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ions in the Patient be discussed with patients. Laboratory Tesls: Patients being considered
for GEODON treatment who are at risk of significant electrolyte disturbances should have baseline serum potassium and magnesium

increased Mortalityin Etderly Pati Related Psychosis: Elderly pati i with

Low serum potassium and magnesium should be repleted before treatment. Patients who are started on diuretics during

alvplul antlpsychullr. drugs are atan mcreaseﬂ risk ul death compared to placebo. Anaiyses of placebo trials

led a risk of death inthe drug-treated patients of between 1.610 1.7 times thatseen
in placebo-treated patients. Over the course of a typical 10 week controlled trial, the rate of death in drug-treated patients was about
4.5%, compared to a rate of about 2.6%n the placeba group. Although the causes of death were varied, most of the deaths appeared
1o be either cardiovascular (e.g., heart failure, sudden death) or infectious (e.g., pneumonia) in nature. GEODON {ziprasidone) is not

approved forthetreatment of pa!iems with Dementia-Related Psychosis.

INDICATIONS~—GEODON Capsules ite mani isod
bipolar disorder with or without psychofic Iealures GEODON® (nprasmnne mesylate) for Injection is indicated for acute agllallon m
schizophrenic patients.

GEODON therapy need periodic of serum d magnesium. Discontinue GEODON in patients who are found to have
persistent T, measUrementts >500 msec (see WARNINGS). Drug interactions: (1) GEODO beusedwithany drugthat prolongs
the QT interval. (2) Given the primary CNS effects of GEODON, caution should be used when it s taken in combination with other centrally
acting drugs. {3) Because of its potential for inducing hyputensien, GEODON may enhance the effects of certain antihypertensive agents.
(4) GEQDON may antagonize the effects of levodopa and dopamine agonists. Effect of Other Drugs on GEQDON: Garbamazepine, 200 mg
bid for 21 days, resutted in a decrease of approximately 35% in the AUC of GEODON. Ketoconazole, a potent inhibitor of CYP3A4, 400 mg
qd for 5 days, increased the AUC and Gy, Of GEODON by about 35%-40%. Cimetidine, 800 mg qd for 2 days, did not affect GEODON
pha(macnkmetlcs Coadmmlstratlon of 30mL of Maalox did not aﬂect GEODON pharmacokinetics. Population pharmacokinetic analysis
or nically

ignificant

CONTRAINDICATIONS — QT Projongation: Because of GEODON's dose- fthe QT interval ion
of fatal arrhythmias with QT prolongation by some other drugs, GEODON is contraindicated in patients with a known history of QT
prolongation (mcludmg congenitallong QT syndrome}, with recent acute myocardial infarction, or with uncompensated heart failure (see

ic studies between GEODON and other drugs that prolong the QT interval have not been

D , or Iorazepam Effect of GEODON on Other Orugs: invitro stud|es revealed little potential for GEODON fo interfere with the
metabolismof drugs cleared primarily by CYP1A2, CYP2CS, CYP2(12, CYP2D6, and CYP3A4, and little potential for drug interactions with
GEODON dueto displacement GEODON 40 mg bid administered concomitantiy with ithium450 mg bld for 7 days did notaftect the steady-
state level or renat clearance of lithium. GEODON 20 mg bid did not affect the phar

performed. A addmve effect of GEODON and other drugs that prolong the QT interval cannot be exciuded. Therefore, GEODON
be given with dofetiide, sotalol, quinidine, other Class laand Ill anti-arhythrmics, mesoridazine, thioridazine, ehlomromazme droperidol,
pimozide, sp ,ganﬁoxacm ifl idine, arsenic trioxide,

mesylate, probueol or GEODON isalse wnh drugs that have demonstrated QT prolongation as one of their
pharmacodynamic effects and have this effect describedin the fitp ion or aboxed or bolded warning
(sec WARNINGS ). GEODON is dicated in indivi thhaknown ity tothe product, WARNINGS-—Increased
Mortalityin Elderly Patients with Dementia-Related Psychosis: Elderty

