growth 
retardation in male offspring and reduced motor activity in both male and 
female offspring occurred at maternal doses 540 times the human dose. 
There were no developmental or reproductive effects in mice or rats at 
doses 8 or 16 times the human dose, respectively. Exposure multiples 
were normalized based on body surface area (mcg/m2). Actual animal 
doses: mice (30 to 1000 mcg/kg/day); rats (30 to 1000 mcg/kg/day).  
Nursing Mothers: It is not known whether teriparatide is excreted 

in human milk. Because of the potential for tumorigenicity shown for 
teriparatide in animal studies, a decision should be made whether to 
discontinue nursing or to discontinue the drug, taking into account the 
importance of the drug to the mother. Pediatric Use: The safety and 
efficacy of FORTEO have not been established in any pediatric population. 
FORTEO should not be prescribed in patients at an increased baseline risk 
of osteosarcoma which include pediatric and young adult patients with 
open epiphyses. Therefore, FORTEO is not indicated for use in pediatric or 
young adult patients with open epiphyses. Geriatric Use: Of the patients 
receiving FORTEO in the osteoporosis trial of 1637 postmenopausal 
women, 75% were 65 years of age and over and 23% were 75 years 
of age and over. Of the patients receiving FORTEO in the osteoporosis 
trial of 437 men, 39% were 65 years of age and over and 13% were  
75 years of age and over. No overall differences in safety or effectiveness 
were observed between these subjects and younger subjects, and other 
reported clinical experience has not identified differences in responses 
between the elderly and younger patients, but greater sensitivity of 
some older individuals cannot be ruled out. Hepatic Impairment: No 
studies have been performed in patients with hepatic impairment. 
Renal Impairment: In 5 patients with severe renal impairment 
(CrCl<30 mL/min), the AUC and T1/2 of teriparatide were increased  
by 73% and 77%, respectively. Maximum serum concentration of 
teriparatide was not increased.

OVERDOSAGE
Incidents of overdose in humans have not been reported in clinical 

trials. Teriparatide has been administered in single doses of up to  
100 mcg and in repeated doses of up to 60 mcg/day for 6 weeks. 
The effects of overdose that might be expected include a delayed 
hypercalcemic effect and risk of orthostatic hypotension. Nausea, 
vomiting, dizziness, and headache might also occur. In postmarketing 
spontaneous reports, there have been cases of medication errors in which 
the entire contents (up to 800 mcg) of the FORTEO delivery device (pen) 
have been administered as a single dose. Transient events reported have 
included nausea, weakness/lethargy and hypotension. In some cases, 
no adverse events occurred as a result of the overdose. No fatalities 
associated with overdose have been reported. Overdose Management  
There is no specific antidote for teriparatide. Treatment of suspected 
overdose should include discontinuation of FORTEO, monitoring of serum 
calcium and phosphorus, and implementation of appropriate supportive 
measures, such as hydration.

DOSAGE FORMS AND STRENGTHS
Multi-dose prefilled delivery device (pen) for subcutaneous injection 

containing 28 daily doses of 20 mcg. 

PATIENT COUNSELING INFORMATION
Patients should read the FDA-approved Medication Guide and 

delivery device (pen) User Manual before starting therapy with FORTEO 
and re-read them each time the prescription is renewed. Patients need to 
understand and follow the instructions in the FORTEO delivery device User 
Manual. Failure to do so may result in inaccurate dosing.
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defense mechanisms, one physician 

who speaks negatively about another 

doctor may be projecting his or her 

own insecurities and/or past mistakes 

on to others. If you are on the receiv-

ing end of such behavior, consider 

that a professional may not like you 

simply because you remind him or 

her of someone he or she dislikes.

A CASE IN POINT

In a case involving the co-author of 

this column, psychiatrist Paul Gordon, 

MD, an emergency room (ER) physi-

cian reportedly was badmouthing 

Gordon to a patient’s spouse when 

the patient arrived in a coma to the 

ER. The ER doctor, according to 

the spouse, had told the spouse that 

Gordon’s treatment was “like putting a 

gun to the patient’s head.” Gordon had 

written the patient a prescription for 

300 pills, but the patient overdosed, 

and subsequently died, from another 

substance, not from the prescription.

Gordon’s reason for giving the 

prescription for the large quantity of 

pills was expressly to prevent over-

dosing. His opinion is that it is safer 

to prescribe some medications in low 

strengths, necessitating that a large 

number of pills be taken to reach the 

prescribed dosage, than to prescribe 

a higher-strength pill that would 

require the patient to take fewer pills 

to reach the dosage amount.

In this case, the fi rst order of 

business for Gordon was to contact 

the ER doctor, explain the reasoning 

behind the prescription being written 

the way it was written, and ask him 

not to repeat his earlier comments. 

The second step was to send a sym-

pathy card to the patient’s spouse.

In such cases, consider o� ering 

bereavement counseling at no charge. 

The more contact, the less likely a 

lawsuit.
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By RENEE STANTZ

Q: Can you explain the changes 

to the observation codes?

A: The 2011 CPT codebook contains 

three new codes for subsequent 

outpatient care services: 99224, 99225, 

and 99226. A great deal of confusion has 

occurred in the past, so these codes 

are welcome additions that clarify and 

simplify how to code for these services.

The new codes are similar to the 

inpatient subsequent care codes in 

that they include an interval history. 

CPT describes an interval history 

as the history that “focuses on the 

period of time since the physician 

last performed an assessment of the 

patient” (CPT Assistant, January 2000, 

page 11). Code 99224 requires two of 

three components, including a problem-

focused interval history, problem-

focused exam, and medical decision-

making that is straightforward or of 

low complexity. Code 99225 includes 

an expanded problem-focused interval 

history, an expanded problem-focused 

examination, and medical decision-

making of moderate complexity. Code 

99226 includes a detailed interval history, 

a detailed exam, and medical decision-

making of high complexity.

The description for each of these 

codes also includes a time element 

for those billing based on time. For 

instance, billing code 99224 requires 

approximately 15 minutes to be spent at 

the patient’s bedside or on the fl oor/unit 

dedicated to the patient’s care; for 99225, 

approximately 25 minutes; and for 99226, 

approximately 35 minutes.

The requirements for the new 

observation codes match the 

requirements for the subsequent 

hospital care codes. The new codes also 

have times associated with them that 

match the subsequent hospital care 

codes. The time for 99224 is 15 minutes, 

the time for 99225 is 25 minutes, and the 

time for 99226 is 35 minutes.

Time-based coding requires that 

more than half of the visit time be 

spent counseling and coordinating the 

patient’s care. Documentation should 

refl ect the full time of the visit, the 

time spent counseling and coordinating 

care, and a detailed description of the 

counseling given and the coordination of 

care needed.

