
BRIEF SUMMARY
INDICATIONS AND USAGE
LUNESTA is indicated for the treatment of insomnia. In controlled outpatient and sleep
laboratory studies, LUNESTA administered at bedtime decreased sleep latency and
improved sleep maintenance.
CONTRAINDICATIONS
None known.
WARNINGS
Because sleep disturbances may be the presenting manifestation of a physical and/or
psychiatric disorder, symptomatic treatment of insomnia should be initiated only
after a careful evaluation of the patient. The failure of insomnia to remit after 7 to 10
days of treatment may indicate the presence of a primary psychiatric and/or medical
illness that should be evaluated. Worsening of insomnia or the emergence of new
thinking or behavior abnormalities may be the consequence of an unrecognized psy-
chiatric or physical disorder. Such findings have emerged during the course of treat-
ment with sedative/hypnotic drugs, including LUNESTA. Because some of the impor-
tant adverse effects of LUNESTA appear to be dose-related, it is important to use the
lowest possible effective dose, especially in the elderly (see DOSAGE AND ADMINIS-
TRATION in the Full Prescribing Information).
A variety of abnormal thinking and behavior changes have been reported to occur in
association with the use of sedative/hypnotics. Some of these changes may be char-
acterized by decreased inhibition (e.g., aggressiveness and extroversion that seem
out of character), similar to effects produced by alcohol and other CNS depressants.
Other reported behavioral changes have included bizarre behavior, agitation, halluci-
nations, and depersonalization. Amnesia and other neuropsychiatric symptoms may
occur unpredictably. In primarily depressed patients, worsening of depression,
including suicidal thinking, has been reported in association with the use of seda-
tive/hypnotics.
It can rarely be determined with certainty whether a particular instance of the abnor-
mal behaviors listed above are drug-induced, spontaneous in origin, or a result of an
underlying psychiatric or physical disorder. Nonetheless, the emergence of any new
behavioral sign or symptom of concern requires careful and immediate evaluation.
Following rapid dose decrease or abrupt discontinuation of the use of sedative/hyp-
notics, there have been reports of signs and symptoms similar to those associated with
withdrawal from other CNS-depressant drugs (see DRUG ABUSE AND DEPENDENCE).
LUNESTA, like other hypnotics, has CNS-depressant effects. Because of the rapid
onset of action, LUNESTA should only be ingested immediately prior to going to bed
or after the patient has gone to bed and has experienced difficulty falling asleep.
Patients receiving LUNESTA should be cautioned against engaging in hazardous
occupations requiring complete mental alertness or motor coordination (e.g., oper-
ating machinery or driving a motor vehicle) after ingesting the drug, and be cautioned
about potential impairment of the performance of such activities on the day follow-
ing ingestion of LUNESTA. LUNESTA, like other hypnotics, may produce additive
CNS-depressant effects when coadministered with other psychotropic medications,
anticonvulsants, antihistamines, ethanol, and other drugs that themselves produce
CNS depression. LUNESTA should not be taken with alcohol. Dose adjustment may
be necessary when LUNESTA is administered with other CNS-depressant agents,
because of the potentially additive effects.
PRECAUTIONS
General
Timing Of Drug Administration: LUNESTA should be taken immediately before bedtime.
Taking a sedative/hypnotic while still up and about may result in short-term memory
impairment, hallucinations, impaired coordination, dizziness, and lightheadedness.
Use In The Elderly And/Or Debilitated Patients: Impaired motor and/or cognitive
performance after repeated exposure or unusual sensitivity to sedative/hypnotic
drugs is a concern in the treatment of elderly and/or debilitated patients. The recom-
mended starting dose of LUNESTA for these patients is 1 mg (see DOSAGE AND
ADMINISTRATION in the Full Prescribing Information).
Use In Patients With Concomitant Illness: Clinical experience with eszopiclone in
patients with concomitant illness is limited. Eszopiclone should be used with caution
in patients with diseases or conditions that could affect metabolism or hemodynamic