antipsychotic drugs are at an increased risk of death compared to placehu GEODON (ziprasidone) is not approved for the treatment
of patients with dementia-related psychosis (see Boxed Waming). 8T Prolongation and Risk of Sudden Death: GEQDON use should
be avaided in combination with other drugs that are known to prolong the QT; interval. Additionally, clinicians should be alertto the
identification of other drugsthat have been consistently observedto prolong the QT; interval. Such drugs should not he prescribed with
GEODON. A study directly comparing the QT/QT,-prolonging effect of GEODON with several other drugs effective in the treatment of
schizophrenia was conducted in patient volunteers. The mean increase in QT, from baseline for GEODON ranged from approximately
910 14 msec greater than for four of the comparator drugs (risperidone, olanzapine, quetiapine, and haloperidol), but was
approximately 14 msac less than the prolongation observed for thioridazine. In this study, the effect of GEODON on QF; length was not
augmented by the presence of a metabalic inhibitor (ketoconazole 200 mg bid). In placebo-controlied trials, GEODON increased the
(T, interval compared to placebo by approximately 10 msec at the highest recommended daily dose of 160 my. In clinical trials the
electrocardiograms of 2/2088 (0.06%) GEODON patients and 1/440 (0.23%) placebo patients revealed OT, intervals exceeding the
potentially cllmcally relevant threshold of 500 msec. Inthe GEODON patients, neither case suggested a rote of GEODON. Some o

tradiol (0.03mg)and (0.15mg). Consistent within vitro resuhs a sludy innormal healthy volunteers
showed that GEODON did notalter the metabolism of dextromethorphan, a CYP2D6 model substrate, to its major metabolite, dextrorphan.
There was no statistically significant change in the urinary dextromethorphan/dextrorphan ratio. Carcinogenesis, Mutagenesis,
Impairment of Fertility: Lifetime carcinogenicity studies were conducted with GEGDON in Long Evans rats and CD-1 mice. In male mice,
there was no increase in incidence of tumors relative to controls. in female mice there were dose-related increases in the incidences of
pituitary gland adenoma and , and mammary gland i atall doses tested. increases in serum prolactin were
observed ina 1-month dietary study in female but not male, mlce GEODON had no effect on Serum prolactin in rats in a 5-week dietary
studyat th were used in thy study. The for human risk of the findings of profactin-mediated endocrine
tumors in rodents is unknown {see Hyperprolactinemiay. Mutagengsls Therewasarep mutagenic theA
inone strain of S. typhimuriumin the absence of metabolic activation. Positive results were obtained in both the in vitro mammalian cel
gene mutation assay and the in vitro chromosomal aberration assay in human lymphocytes. Impairment of Fertility: GEODON increased
time to copufation in Sprague-Dawley rats in two fertitity and early embryonic development studies at doses of 10to 160 mg/kg/day (0.5to
8 times the MRHO of 200 mg/day ona mg/m basis). Fertility rate was reduced at 160 mg/kg/day (8 times the MRHD on a mg/m? basis).
Therewasnoeffect onfertility at 40 mg/kg/day (2times the MRHD on amg/m? basis). The fertiity of female rats was reduced. Pregnancy—
ry €: There are no adequate and well-controlled studies in pregnant women, GEODON should be used during pregnancy
only ifthe pmentlal benefitjustifies the polentlal risktothefetus. Laborand Delivery: The effect of GEODON on labor and delivery inhumans
is unknown. Nursing Mothers: tis not known whether, and if 5o in what amount, GEODON or its metabolites are excreted in human milk.
Itis recommended that women receiving GEODON should not breast feed. Pedialric Use: The safety and effectiveness of GEODON in
pediatric p notbeen i Geriatric Use: Of the approximately 4500 patients treated with GEODON in clinical studies,