PECOS ENROLLMENT UPDATE

In the December 3 column, I detailed 

the two phases that the Centers for 

Medicaid and Medicare Services 

(CMS) is implementing for Part B 

services requiring an ordering or 

referring physician. The ordering/

referring physician must be enrolled 

in CMS’ Provider Enrollment, Chain, 

and Ownership System (PECOS), and 

his or her name and national provider 

POWER  
POINTS

The 2011 CPT 
codebook contains 
three new codes 
for subsequent 
outpatient care 
services: 99224, 
99225, and 99226.

CMS has delayed the 
implementation of 
PECOS for ordering 
and referring 
physicians, but if you 
are such a doctor, 
enroll in PECOS now 
because it can take 
CMS 45 to 60 days to 
approve applications.

Three codes 

introduced 

for observation Maximize reimbursement; 
see coding changes for 2011 
at MedicalEconomics.com/ 
2011changes

identifi er information must be listed on 

claims (CMS-1500, Line 17, or electronic 

equivalent) for Part B claims to be paid.

Originally, phase two stipulated 

that, starting January 3, Medicare 

would reject Part B claims that fail 

the ordering/referring provider edits, 

meaning that your claims will not be 

paid unless you are enrolled in PECOS. 

Subsequently, however, CMS announced 

that phase two of the PECOS 

implementation would be delayed. MLN 

Matters specifi cally states that CMS 

“previously announced that, beginning 

January 3, 2011, if certain Part B billed 

items and services require an ordering/

referring provider and the ordering/

referring provider is not in the claim, 

is not of a profession that is permitted 

to order/refer, or does not have an 

enrollment record in the Medicare...

[PECOS], the claim will not be paid. 

The automated edits 

will not be turned on 

effective January 3, 

2011. We are working 

diligently to resolve 

enrollment backlogs and 

other system issues 

and will provide ample 

advanced notice to the 

provider and benefi ciary 

communities before we 

begin any automatic 

nonpayment actions.”

I strongly suggest, 

however, that all 

affected providers 

continue enrolling 

in PECOS, because 

the application 

process takes 45 to 60 days for CMS 

to complete. You can enroll by using 

the Internet-based PECOS (cms.gov/

MedicareProviderSupEnroll) or download 

the CMS-855I paper form at cms.gov/

cmsforms/cmsforms. If you reassign 

your Medicare benefi ts to a group or 

clinic, you also will need to complete 

CMS-855R.

The author is a medical consultant based in Indianapolis, Indiana. Do you have a primary care-related coding question you would like to have our experts 
answer in this column? Send it to medec@advanstar.com.
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from you! 

hear
We

to help people. First is the GuideStar 

Web site at guidestar.org. GuideStar 

allows you to see for free a charity’s 

public tax return (form 990). It may be 

more information than you need, but it 

provides a complete picture.

You also can use the Web site of the 

National Association of State Charity 

Offi cials at nasconet.

org/agencies. It shows, 

on a state-by-state 

basis, how much of your 

donation goes to help 

people and how much 

goes to fundraising and 

management expenses. 

All donations to 

legitimate charities are 

tax-deductible.

Other useful Web 

sites for investigating 

charities:

■  Charity Navigator 

(charitynavigator.org),

■  BBB Wise Giving Alliance (bbb.

org/charity),

■  American Institute of Philanthropy 

(charitywatch.org), and

■  Military Relief Societies 

(militaryhomefront.dod.mil).

These organizations will list, and 

often rate, charities. Small, new, or local 

charities may not be rated, however. In 

those cases, nothing beats a personal 

phone call to the charity.

Don’t be shy about asking questions. 

Ask about whom they use to solicit 

donations, how donated funds are spent, 

and what percentage of the dollars 

raised actually gets to the intended 

recipients. (You may be surprised to 

fi nd out how little goes to your intended 

charity when it hires outside solicitors.) 

And you’ll feel better fi nding a place 

where you know your help is going to 

the people who truly need it.  

How to improve
your credit score

I’m just starting out in practice and would like to check on 

and improve my credit score. How can I do that?

The best way to start is by reading the Fair Credit Reporting Act 

so you know your rights as you go through the credit process. 

Then follow as many of these steps as you can:

■  Obtain your credit report for free 

from any of the three credit reporting 

agencies: Experian (experian.com), 

Equifax (equifax.com), and TransUnion 

(Transunion.com).

■  Look for errors and write letters 

disputing them to each credit 

reporting agency by registered mail 

with return receipt.

■  Pay your bills on time. Some bills 

require payment in as few as 10 days.

■  Pay down your credit cards to an 

amount not to exceed 50% of your 

maximum limit.

■  Be very careful about not divulging 

any personal or fi nancial information 

over the Internet.

Unfortunately, with few exceptions, you can do nothing to 

remove any accurate, negative information on your credit reports 

until it cycles off in 7 years from the date of fi rst delinquency. 

Adding new and positive information to your credit report, however,  

will count for more each month and any old, negative information 

will start to count for less. 

Q:

A:

Send your money management questions to medec@advanstar.com. Answers to our readers’ questions were provided by Dan Nigito, 
CFP, vice president of Merion Wealth Partners, LLC in Berwyn, Pennsylvania, and Richard J. St. John, president, St. John & Associates, 
Inc., Roswell, Georgia.

FIND OUT ABOUT CHARITIES 
BEFORE YOU DONATE

Q: My practice is doing well, and 

now that my children are grown 

I’d like to start giving back to the 

community. How can I be certain the 

charities I donate to are legitimate 

and that my contributions are tax-

deductible and going to people in 

need rather than the 

fundraisers? 

A: You can use two sources to check on 

the legitimacy of a charity and see how 

much of your donation actually is used 

Learn how charitable 
donations can reduce your 
taxes while helping others 
at MedicalEconmics.
com/charitable
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WRONG INSURANCE BILLED

Q: What do other practices do 

regarding billing patients who 

give you the wrong insurance 

information and you only fi nd out 

when it’s too late? 

A:  This is a problem with accurate 

registration and insurance veri� cation—

or with patient fraud. Everything should 

be veri� ed at the time of registration. 

This includes taking a copy of an 

insurance card and checking a current 

address and, perhaps, checking eligibility 

on provider-side Web portals. If the 

patient is not honest, or personally 

uninformed, then he or 

she would be contacted 

and handled as a “non-insured” patient 

and billed as such. First of all, make 

sure that your of� ce has ef� cient and 

effective registration processes. 

BILLING THE DECEASED

Q: What can I do with a large 

outstanding balance left by a 

deceased patient? 

A:  The only option is to immediately 

bill the estate and hope that this 

obligation is settled along with the other 

outstanding obligations following the 

demise of the patient. If there is health 

insurance, of course, then that should be 

billed, and the billing of� ce also should 

make an attempt to contact the executor 

of the estate to determine who might 

be closing out the deceased party’s 

� nancial matters. 