responses.
A study in healthy volunteers did not reveal respiratory-depressant effects at doses
2.5-fold higher (7 mg) than the recommended dose of eszopiclone. Caution is advised,
however, if LUNESTA is prescribed to patients with compromised respiratory function.
The dose of LUNESTA should be reduced to 1 mg in patients with severe hepatic
impairment, because systemic exposure is doubled in such subjects. No dose adjust-
ment appears necessary for subjects with mild or moderate hepatic impairment. No
dose adjustment appears necessary in subjects with any degree of renal impairment,
since less than 10% of eszopiclone is excreted unchanged in the urine.
The dose of LUNESTA should be reduced in patients who are administered potent
inhibitors of CYP3A4, such as ketoconazole, while taking LUNESTA. Downward dose
adjustment is also recommended when LUNESTA is administered with agents hav-
ing known CNS-depressant effects.
Use In Patients With Depression: Sedative/hypnotic drugs should be administered
with caution to patients exhibiting signs and symptoms of depression. Suicidal ten-
dencies may be present in such patients, and protective measures may be required.
Intentional overdose is more common in this group of patients; therefore, the least
amount of drug that is feasible should be prescribed for the patient at any one time.
Information For Patients: Patient information is printed in the complete prescribing
information.
Laboratory Tests: There are no specific laboratory tests recommended.
Drug Interactions
CNS-Active Drugs
Ethanol: An additive effect on psychomotor performance was seen with coadministra-
tion of eszopiclone and ethanol 0.70 g/kg for up to 4 hours after ethanol administration.
Paroxetine: Coadministration of single doses of eszopiclone 3 mg and paroxetine
20 mg daily for 7 days produced no pharmacokinetic or pharmacodynamic interaction.
Lorazepam: Coadministration of single doses of eszopiclone 3 mg and lorazepam
2 mg did not have clinically relevant effects on the pharmacodynamics or pharmaco-
kinetics of either drug.
Olanzapine: Coadministration of eszopiclone 3 mg and olanzapine 10 mg produced a
decrease in DSST scores. The interaction was pharmacodynamic; there was no alter-
ation in the pharmacokinetics of either drug. 
Drugs That Inhibit CYP3A4 (Ketoconazole): CYP3A4 is a major metabolic pathway for
elimination of eszopiclone. The AUC of eszopiclone was increased 2.2-fold by coad-
ministration of ketoconazole, a potent inhibitor of CYP3A4, 400 mg daily for 5 days.
Cmax and t1/2 were increased 1.4-fold and 1.3-fold, respectively. Other strong inhibitors
of CYP3A4 (e.g., itraconazole, clarithromycin, nefazodone, troleandomycin, ritonavir,
nelfinavir) would be expected to behave similarly.
Drugs That Induce CYP3A4 (Rifampicin): Racemic zopiclone exposure was
decreased 80% by concomitant use of rifampicin, a potent inducer of CYP3A4. A
similar effect would be expected with eszopiclone.
Drugs Highly Bound To Plasma Protein: Eszopiclone is not highly bound to plasma
proteins (52-59% bound); therefore, the disposition of eszopiclone is not expected
to be sensitive to alterations in protein binding. Administration of eszopiclone 3 mg
to a patient taking another drug that is highly protein-bound would not be expected
to cause an alteration in the free concentration of either drug.
Drugs With A Narrow Therapeutic Index
Digoxin: A single dose of eszopiclone 3 mg did not affect the pharmacokinetics of
digoxin measured at steady state following dosing of 0.5 mg twice daily for one day
and 0.25 mg daily for the next 6 days.
Warfarin: Eszopiclone 3 mg administered daily for 5 days did not affect the pharma-
cokinetics of (R)- or (S)-warfarin, nor were there any changes in the pharmacody-
namic profile (prothrombin time) following a single 25-mg oral dose of warfarin.
Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis: In a carcinogenicity study in Sprague-Dawley rats in which eszopi-
clone was given by oral gavage, no increases in tumors were seen; plasma levels
(AUC) of eszopiclone at the highest dose used in this study (16 mg/kg/day) are esti-
mated to be 80 (females) and 20 (males) times those in humans receiving the max-
imum recommended human dose (MRHD). However, in a carcinogenicity study in