that prolong the QT/QT, interval have been amciaﬂed with the occurrence of torsade de pointes and with sudden unexplained death.
The relationship of QT prolongation to de pointes i forlargeri {20 msec and greater) but it is possible that
smaller QT/QT; prolongations may also increase risk, or increase it in suscemlhle individuals, such as those with hypokalemia,
hypomagnesamia, orgenetic predisposition. Alth fGEODON
atrecommended doses in premarketing studies, experience is too limited to rule outan increased risk. A study evaluating the GT/QT,
prolonging effect of intramuscular GEODON, with intramuscular haloperidol as a control, was conducted in patient voluntears. Inthe
trial, ECGs were obtained at the time of maximum plasma concentration following two injections of GEODON (20 mg then 30 mg) or
halopetldnl (7.5mgthen10 mg) given four hours aparl Note that a 30 mg dose of intramuscular GEODON is 50% higher than the
recommendedtherapeuticdose. Th inQT, fr alculated for sin

that ramoves the effect of heart rate on the QT interval, The mean increase in QT; from baseline for GEODON was 4.6 msec foilowing
thefirstinjection and 12.8 msecfollowing the second injection. The mean increase in QT; from baseline for haloperidol was 6.0 msec
following the first injection and 14.7 msec following the second injection. In this study, no patient had a QT; interval exceeding 500
msec, As with other antipsychotic drugs and placebo, Sudden unexplained deaths have been reported in patients taking GEODON at
recommended doses. did lan y for GEODON compared to other
antipsychotic drugs or placebo, but the extent of exposure was limited, especially for the drugs used as active controls and placebo.
Nevertheless, GEODON's farger prolongation of T, length compared to severat other antipsychotic drugs raises the possihitity that
the risk of sudden death may be greater for GEODON than for mher avallahle drugs lnrtrealing snmznphtema This possibility needs
tobe considered in deciding among altemative drug products kofthe occurrence oftorsade
de pointes and/or sudden death in association with the use of drugs that prolong the T, interval, including (1) bradycardia; (2)
hypokalemia or hypomagnesemia; (3) concomltant use of other drugs that prolong the QT, interval; and (4) presence of congenital
prolongation of the QT interval. GEODON should also be avoided in patients with congenital long QT syndrome and in patients with a
history of cardiac arrhythmias (ses CONTRAINDICATIONS, and see Drug inferactionsunder PRECAUTIONS). i is recommended that
patients being considered for GEODON treatment whao are at risk for hypokalemia in particular,
have baseline serum potassium and magnesium measurements. Hypokalemia (and/or hypomagnesermia) may increase the risk of

2.4% (109) were 65 years of age or over. In general, there was no indication of any different tolerability for GEODON or of reduced clearance
of GEODON in the elderly compared to younger adults. Neveriheless, the presence of multiple factors that might increase the
pharmacodynamic response to GEGDON, or cause poorer tolerance ororthostasis, should fead to consideration o alower starting dose.
slowertitration, and iod for ¢lderty patients. ADVERSE REACTIONS — Adverse Findings
Obssrved in Short -term, Placebo-Controlled Trials: The following findings are based on the short-term placebo-controlled premarketing
trials for schizophrenia (a pool of two 6-week, and two 4-week fixed-dose trials) and bipolar mania (a pool of two 3-week flexible-dose trials)
in which GEODON was administered in doses ranging from 10 to 200 mg/day. Adverse Events Assaciaied with Discontinuation:
Schizophrenia: Approximately 4.1% (28/702) of GEODON-treated patientsin shori-term, placebo-controlled studies discontinued treatment
due to an adverse event, compared with about 2.2% (6/273) on placebo. The most common event associated with dropout was rash,
including 7 dropouts for rash among GEODON patients (1%) compared to no placebo patients {see PRECAUTIONS). Bipolar Mania:
Approximately 6.5% (18/279) of GEODON-treated patients in short-term, placebo-controlled studies discontinued treatment due to an
adverse event, compared with about 3.7% (5/136) on placebo. The most common events associated with dropout inthe GEODON-treated
Kathisia, anxiety, ion, dizziness, dystonia, rash and vomiting, with 2 eachofthy

pahents {1%) compared to one placebo patient each for dystania and rash (1%) and no placebo patients for the remalnmg adverse events.
Adverse Evenis at an Incidence 5% and at Least Twice the Rate of Placebo: The most observed ad