EXCESSIVE PREPAYMENT 
REVIEWS

Q: I am an out-of-network 

provider for a large commercial 

insurer. For months, all my 

claims with this insurer have 

been in prepayment review. If 

I submit a claim after 30 days, 

I get a letter asking for notes 

to get paid. The turnover time 

now is 3 months, and I have 

submitted more than 200 claims 

with notes. I have called to inquire 

when this prepayment review will 

end, but I never receive any clear 

answers. Any advice?

A:  We usually see these kinds of 

letters after a payer audits a provider 

and claims there are “problems” (for 

instance, upcoding, unbundling, medically 

unnecessary tests, etc.) and possibly will 

demand a refund from the provider. Once 

the parties resolve the dispute, the payer 

typically wants to see the records before 

paying, to ensure that the “problems” 

identi� ed in the audit are not recurring. 

At least that’s what the payer claims. 

This is a form of harassment. If 

the provider enters into a participating 

provider agreement with the payer, 

the agreement usually will include a 

provision allowing the payer to ask for 

records as part of a prepayment review. 

As a nonparticipating provider, you 

should argue that you never entered 

into this agreement and that if the payer 

has not found any issues to date, the 

prepayment review process should stop 

because it creates an administrative and 

economic burden on the provider.

When to collect deductibles

Is the collection of a patient’s deductible or co-insurance 

amount prior to treatment accepted practice? What are 

the implications on a medical practice 

in doing so from an overall practice 

management and patient perspective?

 The average patient is now responsible for 

about 25% of his or her healthcare bill—so if 

you’re not already doing so, you should be 

asking all patients for amounts due at the time of 

service. As a general rule, if we know what the 

patient’s � nancial responsibility is, then yes, it is 

more than appropriate to ask for the payment at 

the time of service. Check your payer contracts 

for speci� cs. Between eligibility options and 

online access to payers, it is pretty easy to 

calculate the patient’s portion. 

One popular option is to maintain a credit card on � le for payment 

on receipt of the insurance explanation-of-bene� ts statement. Charge 

only the allowable amount to prevent a future refund. Payments can be 

processed on a monthly basis as well.  

The key is the educate patients about your policies so they 

are prepared, not perplexed, by your request for payment. Discuss 

the patient’s speci� c plan and ultimate responsibility of his or her 

healthcare bill.

Q:

A:

Answers to readers’ questions were provided by Susan Childs, Evolution Healthcare Consulting, Rougemont, North Carolina; A. Michael 
La Penna, The La Penna Group, Grand Rapids, Michigan; and Barry B. Cepelewicz, MD, JD, Meiselman, Denlea, Packman, Carton & 
Eberz, White Plains, New York. Send your practice management questions to medec@advanstar.com.
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Find out about tax-
deferred annuities at 
MedicalEconomics.com/
annuity

V
ariable annuities have been 

sold by insurance companies 

to physicians and others for 

many years. These high-commission 

products were marketed on the basis 

of capturing gains in the stock market 

in a tax-deferred envelope. 

In the past, investment advis-

ers generally considered variable 

annuities an expensive way to own 

mutual funds and did not use them 

for clients. With the addition of 

“guaranteed living benefi ts,” how-

ever, these vehicles deserve a second 

look due to their performance in fl at 

or down markets, and as a way of 

ensuring that doctors and others have 

enough money to see them through 

retirement.  

These investments involve giving 

an insurance company a lump sum of 

after-tax cash. You then may allocate 

the cash into diff erent mutual funds 

investing in stocks, bonds, and other 

common asset classes. At a prede-

termined point in the future, you are 

allowed to make certain withdrawals, 

based on the earnings on the accounts 

after subtracting expenses. 

WITHDRAWAL RIGHTS

In recent years, the insurance com-

panies have added riders that allow 

guaranteed withdrawal rights of a 

certain percentage of the account 

regardless of the actual performance 

of the underlying investments. These 

companies also will guarantee a mini-

mal investment return as a “fl oor,” 

regardless of actual performance.

The insurance companies do this by 

establishing two accounts: a “real” ac-

count that invests in securities and is 

used to pay expenses, and a “phan-

tom” account that grows according 

to an agreed-on schedule and pays 

you your distributions. The distribu-

tions are usually a fi xed percentage of 

whichever account is higher.

When you die, your family gets 

the balance of the real account. If that 

account performs poorly and/or has 

high expenses, little or nothing may 

be left for them to inherit. But if your 

account has good underlying perfor-

mance and you happen to die early, 

there may be some assets to leave. 

Death benefi t riders guaranteeing an 

inheritance also are available. 

If the investments do much bet-

ter than expected, the value of the 

account from which withdrawal per-

centages can be drawn increases. For 

example, one current annuity off ers 

to double your original investment 

amount if the account is left un-

touched for 10 years, and then off ers 

a 5% withdrawal rate for life on the 

doubled investment beginning at age 

65. So $100,000 deposited at age 55 

would translate into a guaranteed

off er of $10,000 a year return for life

beginning at age 65.

INSURED INCOME

The addition of guaranteed living 

benefi ts enables insurance companies 

to sell these annuities as an invest-

ment and a type of insured income.  

The underlying expenses, however, 

usually are too high to realistically 

allow a decent return on invest-

ments. Therefore, 

these annuities should 

be evaluated only as  

sources of guaranteed 

income, including 

the assumption that 

the principal of the 

investments will not 

be touched beyond 

what is mutually 

agreed to when mak-

ing the investments. 

Excess withdrawals of 

any type usually are  

penalized severely in 

terms of guarantee

reductions and ulti-

mate benefi ts. Look 

for the term “guaranteed withdrawal 

benefi t for life” because this

characteristic is vital.

In sum, variable annuities are now 

an option to consider as long as you 

think of them only as a guaranteed 

lifetime income stream. If a high 

return is your goal, you’re probably 

better off  looking elsewhere.

Are variable annuities an 

investment or insurance?

POWER  

POINTS

Variable annuities 
are generally sold 
through insurance 
companies.

Variable annuities 
provide a guranteed 
income stream 
for the duration
of retirement.

Depending on the 
performance 
of the underlying 
investments, they 
may not leave any 
assets to inherit.

By STEVEN PODNOS, MD, CFP

The author is a fi nancial adviser and the prtincipal of Wealth Care LLC based in Merritt Island, Florida. The ideas expressed in this column are his alone and 
do not represent the views of Medical Economics. If you have a comment or a topic you would like to see covered here, please e-mail medec@advanstar.
com.
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■  Exercise helps patients with heart failure fi ght depression
Am J Cardiol. 2011;107:64-68. [January 2011]

Researchers at the Ochsner Clinical School–The University 

of Queensland School of Medicine in New Orleans, 

Louisiana, studied the eff ects of structured exercise 

training (ET) on patients with heart failure due to coronary 

heart disease, including 151 patients who completed the ET 

program and 38 who dropped out of rehabilitation without 

ET. Participants completed questionnaires about their 

depressive symptoms at baseline and after the structured 

ET program was completed. The patients’ overall rates 

of depressive symptoms decreased by 40% after ET, 

from 22% to 13%. Patients who were still depressed after 

ET had mortality rates that were four times higher than 

those whose depressive symptoms resolved after exercise. 