Sprague-Dawley rats in which racemic zopiclone was given in the diet, and in which
plasma levels of eszopiclone were reached that were greater than those reached in
the above study of eszopiclone, an increase in mammary gland adenocarcinomas in
females and an increase in thyroid gland follicular cell adenomas and carcinomas in
males were seen at the highest dose of 100 mg/kg/day. Plasma levels of eszopiclone
at this dose are estimated to be 150 (females) and 70 (males) times those in humans
receiving the MRHD. The mechanism for the increase in mammary adenocarcinomas
is unknown. The increase in thyroid tumors is thought to be due to increased levels
of TSH secondary to increased metabolism of circulating thyroid hormones, a mech-
anism that is not considered to be relevant to humans.
In a carcinogenicity study in B6C3F1 mice in which racemic zopiclone was given in
the diet, an increase in pulmonary carcinomas and carcinomas plus adenomas in
females and an increase in skin fibromas and sarcomas in males were seen at the
highest dose of 100 mg/kg/day. Plasma levels of eszopiclone at this dose are estimat-
ed to be 8 (females) and 20 (males) times those in humans receiving the MRHD. The
skin tumors were due to skin lesions induced by aggressive behavior, a mechanism
that is not relevant to humans. A carcinogenicity study was also performed in which
CD-1 mice were given eszopiclone at doses up to 100 mg/kg/day by oral gavage;
although this study did not reach a maximum tolerated dose, and was thus
inadequate for overall assessment of carcinogenic potential, no increases in either
pulmonary or skin tumors were seen at doses producing plasma levels of
eszopiclone estimated to be 90 times those in humans receiving the MRHD—i.e., 
12 times the exposure in the racemate study. 
Eszopiclone did not increase tumors in a p53 transgenic mouse bioassay at oral
doses up to 300 mg/kg/day.
Mutagenesis: Eszopiclone was positive in the mouse lymphoma chromosomal
aberration assay and produced an equivocal response in the Chinese hamster ovary
cell chromosomal aberration assay. It was not mutagenic or clastogenic in the
bacterial Ames gene mutation assay, in an unscheduled DNA synthesis assay, or in
an in vivo mouse bone marrow micronucleus assay. 
(S)-N-desmethyl zopiclone, a metabolite of eszopiclone, was positive in the Chinese
hamster ovary cell and human lymphocyte chromosomal aberration assays. It was
negative in the bacterial Ames mutation assay, in an in vitro 32P-postlabeling DNA
adduct assay, and in an in vivo mouse bone marrow chromosomal aberration and
micronucleus assay.
Impairment Of Fertility: Eszopiclone was given by oral gavage to male rats at doses
up to 45 mg/kg/day from 4 weeks premating through mating and to female rats at
doses up to 180 mg/kg/day from 2 weeks premating through day 7 of pregnancy. An
additional study was performed in which only females were treated, up to
180 mg/kg/day. Eszopiclone decreased fertility, probably because of effects in both
males and females, with no females becoming pregnant when both males and
females were treated with the highest dose; the no-effect dose in both sexes was
5 mg/kg (16 times the MRHD on a mg/m2 basis). Other effects included increased 
preimplantation loss (no-effect dose 25 mg/kg), abnormal estrus cycles (no-effect
dose 25 mg/kg), and decreases in sperm number and motility and increases in mor-
phologically abnormal sperm (no-effect dose 5 mg/kg).
Pregnancy
Pregnancy Category C: Eszopiclone administered by oral gavage to pregnant rats and
rabbits during the period of organogenesis showed no evidence of teratogenicity up
to the highest doses tested (250 and 16 mg/kg/day in rats and rabbits, respectively;
these doses are 800 and 100 times, respectively, the maximum recommended
human dose [MRHD] on a mg/m2 basis). In the rat, slight reductions in fetal weight
and evidence of developmental delay were seen at maternally toxic doses of 125 and
150 mg/kg/day, but not at 62.5 mg/kg/day (200 times the MRHD on a mg/m2 basis).
Eszopiclone was also administered by oral gavage to pregnant rats throughout the
pregnancy and lactation periods at doses of up to 180 mg/kg/day. Increased post-
implantation loss, decreased postnatal pup weights and survival, and increased pup
startle response were seen at all doses; the lowest dose tested, 60 mg/kg/day, is 200
times the MRHD on a mg/m2 basis. These doses did not produce significant mater-
nal toxicity. Eszopiclone had no effects on other behavioral measures or reproductive
function in the offspring.
There are no adequate and well-controlled studies of eszopiclone in pregnant women.
Eszopiclone should be used during pregnancy only if the potential benefit justifies the
potential risk to the fetus.
Labor And Delivery: LUNESTA has no established use in labor and delivery.
Nursing Mothers: It is not known whether LUNESTA is excreted in human milk.
Because many drugs are excreted in human milk, caution should be exercised when
LUNESTA is administered to a nursing woman.
Pediatric Use: Safety and effectiveness of eszopiclone in children below the age of 18
have not been established.
Geriatric Use: A total of 287 subjects in double-blind, parallel-group, placebo-con-
trolled clinical trials who received eszopiclone were 65 to 86 years of age. The over-
all pattern of adverse events for elderly subjects (median age = 71 years) in 2-week
studies with nighttime dosing of 2 mg eszopiclone was not different from that seen
in younger adults. LUNESTA 2 mg exhibited significant reduction in sleep latency and
improvement in sleep maintenance in the elderly population.
ADVERSE REACTIONS
The premarketing development program for LUNESTA included eszopiclone
exposures in patients and/or normal subjects from two different groups of studies:
approximately 400 normal subjects in clinical pharmacology/pharmacokinetic
studies, and approximately 1550 patients in placebo-controlled clinical effectiveness
studies, corresponding to approximately 263 patient-exposure years. The conditions
and duration of treatment with LUNESTA varied greatly and included (in overlapping
categories) open-label and double-blind phases of studies, inpatients and
outpatients, and short-term and longer-term exposure. Adverse reactions were
assessed by collecting adverse events, results of physical examinations, vital signs,
weights, laboratory analyses, and ECGs. 
Adverse events during exposure were obtained primarily by general inquiry and
recorded by clinical investigators using terminology of their own choosing.
Consequently, it is not possible to provide a meaningful estimate of the proportion of
individuals experiencing adverse events without first grouping similar types of events
into a smaller number of standardized event categories. In the tabulations that follow,
COSTART terminology has been used to classify reported adverse events. 
The stated frequencies of adverse events represent the proportion of individuals who
experienced, at least once, a treatment-emergent adverse event of the type listed. An
event was considered treatment-emergent if it occurred for the first time or worsened
while the patient was receiving therapy following baseline evaluation.
Adverse Findings Observed in Placebo-Controlled Trials
Adverse Events Resulting in Discontinuation of Treatment: In placebo-controlled,
parallel-group clinical trials in the elderly, 3.8% of 208 patients who received
placebo, 2.3% of 215 patients who received 2 mg LUNESTA, and 1.4% of 72 patients
who received 1 mg LUNESTA discontinued treatment due to an adverse event. In the
6-week parallel-group study in adults, no patients in the 3 mg arm discontinued
because of an adverse event. In the long-term 6-month study in adult insomnia
patients, 7.2% of 195 patients who received placebo and 12.8% of 593 patients who
received 3 mg LUNESTA discontinued due to an adverse event. No event that
resulted in discontinuation occurred at a rate of greater than 2%.
Adverse Events Observed at an Incidence of ≥2% in Controlled Trials. The follow-
ing lists the incidence (% placebo, 2 mg, 3 mg, respectively) of treatment-emergent
adverse events from a Phase 3 placebo-controlled study of LUNESTA at doses of 2
or 3 mg in non-elderly adults. Treatment duration in this trial was 44 days. Data are
limited to adverse events that occurred in 2% or more of patients treated with
LUNESTA 2 mg (n=104) or 3 mg (n=105) in which the incidence in patients treated
with LUNESTA was greater than the incidence in placebo-treated patients (n=99).1