with GEODON in schizophrenia trials were somnolence 14%) and respiratory tract infection (8%). The most commonly observed adverse
events associated with the use of GEODON in bipotar mania trials were somnolence (31%), extrapyramidal symptoms (31%), dizziness
(16%), akathisia (10%}), abnormal vision (6%), asthenia {6%), and vemiting (5%}. The following list enumerates the treatment-emergent
adverse events that occurred during acute therapy, including only those events that occurred in 2% of GEODON patients and at a greater
incidence than in placebo. Schizophrenia: Body as a Whole—asthenia, accidental injury, chest pain. Cardigvascular —tachycardia.
Digestive—nausea, constipation, dyspepsia, diarrhea, dry mouth, anorexia. Nervous- akathisia,
diziness. Hesglratom— respivatory tract infection, rhinitis, cough increased. S_kmmmjanes—rash fungal dermatitis. Special
Senses—abnormal vision. Bipofar Mania: Body as a Whole-—headache, asthenia, accidental injury. Cardiovascular—hypertension.
Digestive—nausea, diarthea, dry mouth, vomiting, increased salivation, tongue edema, dysphagia. Musculoskeletal— myalgia. Nervous—

QT prolongation and armymmla Hypolmlemia may resultfrom diuretic therapy, diarrhea, and other causes. F
Itisessential to periodically
monitor serum forwhom GEODON treatment. Perslstemly prolonged T,
intervals may also increase the nsk offurther pmlnnaaﬂnnand anhyihmla bt i that

effective Indetecting such patients. Rather, GEODON shouid b histories of sig ﬂiouasculav illness,
e, QT prolongation, recent acute myocardial infarction, uncompensated heart failure, or cardiac amhythmia. GEODON shouid be
discontlnued In patients who are found fo have persistent AT, measurements >500 msec. Netrroleptic Malignant Syndrome (NMS): A
potentially fatal symp imes referred to as Neuroleptic Malignant Syndrome (NMS) has been reported in association with
administration of antipsy drugs. The of NMS should include: {1) immediate discontinuation of antipsychotic drugs and
other drugs not essential to concurrent therapy; (2) intensive symptomatic treatment and medical monitoring; and {3) treatment of any
concomitant serious medical problems for which specific treatments are avaifable. If a patient requires antipsychotic drug treatment after
recavery from NIMS, the potential reintroduction of drug therapy should be carefully considered. The patient should be carefully momtored
since recurrences of NMS have been reported. Tardive Dyskinesia (TD): A of p irreversible, involuntary, dyski
movements may develop in patients undergoing treaiment with antipsychotic drugs. Althuughthe prevalence of 0 appears o be highest
among the elderly especially elderty women, it is i ible to rely upon preval timates to predict, at the inception of antipsychotic
treatment, likelyto: developTD Ifsi dsymp waDapvear |napat|en!on GEODON, drug discontinuation should
be considered. Hypemlycemtaamnlabotesmllllus Hypergh -related ious, have been reportedin
patients treated with atypical antipsychotics. There have beenfew reports of hyperglycemia ormabetes in patients treated with GEODON,
and itis not known if GEODON is associated with these events. Patients treated with an atypical antipsychotic should be monitored for
symptoms of hyperglycemia. PRECAUTIONS — General: Rash: n premarketing trials, about 5% of GEODON patients developed rash
and/or urticaria, with discontinuation of treatment in ahout one smh of these cases. The occurencec of rash was dose related, although the
finding mightalso be explained by longer exposurei

systemic illness, .., elevatelt WBCs. Most patients ‘mproved promptly upon treatment with antihistamines or steroids and/or upon