Depressed patients who remained in the ET group had a 

59% lower mortality rate than those who dropped out.

■  Colonoscopy offers strong protection against CRC
Ann Intern Med. 2011;154:22-30. [January 4, 2011]

Colonoscopy may be associated with a strongly reduced 

risk for colorectal cancer (CRC), with risk reduction 

observed for both left-sided and right-sided CRC. German 

researchers collected data on 1,688 patients with CRC 

and 1,932 controls to assess the association between prior 

colonoscopy and risk for CRC. Colonoscopy within 

the last 10 years was related to a 77% reduction in CRC 

risk. The adjusted odds ratios for right- and left-sided 

CRC were 0.44 and 0.16, respectively. The reduction in 

risk was strong for all ages and cancer stages aside from 

right-sided cancers in people aged 50 to 59 years. Risk 

reduction in both sides increased over the years.

■  Air fi lters may reduce cardiovascular disease risk
Am J Respir Crit Care Med. Online before print. ajrccm.atsjournalsorg/
cgi/content/abstract/201010-1572OCv1 [January 21, 2011]

The use of high effi  ciency particle air (HEPA) fi lters 

may help to reduce the risk of cardiovascular disease 

associated with air pollution exposure. Researchers 

at Simon Fraser University in Burnaby, Canada, used 

portable HEPA fi lters in a randomized crossover 

intervention study of 45 healthy adult participants 

from 25 homes in a woodsmoke-impacted community 

exposed to consecutive 7-day periods of fi ltered 

and nonfi ltered air to assess the impact on particle 

exposures and endothelial function. The portable 

HEPA fi lters reduced the average concentrations of fi ne 

particulates inside homes by 60% and woodsmoke by 

75%. These reductions were associated with improved 

endothelial function, with a 9.4% increase in reactive 

hyperemia index, as well as decreased infl ammation, 

with a 32.6% decrease in C-reactive protein.

■  Familial alcoholism risk may be linked to obesity
Arch Gen Psychiatry. 2010;67:1301-1308. [December 2010]

Familial alcoholism risk may be associated with 

obesity, especially among women. Researchers at the 

Washington University School of Medicine in St. Louis, 

Missouri, conducted analyses of the repeated cross-

sectional National Longitudinal Alcohol Epidemiologic 

Survey (1991 to 1992) and National Epidemiologic 

Survey on Alcohol and Related Conditions (2001 to 

2002) to determine whether familial risk of alcohol 

dependence predicts obesity and whether any such 

association grew stronger between the early 1990s and 

early 2000s. Compared with women without a family 

history of alcoholism in 2001 to 2002, the women with a 

family history had 49% higher odds of obesity, a highly 

signifi cant increase from 1991 to 1992. Although the 

association was signifi cant for men in 2001 to 2002, it 

was not as strong as for women. The association for 

women remained robust after adjustment for covariates; 

however, the association for men did not meet statistical 

signifi cance criteria after adjustment for covariates. 

Cognitive behavioral therapy may 
reduce cardiovascular disease
Arch Intern Med. 2011;171:134-140. [January 24, 2011]

Cognitive behavioral therapy (CBT) may decrease the 

risk of recurrent acute myocardial infarction (AMI) and 

cardiovascular disease. Researchers from the Uppsala 

University Hospital in Sweden examined 362 patients aged 

75 years or younger who were discharged from the hospital 

after having a coronary heart disease event. Patients were 

randomly assigned to receive traditional care alone 

(170 patients) or in combination with a CBT intervention 

program (192 patients). Intervention consisted of 20 2-hour 

sessions during the course of 1 year, focusing on stress 

management. Patients were followed up for an average of 

94 months. The investigators found that patients in the CBT 

intervention group had a 41% lower rate of fatal and nonfatal 

first recurrent cardiovascular disease events, as well as 45% 

fewer recurrent AMIs compared with patients receiving 

traditional care. Patients who participated in CBT intervention 

also had a small but insignificant reduction in all-cause 

mortality compared with patients who received traditional 

care. There was a strong dose-response effect between 

attendance at the CBT intervention program and outcome.

H E A RT D I S E AS E

Prepared jointly by the editors of Medical Economics and HealthDay’s 
Physician’s Briefi ng (physiciansbriefi ng.com).
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“Can you sue a malpractice insurance company  
for malpractice?”

“I want you to switch from motor oil  
to omega-3 fish oil.”

“From my perspective, things don’t look nearly  
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Contact: Carla Kastanis
800.225.4569 x 2711
ckastanis@advanstar.com

Equipment 

Technician operated •

Doctor does not need to be present •

High ROI •

Vertebral Axial  

Decompression

A non-invasive treatment 
for low back and  

cervical pain

www.vaxd.com 
info@vaxd.com

Electronic Medical Records/BillingElectronic Medical Records/Billing

Glenwood Systems
Physician Enterprise Solutions

Software - Process - Service - Results

Certified EMR + eRx

Practice Management

Software

Billing Service

as low as 2% of  Collections

888-452-2363

Learn more at

www.GlenwoodSystems.com

GlaceEMR, v4.5

CC-1112-347100-1
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★

★ CALIFORNIA

MASSACHUSETTS

PLAN SUCCEEDinvest

CALL TODAY FOR A FREE

FINANCIAL CONSULTATION 303.639.5100

Lawrence Howes, MBA, AIF®, CFP®, 

has been recognized for 12 consecutive 

years by Medical Economics as one of 

the “Top 150 Financial Advisors for 

Doctors”. He’s ready to help you.

Care For Your Financial Future.

shwj.com

Beacon Financial Planning, Inc.
Fee Only Financial Planners

Offices in Easton, Centerville, Wellesley,  
and Boston, Massachusetts  Also Naples, Florida

Phone: 888-230-3588  
Email: Walter@Beaconfinancialplanning.com

www.Beaconfinancialplanning.com

Our team  
(left to right):

Walter K. Herlihy, ChFC 
Medical Economics Best 

Advisers 2010

Sabina T. Herlihy, Esq., 
Massachusetts Super Lawyer 

2007 and 2010 

Robin Urciuoli, CPA
Linda B. Gadkowski, 
CFP
Medical Economics  

Best Advisers  

2004 – 2010

Peter  
Deschenes, 
Office manager

Our award 

winning team 

looks forward to 

helping you reach 

your financial goals.