Body as a whole: headache (13%, 21%, 17%), viral infection (1%, 3%, 3%).
Digestive system: dry mouth (3%, 5%, 7%), dyspepsia (4%, 4%, 5%), nausea (4%,
5%, 4%), vomiting (1%, 3%, 0%). Nervous system: anxiety (0%, 3%, 1%), confu-
sion (0%, 0%, 3%), depression (0%, 4%, 1%), dizziness (4%, 5%, 7%), hallucina-
tions (0%, 1%, 3%), libido decreased (0%, 0%, 3%), nervousness (3%, 5%, 0%),
somnolence (3%, 10%, 8%). Respiratory system: infection (3%, 5%, 10%). Skin and
appendages: rash (1%, 3%, 4%). Special senses: unpleasant taste (3%, 17%, 34%).
Urogenital system: dysmenorrhea* (0%, 3%, 0%), gynecomastia** (0%, 3%, 0%).
*Gender-specific adverse event in females
**Gender-specific adverse event in males 

1Events for which the LUNESTA incidence was equal to or less than placebo are not
listed, but included the following: abnormal dreams, accidental injury, back pain,
diarrhea, flu syndrome, myalgia, pain, pharyngitis, and rhinitis.

Adverse events that suggest a dose-response relationship in adults include viral
infection, dry mouth, dizziness, hallucinations, infection, rash, and unpleasant taste,
with this relationship clearest for unpleasant taste.
The following lists the incidence (% placebo, 2 mg, 3 mg, respectively) of treatment-
emergent adverse events from combined Phase 3 placebo-controlled studies of
LUNESTA at doses of 1 or 2 mg in elderly adults (ages 65-86). Treatment duration in
these trials was 14 days. Data are limited to events that occurred in 2% or more of
patients treated with LUNESTA 1 mg (n=72) or 2 mg (n=215) in which the incidence
in patients treated with LUNESTA was greater than the incidence in placebo-treated
patients.1

Body as a whole: accidental injury (1%, 0%, 3%), headache (14%, 15%, 13%), pain
(2%, 4%, 5%). Digestive system: diarrhea (2%, 4%, 2%), dry mouth (2%, 3%, 7%),
dyspepsia (2%, 6%, 2%). Nervous system: abnormal dreams (0%, 3%, 1%), dizzi-
ness (2%, 1%, 6%), nervousness (1%, 0%, 2%), neuralgia (0%, 3%, 0%). Skin and
appendages: pruritus: (1%, 4%, 1%). Special senses: unpleasant taste (0%, 8%,
12%). Urogenital system: urinary tract infection (0%, 3%, 0%).
1Events for which the LUNESTA incidence was equal to or less than placebo are not
listed, but included the following: abdominal pain, asthenia, nausea, rash, and
somnolence.
Adverse events that suggest a dose-response relationship in elderly adults include
pain, dry mouth, and unpleasant taste, with this relationship again clearest for
unpleasant taste. These figures cannot be used to predict the incidence of adverse
events in the course of usual medical practice because patient characteristics and
other factors may differ from those that prevailed in the clinical trials. Similarly, the
cited frequencies cannot be compared with figures obtained from other clinical inves-
tigations involving different treatments, uses, and investigators.
The cited figures, however, do provide the prescribing physician with some basis for
estimating the relative contributions of drug and non-drug factors to the adverse
event incidence rate in the population studied.
Other Events Observed During The Premarketing Evaluation Of LUNESTA.
Following is a list of modified COSTART terms that reflect treatment-emergent
adverse events as defined in the introduction to the ADVERSE REACTIONS section
and reported by approximately 1550 subjects treated with LUNESTA at doses in the
range of 1 to 3.5 mg/day during Phase 2 and 3 clinical trials throughout the United
States and Canada. All reported events are included except those already listed here
or listed elsewhere in labeling, minor events common in the general population, and
events unlikely to be drug-related. Although the events reported occurred during
treatment with LUNESTA, they were not necessarily caused by it.
Events are listed in order of decreasing frequency according to the following defini-
tions: frequent adverse events are those that occurred on one or more occasions in
at least 1/100 patients; infrequent adverse events are those that occurred in fewer
than 1/100 patients but in at least 1/1,000 patients; rare adverse events are those that
occurred in fewer than 1/1,000 patients. Gender-specific events are categorized
based on their incidence for the appropriate gender. 
Frequent: chest pain, migraine, peripheral edema.
Infrequent: acne, agitation, allergic reaction, alopecia, amenorrhea, anemia, anorexia,
apathy, arthritis, asthma, ataxia, breast engorgement, breast enlargement, breast
neoplasm, breast pain, bronchitis, bursitis, cellulitis, cholelithiasis, conjunctivitis, 
contact dermatitis, cystitis, dry eyes, dry skin, dyspnea, dysuria, eczema, ear pain,
emotional lability, epistaxis, face edema, female lactation, fever, halitosis, heat stroke,
hematuria, hernia, hiccup, hostility, hypercholesteremia, hypertension, hypertonia,
hypesthesia, incoordination, increased appetite, insomnia, joint disorder (mainly
swelling, stiffness, and pain), kidney calculus, kidney pain, laryngitis, leg cramps,
lymphadenopathy, malaise, mastitis, melena, memory impairment, menorrhagia,
metrorrhagia, mouth ulceration, myasthenia, neck rigidity, neurosis, nystagmus, otitis
externa, otitis media, paresthesia, photosensitivity, reflexes decreased, skin
discoloration, sweating, thinking abnormal (mainly difficulty concentrating), thirst,
tinnitus, twitching, ulcerative stomatitis, urinary frequency, urinary incontinence,
urticaria, uterine hemorrhage, vaginal hemorrhage, vaginitis, vertigo, vestibular
disorder, weight gain, weight loss.
Rare: abnormal gait, arthrosis, colitis, dehydration, dysphagia, erythema multiforme,
euphoria, furunculosis, gastritis, gout, hepatitis, hepatomegaly, herpes zoster,
hirsutism, hyperacusis, hyperesthesia, hyperlipemia, hypokalemia, hypokinesia,
iritis, liver damage, maculopapular rash, mydriasis, myopathy, neuritis, neuropathy,
oliguria, photophobia, ptosis, pyelonephritis, rectal hemorrhage, stomach ulcer,
stomatitis, stupor, thrombophlebitis, tongue edema, tremor, urethritis,
vesiculobullous rash.
DRUG ABUSE AND DEPENDENCE
Controlled Substance Class: LUNESTA is a Schedule IV controlled substance under
the Controlled Substances Act. Other substances under the same classification are
benzodiazepines and the nonbenzodiazepine hypnotics zaleplon and zolpidem. While
eszopiclone is a hypnotic agent with a chemical structure unrelated to benzodi-
azepines, it shares some of the pharmacologic properties of the benzodiazepines.
Abuse, Dependence, and Tolerance
Abuse and Dependence: In a study of abuse liability conducted in individuals with
known histories of benzodiazepine abuse, eszopiclone at doses of 6 and 12 mg pro-
duced euphoric effects similar to those of diazepam 20 mg. In this study, at doses
2-fold or greater than the maximum recommended doses, a dose-related increase in
reports of amnesia and hallucinations was observed for both LUNESTA and diazepam. 
The clinical trial experience with LUNESTA revealed no evidence of a serious
withdrawal syndrome. Nevertheless, the following adverse events included in DSM-IV
criteria for uncomplicated sedative/hypnotic withdrawal were reported during clinical
trials following placebo substitution occurring within 48 hours following the last
LUNESTA treatment: anxiety, abnormal dreams, nausea, and upset stomach. These
reported adverse events occurred at an incidence of 2% or less. Use of
benzodiazepines and similar agents may lead to physical and psychological
dependence. The risk of abuse and dependence increases with the dose and duration
of treatment and concomitant use of other psychoactive drugs. The risk is also greater
for patients who have a history of alcohol or drug abuse or history of psychiatric
disorders. These patients should be under careful surveillance when receiving
LUNESTA or any other hypnotic.
Tolerance: Some loss of efficacy to the hypnotic effect of benzodiazepines and benzo-
diazepine-like agents may develop after repeated use of these drugs for a few weeks.
No development of tolerance to any parameter of sleep measurement was observed
over six months. Tolerance to the efficacy of LUNESTA 3 mg was assessed by 4-week
objective and 6-week subjective measurements of time to sleep onset and sleep main-
tenance for LUNESTA in a placebo-controlled 44-day study, and by subjective assess-
ments of time to sleep onset and WASO in a placebo-controlled study for 6 months.
OVERDOSAGE
There is limited premarketing clinical experience with the effects of an overdosage of
LUNESTA. In clinical trials with eszopiclone, one case of overdose with up to 36 mg
of eszopiclone was reported in which the subject fully recovered. Individuals have
fully recovered from racemic zopiclone overdoses up to 340 mg (56 times the
maximum recommended dose of eszopiclone).
Signs And Symptoms: Signs and symptoms of overdose effects of CNS depressants
can be expected to present as exaggerations of the pharmacological effects noted in
preclinical testing. Impairment of consciousness ranging from somnolence to coma
has been described. Rare individual instances of fatal outcomes following overdose
with racemic zopiclone have been reported in European postmarketing reports, most
often associated with overdose with other CNS-depressant agents.
Recommended Treatment: General symptomatic and supportive measures should be
used along with immediate gastric lavage where appropriate. Intravenous fluids
should be administered as needed. Flumazenil may be useful. As in all cases of drug
overdose, respiration, pulse, blood pressure, and other appropriate signs should be
monitored and general supportive measures employed. Hypotension and CNS
depression should be monitored and treated by appropriate medical intervention. The
value of dialysis in the treatment of overdosage has not been determined.
Poison Control Center: As with the management of all overdosage, the possibility of
multiple drug ingestion should be considered. The physician may wish to consider
contacting a poison control center for up-to-date information on the management of
hypnotic drug product overdosage.