COLORADO

OLSON

 W E A LT H

 G R O U P
Financial Partners for Your Life

Olson Wealth Group is an independent wealth 
governance and investment management firm, 
dedicated to empowering clients through wise 
counsel and clear strategies. Through advocacy 
driven, long-term relationships, Olson Wealth 
Group converges all aspects of client’s  financial 
issues, while seeking superior investment returns.

SHARON OLSON, CFP®

Olson Wealth Group, LLC
8500 Normandale Lake Boulevard, Suite 2130 • Bloomington, MN 55437

Phone: 952-835-1797

www.olsonwealthgroup.com • sharonolson@olsonwealthgroup.com

Securities offered through LPL Financial.  Member FINRA/SIPC.

★

MICHIGAN

Capital Performance Advisors

Barry Oliver, CPA/PFS

Walnut Creek, C

877-939-2500

www.cpas4docs.com

 

For physicians who want to align personal financial strategies with sound 

business practices, we provide a full circle of investment, tax reduction, practice 

accounting and consulting services. With our deep industry-specific expertise 

and strong fiduciary commitment, we help doctors define and achieve their 

lifelong financial goals.

MINNESOTA

Repeating an ad 

ENSURES  it will be seen 

and remembered!
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Since 1990, Matrix Wealth Advisors has built a trusted reputation among 

physicians by providing excellent service, creative and sound portfolio strategies, 

and a clear direction for all aspects of clients’ financial lives.  Clients know 

they can rely on Matrix’ credentialed experts for broad knowledge, depth of 

experience, and above all, unbiased advice. If you seek strictly fee-only individual 

and family wealth management, Matrix is a personal CFO you can trust.

Matrix Wealth Advisors, Inc.

galmond@matrixwealth.com

Giles Almond, CPA/PFS, CFP®, CIMA®

Charlotte, North Carolina
704-358-3322 / 800-493-3233

★ NORTH CAROLINA

A leading financial advisory firm whose mission is to provide  

outstanding service and attention to all its clients.   

We look forward to serving all your financial needs.

Halberstadt Financial Consultants, Inc.

50 North Tulane St.
Princeton, NJ  08542

609-921-0180

www.halberstadtfinancial.com

★ NEW JERSEY

Securities and investment advisory services are offered through Multi-Financial Securities Corporation, member FINRA/SIPC.
Hudson Wealth Management is not af�liated with Multi-Financial Securities Corporation.

We leverage decades of combined experience to provide individual 

and business clients with trustworthy, ongoing guidance toward the 

achievement of their �nancial and life goals. Our client-centered, 

team approach enables us to refiect each client’s need for superior 

service grounded in integrity, honesty, and genuine concern.

Contact: B R Y A N  K O S L O W

30 Broad Street, Suite 2
Red Bank, NJ  07701

732-747-1900
www.hudsonwm.com

let Hudson Wealth Management
G U I D E  Y O U  T H R O U G H  Y O U R  

F I N A N C I A L  J O U R N E Y

Could your portfolio use a 2nd opinion?

Physicians Financial Services

Con T. McDonald

Raleigh, North Carolina

919.863.2355

con@physiciansfs.com

We focus on reducing confusion, complexity and worry for physicians when 

dealing with financial concerns. We provide each client with the ability to 

centralize all of their financial information thereby allowing us to create 

tailored comprehensive solutions. We keep things simple to help clients  

achieve superior results.
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★ TEXAS

www.sipllc.com

Let SIPCO serve as your personal Chief Investment Officer.  SIPCO is an independent 

investment advisory firm serving individual investors and group plans for medical 

professionals.  Our disciplined and balanced approach to building and preserving 

wealth is founded on managed equity, �F, and fixed income portfolios for our clients.  

We provide strategies for growing wealth in performing markets and just as important, 

protecting wealth in underperforming markets.  We take pride in our one on one 

relationship with our clients providing the comprehensive service they expect. 

SIPCO
Strategic Investment Partners LLC

Timothy J. McIntosh, CFP®, MBA, MPH

San Antonio, TX  
800-805-5309

★ PENNSYLVANIA

Paul M. MacNamara, CFP®, MS

Camp Hill, PA 
717-746-1000

Let SIPCO serve as your personal Chief Investment Officer.  SIPCO is an independent 
investment advisory firm serving individual investors and group plans for medical 
professionals.  Our disciplined and balanced approach to building and preserving  
wealth is founded on managed equity, �F, and fixed income portfolios for our clients.  
We provide strategies for growing wealth in performing markets and just as important, 
protecting wealth in underperforming markets.  We take pride in our one on one 
relationship with our clients providing the comprehensive service they expect. 

www.sipllc.com

SIPCO
Strategic Investment Partners LLC

TGS
David A. Burd, CFP®

Radnor, PA 
610-892-9900

An independent Registered Investment Advisor (RIA), TGS Financial Advisors 
is a discretionary fee-based investment manager and financial consultant.  
The firm’s mission is to help clients achieve financial security to lead deeply  
rich and satisfying lives.

david.burd@tgsfinancial.com

TGS Financial Advisors

Recruitment Advertising

Jacqueline Moran: (800) 225-4569 x2762;

jmoran@advanstar.com

Showcase & Marketplace Advertising 

Carla Kastanis: (800) 225-4569 x2711; 

ckastanis@advanstar.com
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Professional Opportunities

BEST PRICES 
 From GSK, Sanofi Pasteur, MedImmune and Novartis

Our Vaccines Program Offers...
“Best Prices Plus!”

Physicians’ Alliance of America 

is a non profit group purchasing 

organization serving practices 

nationwide

BEST DEAL
Membership is Free!

No Contract - Participation is Voluntary!

Free access to over 70 additional vendor partners! 

BEST TERMS 
With each of these leading companies  

BEST PRICES PLUS 
Our Vaccines Rebate Program offers our members 

the opportunity to earn rebates from us 

in addition to Best Prices

866.348.9780 

www.physiciansalliance.com     
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MAR K E T P L A C E

Signature Loans

for Physicians

• $25,000 - $650,000
• Working Capital
• New Practice OK

Fast, Easy & Professional

Please call 866-963-6850

www.DoctorsLoans.net 

P R O D U C T S  &  S E R V I C E S

B U S I N E S S  A P P R A I S A L

What is my medical practice worth today?  
Since 1981 we have answered that question for 
many practice owners. Call for details regarding 
our appraisal and medical brokerage services. 

MEDICAL PRACTICE APPRAISAL

dhall@medicalappraisalgroup.com
www.medicalappraisalgroup.com

Daniel Hall  
817-615-8393

F I N A N C I A L  S E R V I C E S

F I N A N C I A L  S E R V I C E S

Absolutely. 

For your custom loan proposal CALL 877.851.9405 

or VISIT www.bhg-inc.com/me5 

Up to $150,000 within 5 days. 

Working capital simpli�ed.  Trusted by over 50,000 doctors nationwide.

Superior service. Minimal paperwork. No hard collateral. 