Rx only.

© 2005 SEPRACOR INC., MARLBOROUGH, MA 01752

3/05                  

28 Practice Trends O B . G Y N .  N E W S •  A p r i l  1 ,  2 0 0 6

AMA’s Pay-for-Performance Pact Ruffles Feathers
B Y  J E N N I F E R  L U B E L L

Associate  Editor,  Practice  Trends

Specialty organizations are concerned
that the American Medical Associa-
tion is unilaterally setting perfor-

mance goals that doctors won’t be able to
meet.

A recent agreement between the AMA
and leaders in Congress outlines an am-
bitious 2-year time line for establishing
performance measures, “to improve vol-

untary quality reporting to congressional
leadership,” AMA Chair Duane M. Cady
said in a statement.

Dr. Cady signed the agreement at the
end of last year, although the details
weren’t publicly disclosed until several
months later. The terms were outlined in
a Feb. 7 memorandum from AMA Vice
President Michael Maves to the state
medical associations and national spe-
cialty societies.

The agreement was cosigned by Sen.

Charles E. Grassley (R-Iowa), chair of the
Senate Finance Committee; Rep. Bill
Thomas (R-Calif.), chair of the House
Ways and Means Committee; and Rep.
Nathan Deal (R-Ga.), chair of the House
Energy and Commerce subcommittee on
health.

If the plan goes through, physician
groups will work with the Centers for
Medicare and Medicaid Services to agree
on a starter set of evidence-based quality
measures for a broad group of specialties,

with a goal of developing approximately
140 physician measures covering 34 clini-
cal topics by the end of 2006.

The AMA has been working on these
quality initiatives for some time, Dr. Cady
said. “For the past 5 years the AMA has
convened the Physician Consortium for
Performance Improvement, which in-
cludes more than 70 national medical spe-
cialty and state medical societies.” 

To date, the consortium has developed
more than 90 evidence-based performance
measures, he said.

The consortium has not yet tested the
physician measures; it has been working
with several groups to do so, including
the Ambulatory Care Quality Alliance,
said Dr. Nancy Nielsen, speaker of the
AMA’s House of Delegates, at a press

briefing. The
alliance is re-
ceiving funding
from the
Agency for
Health Re-
search and
Quality and
CMS to test 26
measures at six
clinical sites,
beginning May
1. Those mea-
sures include
some devel-
oped by the

consortium, among others. The pilot is
crucial, as it will bring to the surface any
“unintended consequences,” Dr. Nielsen
said. Then in 2007, doctors who report on
three to five quality measures would see
increased payments from Medicare. By
the end of next year, physician groups
should have developed performance mea-
sures “to cover a majority of Medicare
spending for physician services,” the
agreement said.

Other initiatives, such as working on
methods to report quality data and im-
plementing additional reforms to address
payment and quality objectives, also were
outlined in the agreement.

As far as Dr. Cady is concerned, noth-
ing in the agreement with the congres-
sional leaders should be a surprise. “It in-
volved only [those] commitments we had
previously outlined to our specialty soci-
ety colleagues.”

All of these steps had been document-
ed previously in public letters to Congress
and the Bush administration and distrib-
uted to medical specialty societies, he said.

Yet some of the members of the con-
sortium said they had no advance notice
of the AMA’s plans to sign this pact.

“This is an agreement signed with lead-
ers on Capitol Hill on how pay for per-
formance should be laid out, and some
groups feel they should have been a part
of it,” Cynthia A. Brown, director of ad-
vocacy and health policy at the American
College of Surgeons, said in an inter-
view.

The real problem is not about advoca-
cy or the workings of the consortium. It’s
about meeting deadlines on clinical mea-
sures, Ms. Brown said.

For the past 5
years the AMA
has convened 
the national
Physician
Consortium for
Performance
Improvement to
work on these
quality initiatives.

Continued on following page



New Options for the
Management of Fibroids
in the Ob/Gyn Practice

Ob.Gyn. News®

Program Overview 
Charles E. Miller, MD, FACOG 
Clinical Associate Professor, 
Department of Obstetrics and Gynecology 

University of Illinois at Chicago 
Clinical Associate, 
Department of Obstetrics and Gynecology 

University of Chicago 

Understanding and Using 
MR-Guided Focused Ultrasound
Technology for the 
Treatment of Fibroids 
Richard M. Chudacoff, MD, FACOG 
Women’s Specialists of Houston 
Clinical Assistant Professor, 
Department of Obstetrics and Gynecology 

Baylor College of Medicine, Houston 

Clinical Results: MR-Guided
Focused Ultrasound 
for Uterine Fibroids
Elizabeth A. Stewart, MD, FACOG 
Clinical Director, Center for Uterine Fibroids 
Brigham and Women’s Hospital 
Associate Professor of Obstetrics, 
Gynecology and Reproductive Biology 

Harvard Medical School, Boston 

Incorporating GE Signa HDMR
and InSightec ExAblate® 2000 into
the Office-Based Ob/Gyn Practice 
Phyllis J. Gee, MD, FACOG 
Medical Director, 
North Texas Uterine Fibroid Institute, Plano 

Program Description
New Options for the Management of Fibroids in the Ob/Gyn Practice is an
archived webcast that focuses on the treatment of uterine fibroid tumors in the
modern ob/gyn practice. A panel of experts discusses the role of traditional as well
as more recent therapies, and introduces a novel device called ExAblate 2000,
developed by InSightec Ltd. This system, which incorporates GE Healthcare’s
magnetic resonance imaging technology, allows the clinician to treat fibroids non-
invasively with magnetic resonance-guided focused ultrasound surgery
(MRgFUS). The system and the MRgFUS procedure received FDA approval in
October 2004, which expedited review because it offers significant advantages over
existing treatments for uterine fibroids.

A discussion of this type is important because between 20% and 40% of all
women over 35 years of age have uterine fibroids.  Fewer than 0.1% of fibroids
become cancerous, but treatment is required when symptoms interfere with
patients’ health or quality of life.  Hysterectomy, the most frequently used treatment
for fibroids, is associated with the usual surgical risks and complications, requires
a hospital stay, and results in patient downtime of up to 6 weeks or more. Many of
the newer therapies offer fewer risks, only a brief hospital stay, and a shorter recu-
peration period. The most recently introduced alternative to hysterectomy,
MRgFUS, is associated with minimal risks and complications, requires no
overnight hospital stay, and allows most patients to return to their normal activities
in a few days. 

After viewing the webcast, it should
be clear that this technology represents 
a significant advance in treatment and
is a method that ob/gyn clinicians
should consider including in their
treatment armamentarium.

Intended Audience
Ob/gyn specialists and other health-
care professionals involved in the
treatment of uterine fibroids.