L E G A L  S E R V I C E S

Licensing Boards, Data Bank, 3rd Party

Payors? HIPAA, Admin, Criminal, Civil?

Federal Litigation, Civil Rights, Fraud,

Antitrust, Impaired Status? 

Compliance, Business Structuring, Peer Review,

Credentialing, and Professional Priveleges.

Whistle Blower! 

Call former Assistant United States 

Attorney, former Senior OIG Attorney, 

Kenneth Haber, over 30 years experience.

301-670-0016 No Obligation.

www.haberslaw.com

with Medicare/Medicaid

Legal Problems

Repeating an ad  

ENSURES  

it will be seen  

and remembered!

Get Fast Action with the Dynamics of

Marketplace Advertising
800-225-4569  ext. 2711

PLACE YOUR AD 

TODAY!
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M E D I C A L  E Q U I P M E N T

NOW 
Was $4,995

NOW 
Was $4,995

Reimbursement Info: 
At $200 reimbursement under CPT 
Code 93230, the system pays for itself 
within a month or two!  Indications include 
these approved ICD-9 codes: 780.2 Syncope, 
785.1 Palpitations, 786.50 Chest Pain, and 
many others.  How many of these patients 
do you see per month?

If you are using a Holter
Service you are losing at 
least $100 per Holter, AND 
you have to wait for results.

www.medicaldevicedepot.com877-646-3300

Our digital, PC based holter system can increase revenue, 
save time and expedite patient treatment.

Are you using a Holter Service
or Referring out your Holter?

Call us! We will show how our State of the Art 
Holter System can benefit your practice.

Too LOW to Advertise!

P R A C T I C E  F O R  S A L E

N A T I O N A L

SELLING A PRACTICE??

Buying a Practice? Buying Into a Practice? 
Appraising the Market Value of your Practice? 

Setting up for a Sale or Purchase?  
Looking for a Buyer or Seller?

  I represent physicians selling their practices who 

are considering retiring or relocating. I also represent 

physicians who are interested in appraising and 

evaluating practices they have found themselves. 

  In either case, all the details of your specific practice 

transfer can be arranged in all specialties of medicine 

and surgery. During the past 30 years I have appraised 

and sold hundreds of practices throughout the USA.

Should you need to find a prospective purchaser for your 

practice, I can provide that service. 

  If you would like to be fully prepared for a sale or 

purchase or buy-in, and require an experienced consultant 

representing your interests in a tactful and professional 

manner, I would be pleased to hear from you.

See Website Below for Listing of Practices For Sale.

For Further Information, Contact: 
Gary N. Wiessen

Phone: 631-281-2810 • Fax: 631-395-1224

Email: gnw1@buysellpractices.com
Website (including credentials):
www.buysellpractices.com

T R A N S C R I P T I O N  S E R V I C E S

Medical Transcription
• 6.9 Cents per line

• 99.5% Accuracy guaranteed

• 10,000 Lines or 1 week free trial

• No Start-up costs, no minimums

• Same day turn around guaranteed

• 2 hours turn around for stat files

• Transcripts to referral doctors same day

• Templates and macros welcome

• Call-in toll free dictation included

• HIPAA compliant

Call 1-888-50-AAAMT, Fax 1-888-51-AAAMT
or email to info@aaamt.com

Visi t  www.AAAMT.com

USE COLOR  TO ENHANCE YOUR ADS
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MAR K E T P L A C E

R E C R U I T M E N T

N AT I O N A L

For more information call (800) 807-7380 or visit www.moonlightingsolutions.com

Our night and weekend call coverage increases your
daytime productivity and turns one of your most vexing

problems into a profitable advantage. We offer coverage
for primary care and nearly all medical subspecialties.

Physician-owned and operated, Moonlighting Solutions is
a system you can tailor for only a few shifts per month or

seven nights a week. We provide US-trained, board-certified
physicians. We are not locum tenens or a physician recruitment
firm. Credentialing services are offered and medical malpractice

coverage (with full tail) is available at discounted group rates.

REST ASSURED
WE WORK NIGHTS SO YOU DON’T HAVE TO

M A R Y L A N D

Urgent care docs at the BEACH

FREE OCEAN CITY MD CONDO

75th ST. Medical

410-524-0075

vgongmd@yahoo.com

ADVERTISE

NOW!
We have one of the largest 

MARKETPLACE sections in 

the industry. With our online 

opportunities, we open up 

unlimited potential.

Have you been featured  
in Medical Economics? 
For instant credibility, put a reprint into your prospect’s hands. 

Now, that’s smart.
THE YGS GROUP  |  800-290-5460 x100  |  advanstarreprints@theYGSgroup.com
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Simply put, there are two types 
of life insurance—term and 

permanent—and a combination 
of both types works well for most investors.

term insurance  
covers you for a specified 

period of time, usually from  
5 to 30 years, depending upon 

your age. This, essentially,  
is rented insurance.
Permanent or  

cash-value life insurance
are essentially one and the 

same: insurance for as long 
as you live. You own your 

life insurance. Permanent 
life insurance has a savings 

component and a death 
benefit. There are three 

general types of permanent 
life insurance: whole, 

universal, and variable life. 
whole life has guarantees in mortality 

charges and interest, and 
additional earnings in dividends.

universal life is more flexible: Interest 
earned is determined by 
short-term money rates. 

mortality charges increase with age.

variable life includes mortality charges 
that can be either fixed or 
increasing. The savings 

component rate of return 
with variable life is 

determined by the rate of 
return in the stock market—
thus adding significant risk.an annuity, meanwhile, 
is a contract issued by an 
insurance company that 

offers a guaranteed rate 
of interest and guaranteed 

payout options—including an 
income for life. annuities are 
particularly well-suited for 

retirement savings and are the 
cornerstone of all pensions.

Unlike a bank or mutual 
fund, an insurance company 

must maintain cash reserves 
equal to the annuity’s value. 

t h e 
OptiOnS

sOrTiNg OuT

life insurance underwritten by major life insurance companies. 

(See sidebar “Banking on life insurance” for more details.)

Why do banks look to insurance companies for sound in-

vestment? Unlike banks, life insurance companies do not use 

excessive leverage. If a bank has $1 million on deposit, it can 

lend out up to $10 million to the public. This leverage is called 

“fractional reserve lending,” and it can lead to instability. Indeed, 

excessive leverage is a major reason why banks are failing today 

and have throughout history. 
However, if a life insurance company has $1 million on deposit, 

that company may loan no more than $920,000, and usually 

only a fraction of that. As such, life insurers are 100 percent 

reserve-based lenders, which makes them stable institutions in 

down economies.

WHY LIFE INSURANcE?
There are two basic types of life insurance: term life, which is 

essentially a rented policy for a specified period of time; and 

permanent or “cash-value” life, which is insurance for as 

long as you live. While a mix of both types of policy proves 

pOwER pOintS

Insurance companies do not invest their money in the potentially unstable way that banks do.
A mix of term and permanent life insurance is ideal for most, though only permanent life offers interest rewards.
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T
wo years ago, presidential candi-

date John McCain secured initial 

campaign financing by using his $3 

million life insurance policy as collateral. 

In 1980, Doris Christopher used a 

life insurance loan to launch her strug-

gling kitchen gadget company. In 2002, 

she sold that company—the Pampered 

Chef—to Warren Buffett for a reported 

$900 million.

Even in the midst of the Great Depres-

sion, J.C. Penney used a loan against his $3 

million life insurance policy to resuscitate 

his retail stores after the 1929 crash. 

By this point in our nation’s recession, 

it is clear that there is no such thing as a 

perfect investment strategy. As the Dow 

Jones Industrial Average sits at about 65 

percent of its value from 18 months ago, 

now is an ideal time to learn about the 

proven benefits, strengths, and versatility 

of life insurance and annuity investing.

IF IT’S GOOD ENOUGH FOR 

BANKERS . . .

According to government disclosures, Fed-

eral Reserve Chairman Ben Bernanke has 

a majority of his liquid wealth—between $1 

million and $2 million—invested in fixed 

and variable annuities. Fixed annuities are 

contracts issued exclusively by life insur-

ance companies that promise guaranteed 

rates of interest.

What’s more, the 401(k) Thrift Plan for 

Employees of the Federal Reserve System, 

according to a 2009 first-quarter Fed report 

covering 22,000 Fed employees, has 75 

percent of its assets—that’s $3.2 billion—

invested in its fixed-income fund, which 

is invested exclusively in annuity contracts 

underwritten by major U.S. life insurance 

companies guaranteeing principal and an 

interest rate of 5.8 percent.

And this is not a new trend. A Deloitte 

audit affirms that in 2007 and 2006, Fed 

employees overwhelmingly chose fixed-

income annuity funds over volatile mutual 

funds, according to the federal reserve 

system thrift plan participants, smart  

investment report.

The nation’s large banks invest immense 

sums of their Tier 1 capital reserves—a 

bank’s most important asset and a key 

measure of its strength—into permanent 

NeW Life

Now could be the right time to iNvest 

iN your owN health
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A
t varying stages in my medical career I have learned 

to acquire information in diff erent ways. As a begin-

ning medical student, I concentrated on case studies. 

As I became a resident, my focus changed to taking histories 

and physical exams. Now as an attending physician, I have 

learned to use both body language and my own emotional 

reactions to enhance patient care.

The ability to interpret body language can be like a sixth 

sense to physicians. I usually can tell whether patients are 

depressed by the way they walk into my offi  ce. I notice how 

their heads hang down 

as they walk or whether 

they answer when I call 

out to them in the wait-

ing room. 

A lot of information 

can be found in the 

subtleties of gestures and mannerisms. 

A DIFFERENTIAL DIAGNOSIS

When Mrs. W walked into my offi  ce, I knew that she was 

depressed. Her eyes were focused on the ground, and her gait 

was slow and deliberate. As I took her history I learned that 

she had been losing weight at an alarming rate. She was hav-

ing abdominal pain and couldn’t eat. Her examination showed 

a thin woman who was otherwise normal. I described the 

workup for her weight loss and prescribed an antidepressant.

The results of her lab tests were normal. There were no 

thyroid problems, diabetes, or anemia. She was up to date on 

cancer screening. The only abnormality was a CT scan of the 

abdomen that showed a small nodule on the liver. Although I 

had doubts about the importance of this fi nding, there was no 

other explanation for her weight loss and abdominal pain. So 

I ordered a biopsy and waited. In the meantime, her depres-

sion was starting to break, and she was feeling better. But her 

weight was still dropping. She was now below 100 pounds.

When the liver biopsy results were normal, she came to my 

offi  ce for a follow-up visit. I had no magical 

diagnosis to explain her condition after 3 

months of searching. She still wasn’t eating. 

She appeared frail, as if the slightest breeze would knock her 

over. I reviewed her symptoms again, and we discussed her 

home situation. There was nothing new to help guide treat-

ment. Feeling uncomfortable with my own inability to make a 

diagnosis, I asked her to follow up in 2 weeks.

I found myself deep in thought one morning as my next 

patient walked in. He was a large man. For the fi rst time I 

felt threatened in my exam room. I cautiously took a history 

and examined him. As he strode out to the reception area, he 

abruptly turned toward me. “By the way, thank you for caring 

for my wife,” he said. 

I quickly looked at 

the demographic page 

on my computer and 

realized that although 

they had diff erent last 

names, this was Mrs. 

W’s husband. I quickly called Mrs. W. I asked immediately, 

“So how long has he been abusing you?” 

There was a long pause, and then she spoke softly, “Dr. G. 

I...” And then she hung up.

THE ART OF MEDICINE

I barely recognized the woman approaching from across the 

street. She was confi dent with her head held high. As Mrs. W 

shook my hand, I remembered our last conversation. I had 

neither seen nor heard from her in 3 years.

I was relieved to see that not only was she okay, but she 

had gained 30 pounds. She apologized for the abrupt discon-

tinuation of our relationship. After hanging up the phone, she 

quickly packed up her daughter and moved to another city. 

She had fi led for a divorce and recently moved back. 

Mrs. W is again my patient. Over the years of her absence 

I continued to study and hone my skills. What once was solely 

a science has now also become an art—the art of medicine. 

And we owe it to our patients to become experts.

The author is an assistant professor at the University of 

Chicago School of Medicine. Send your feedback to medec@

advanstar.com.

INTERPRETING PATIENTS’ BODY 

LANGUAGE CAN IMPROVE CARE

Reading between 
the lines

“THE ABILITY TO INTERPRET BODY 

LANGUAGE CAN BE LIKE A SIXTH 

SENSE TO PHYSICIANS.”

By JORDAN GRUMET, MD

Highland Park, Illinois



COLCRYS® (colchicine, USP) tablets for oral use

Brief Summary of full Prescribing Information

The following is a brief summary only. Please see full Prescribing 
Information for complete product information.

INDICATIONS AND USAGE
COLCRYS® (colchicine, USP) tablets are indicated for prophylaxis and  
the treatment of gout flares.  

Prophylaxis of Gout Flares: COLCRYS is indicated for prophylaxis of  
gout flares.  

Treatment of Gout Flares: COLCRYS is indicated for treatment of 
acute gout flares when taken at the first sign of a flare. 

Familial Mediterranean fever (FMF): COLCRYS is indicated in adults  
and children 4 years or older for treatment of familial Mediterranean  
fever (FMF).

CONTRAINDICATIONS
Patients with renal or hepatic impairment should not be given COLCRYS  
in conjunction with P-gp or strong CYP3A4 inhibitors (this includes all 
protease inhibitors, except Fosamprenavir). In these patients, life- 
threatening and fatal colchicine toxicity has been reported with  
colchicine taken in therapeutic doses. 