Objectives
After viewing this webcast, clinicians should understand:

• The role magnetic resonance-guided ultrasound surgery (MRgFUS) can 
play in the care of patients with uterine fibroids.

• How the ExAblate MRgFUS and GE Signa HDMR system works to treat 
uterine fibroids noninvasively.

• How ob/gyn specialists can offer this new treatment in their own practices.

Register now for this educational webcast at www.obgyn.net/uterine_fibroids
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“Not everyone is ready for [pay for per-
formance],” she said.

Although many primary care quality
measures have been written, it’s a differ-
ent story for subspecialties, “because their
measures haven’t even been developed
yet. They’re starting from ground zero,”
she said.

With this latest agreement, subspecial-
ties now feel pressured to find their own
groups of doctors to propose measures to
run through the consortium’s process by
year’s end, she said.

The criteria on performance measure-
ment also will be different by specialty, Ms.
Brown said. “Surgeons in particular often
like to be judged by outcomes, and pri-
mary care doctors don’t want to be be-
cause they have a bigger problem with pa-
tient compliance. One size doesn’t fit all.”

At the press briefing, Dr. Nielsen said
“this is a dustup about nothing,” adding
that the specialty societies had been in-
cluded on the performance measure de-
velopment from the start. The initial mea-
sures won’t cover all the specialties, but it
was necessary to show Congress that the
profession was serious about quality im-
provement by getting something started
quickly, she said. 

The AMA has tried to work with the
CMS on quality measures for some time
now, and it is “very difficult” to get truly
significant data and information that real-
ly makes a difference, Dr. Thomas Purdon,
former president of the American College
of Obstetricians and Gynecologists, said in
an interview.

However, it’s unlikely the data will be
accurate or have real meaning unless the
specialty societies are involved, “either in-
dividually or through the Council of Med-
ical Specialty Societies,” he said. “I too
share the concerns of others that the data
will be weak and then be used to penalize
doctors’ reimbursement.”

It’s true that a number of specialty
groups don’t feel comfortable that they
can meet these time lines, Dr. David
Nielsen, executive vice president and chief
executive officer of the American Acade-
my of Otolaryngology–Head and Neck
Surgery, said in an interview.

“Could the AMA [have] been more
communicative about this agreement?
Probably.” Yet some of these specialty so-
cieties may be misinterpreting its terms,
he said.

There’s an assumption that the AMA is
going to be responsible for doing all of the
specialty measures, Dr. David Nielsen said.
“While those concerns are valid, it isn’t go-
ing to come to that.” What these groups
need to remember is that the AMA’s con-
sortium is run by the specialty societies, a
process that’s consensus based, he said.
(The American Academy of Otolaryngol-
ogy–Head and Neck Surgery is a consor-
tium member.)

“People who are upset about this aren’t
comparing it to what would happen if the
AMA didn’t step in; that CMS would step
in and do their own measures. I’d be
much happier with consortium measures
than any other group of measures, be-
cause the consortium is in the best posi-
tion to produce patient-centered mea-
sures of medical outcomes that are driven
by physicians, and are relevant and vali-

dated,” he said. He also doesn’t believe the
performance goals set by the agreement
are insurmountable. 

Ninety measures have already been de-
veloped, he said. “If every specialty soci-
ety creates one measure, we would get
pretty close to that goal of 140 measures
by the end of the year.”

The American College of Physicians, in
the meantime wants, to move even more
quickly than the AMA on measure devel-
opment, voluntary reporting, and pay for
performance, Robert B. Doherty, the col-
lege’s senior vice president for govern-
mental affairs and public policy, said in an
interview.

Physician concerns about CMS’s initial
draft of the physician voluntary reporting
program (PVRP) had also been interpret-
ed on Capitol Hill as a sign of opposition
to quality reporting, Dr. Maves noted.

From CMS’s perspective, there’s no rea-
son why the AMA’s agreement shouldn’t
work in tandem with the PVRP, CMS
spokesman Peter Ashkenaz said in an in-
terview. The physician voluntary report-
ing program isn’t about developing mea-
sures, it’s about testing systems “on how
well we can use the existing claims-based
system to capture the data from the mea-
sures,” he said.

The agency is testing the system on a

voluntary basis to make sure it can func-
tion in a manner that works for both
providers and the Medicare program, and
ultimately for the beneficiaries when CMS
reports the data.

“Meanwhile, making sure we have a ro-
bust set of measures to populate this pro-
gram or any follow-up program that Con-
gress may design is the critical part of the
AMA’s deal with the Congress,” he said.

The key is for all of the stakeholders in
performance measurement programs to
stay focused on the substance, Mr. Do-
herty said. “We need to show Congress
that the profession is committed to quali-
ty measurement and reporting.” ■
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