WARNINGS AND PRECAUTIONS
Fatal Overdose: Fatal overdoses, both accidental and intentional, have 
been reported in adults and children who have ingested colchicine. 
COLCRYS should be kept out of the reach of children.
Blood Dyscrasias: Myelosuppression, leukopenia, granulocytopenia, 
thrombocytopenia, pancytopenia, and aplastic anemia have been 
reported with colchicine used in therapeutic doses.
Drug Interactions: Colchicine is a P-gp and CYP3A4 substrate.  
Life-threatening and fatal drug interactions have been reported in 
patients treated with colchicine given with P-gp and strong CYP3A4 
inhibitors.  
If treatment with a P-gp or strong CYP3A4 inhibitor is required in  
patients with normal renal and hepatic function, the patient’s dose of 
colchicine may need to be reduced or interrupted [see DRUG  

INTERACTIONS]. Use of COLCRYS in conjunction with P-gp or strong 
CYP3A4 inhibitors (this includes all protease inhibitors, except  
Fosamprenavir) is contraindicated in patients with renal or hepatic 
impairment [see CONTRAINDICATIONS]. 
Monitor for toxicity and if present consider temporary interruption or 
discontinuation of COLCRYS.
Neuromuscular Toxicity: Colchicine-induced neuromuscular toxicity  
and rhabdomyolysis have been reported with chronic treatment in 
therapeutic doses. Patients with renal dysfunction and elderly  
patients, even those with normal renal and hepatic function, are at 
increased risk. Concomitant use of atorvastatin, simvastatin,  
pravastatin, fluvastatin, gemfibrozil, fenofibrate, fenofibric acid, or  
benzafibrate (themselves associated with myotoxicity) or cyclosporine 
with COLCRYS may potentiate the development of myopathy [see 

DRUG INTERACTIONS]. Once colchicine is stopped, the symptoms 
generally resolve within 1 week to several months.

ADVERSE REACTIONS 
Prophylaxis of Gout Flares: The most commonly reported adverse 
reaction in clinical trials of colchicine for the prophylaxis of gout  
was diarrhea.
Treatment of Gout Flares: The most common adverse reactions 
reported in the clinical trial with COLCRYS for treatment of gout flares 
were diarrhea (23%) and pharyngolaryngeal pain (3%). 
FMF: Gastrointestinal tract adverse effects are the most frequent  
side effects in patients initiating COLCRYS, usually presenting within 

24 hours, and occurring in up to 20% of patients given therapeutic 
doses. Typical symptoms include cramping, nausea, diarrhea,  
abdominal pain, and vomiting. These events should be viewed  
as dose-limiting if severe as they can herald the onset of more  
significant toxicity.

DRUG INTERACTIONS
COLCRYS is a substrate of the efflux transporter P-glycoprotein  
(P-gp). Of the cytochrome P450 enzymes tested, CYP3A4 was mainly 
involved in the metabolism of colchicine. If COLCRYS is administered 
with drugs that inhibit P-gp, most of which also inhibit CYP3A4, 
increased concentrations of colchicine are likely. Fatal drug  
interactions have been reported. Physicians should ensure that  
patients are suitable candidates for treatment with COLCRYS and 
remain alert for signs and symptoms of toxicities related to increased 
colchicine exposure as a result of a drug interaction. Signs and 
symptoms of COLCRYS toxicity should be evaluated promptly and, if 
toxicity is suspected, COLCRYS should be discontinued immediately. 
See full Prescribing Information for a complete list of reported  
potential interactions.

USE IN SPECIFIC POPULATIONS
s  In the presence of mild to moderate renal or hepatic impairment,  

adjustment of dosing is not required for treatment of gout flare,  
prophylaxis of gout flare, and FMF but patients should be  
monitored closely.
s  In patients with severe renal impairment for prophylaxis of gout 

flares the starting dose should be 0.3 mg/day, for gout flares no 
dose adjustment is required but a treatment course should be  
repeated no more than once every 2 weeks. In FMF patients, start 
with 0.3 mg/day and any increase in dose should be done with  
close monitoring.
s  In patients with severe hepatic impairment, a dose reduction may be 

needed in prophylaxis of gout flares and FMF patients; while a dose 
reduction may not be needed in gout flares, a treatment course  
should be repeated no more than once every 2 weeks. 
s  For patients undergoing dialysis, the total recommended dose for  

prophylaxis of gout flares should be 0.3 mg given twice a week with 
close monitoring. For treatment of gout flares, the total  
recommended dose should be reduced to 0.6 mg (1 tablet) x 1 dose 
and the treatment course should not be repeated more than once 
every two weeks. For FMF patients the starting dose should be 0.3  
mg per day and dosing can be increased with close monitoring. 
s  Pregnancy: Use only if the potential benefit justifies the potential risk 

to the fetus. 
s  Nursing Mothers: Caution should be exercised when administered to 

a nursing woman. 
s  Geriatric Use: The recommended dose of colchicine should be based 

on renal function.
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TOUGH, BUT GENTLE
COLCRYS® (colchicine, USP) is a modern standard of

care for gout fl ares.

Help your patients save money on COLCRYS at www.COLCRYS.com.

COLCRYS (colchicine, USP) tablets are indicated 
for prophylaxis and the treatment of gout fl ares.

COLCRYS is contraindicated in patients with renal 
or hepatic impairment who are concurrently 
prescribed P-gp inhibitors or strong inhibitors of 
CYP3A4 as life-threatening or fatal toxicity has 
been reported. Dose adjustments of COLCRYS 
may be required when co-administered 
with P-gp or CYP3A4 inhibitors. The most 
common adverse events in clinical trials for 
the prophylaxis and treatment of gout were 
diarrhea and pharyngolaryngeal pain. Rarely, 
myelosuppression, thrombocytopenia, and 

leukopenia have been reported in patients 
taking colchicine. Rhabdomyolysis has been 
occasionally observed, especially when colchicine 
is prescribed in combination with other drugs 
known to cause this effect. Monitoring is 
recommended for patients with a history of blood 
dyscrasias or rhabdomyolysis.

You are encouraged to report negative side 
effects of prescription drugs to the FDA. Visit 
www.fda.gov/medwatch or call 1.800.FDA.1088.

You may also report negative side effects
to the manufacturer of COLCRYS by calling 
1.888.351.3786.

Distributed by AR Scientifi c, Inc. A URL Pharma company. 
Philadelphia, PA    www.urlpharma.com 

©2011 URL Pharma, Inc.    All rights reserved.    COL-359    Jan 2011    Printed in USA.

Important Safety Information

www.COLCRYS.com
1.888.351.3786

Please see brief summary of full Prescribing Information on adjacent page.

First and only FDA-approved, single-ingredient colchicine