C dizziness, akathisia, anxiety, hypesthesia, speech disorder. Respiratory—pharyngtis, dyspnea.
Skinand Appendages—fungal dermatitis. M—abnormm vision. Dose Depsndency: An analysis for dose response in the
schizophrenia trials revealed an apparent relation of adverse event to dose for the following: asthenia, postural hypotension, anorexia, dry
mouth, increased salivation, arthralgia, anxiety, dizziness, dystonia, hypertonia, somnolence, tremor, rhinitis, rash, and abnormal vision.
Extrapyramidal Symptoms (EPS): Theincidence of reported EPS for GEODON patients in the short-term, placebo-controlled schizophrenia
trials was 14% vs 8% for placebo. Objectively collected data from those triais onthe Simpson-Angus Rating Scale and the Barnes Akathisia
Scale did not generally show a difference between GEODON and placebo, Vital Sign Changes: GEODON is associated with orthostatic
hypotension (se¢ PRECAUTIONS). Weight Gain: In short-term schlzophrenla trials, the proportions of patients meeting a weight gain
criterion of 27% of body weight were compared, li j greaterincidence of weight gain for GEODON patients
(10%) vs placebo patients (4%). A median weight gain of 0.5 kg was observed in GEODON patients vs 0.0 kg in placebo patients. Weight
gain was reported as an adverse event in 0.4% of both GEODON and placebo patients. During long-term therapy with GEODON, a
categorization of patients at baseling onthe basis of body mass index (BM!) showed the greatest mean weight gain and the highest incidence
of clinically significant weight gain (>7% of body weight) in patients with a low BMI (<23) compared to normal (23-27) or overweight (>27)
patients. There was a mean weight gain of 1.4 kg for patients with a “low” basefine BMI, 0.0 kg for patients with a “normal” BMJ, anda 1.3
kg mean weight loss for patients with a “high” BMI. ECG Changes: GEODON is associated with an increase in the QT, intervaf (see
WARNINGS). In schizophrenia frias, GEODON was associated with a mean increase in heart rate of 1.4 beats per minute compared toa0.2
beats per minute decrease among placebo patients. Other Adverse Events Observed During the Premarketing Evaluation of GEODON:
Frequent adverse events are those occurring in atleast 1/100 patients; infrequent adverse events are those occurring in 1/100 to 1/1000
patients; rare events are those occurring in fewer than 1/1000 patients. Sehcznphrenla Body as a Whole — Frequent: abdominal pain, flu
syndrome, fever, accidental fal, face edema, chills, photosensitivity reaction, lank pain, hypothermia, motor vehicle accident. Cardiovascular
System— Frequent: ion; Infrequent: dia, angina pectoris, atrial fibrllation; Rare: first-
degree AV block, bundle branch block, phlebitis, pulmonary embolus, cardiomegaly, cerebral infarct, cerebrovascular accident, deep
thrombophlehms myocarditis, thrombophlebitis. Digestive System— Frequent: anorexia, vomiting; /nfrequent: rectal hemorrhage,

discontinuation o1GEODON and all patients were reported to recover completely. Upon appearance of rash for which an afternative etiology {ongue edema; Rare: gum hemorrhage, jaundice, fecal impaction, gamma glutamyl transpeptidase increased, hematemesis,
cannot be identified, GEODON should be discontinued. Orthostatic Hypotension: GEOBON may induce orthostatic h yciated ic jaundice, hepatms hepatomegaly, leukoplakia of mouth, fatly liver deposit, melena. Endacring — Rare: hypothyrondlsm
with dizziness, tachycardia, and, in some patients, syncope, especially Guring the initial dose-titration period, probably reﬂecnng itser-  hyperthyroidism, thyroiditis. Hemic and Lymghanc System— infreq duenua, is, leukopenia, eosinop

adrenergic antagonist properties. Syncope was reported in 0.6% of GEODON patients. GEODON should be used with particular caution i i lymphadenopathy; Rare: hypoch I is, basophilia, lymphedema, polycythemia,
patients with known cardiovascular disease (history of myocardial infarction or ischemic heart dlsease hean failure or conduchon thrombocythemia. Metabolic and Nutritional Dlsgrdeﬁ—lnfrequent th|rst transaminase mcreased penpheral edema, hyperglycemia,
abnormalities}, cerebrovascular disease or conditions that would predi patients to h ia,and  creatine i d, alkaline phosph increased, h increased

treatment with antitypertensive medications). Seizures: Inclinical trials, seizures ocourred in 0.4% of GEODON patlems There were
confoundmg facturs that may | have contributed o seizures in many of these cases. As with other antipsychotic drugs, GEODON should be
with conditions that potentially lower the seizurethreshold, .., Alzheimer's dementia.
Conditionsthat lower the seizure thresho[d may be more prevalentin a population of 65 years or older. stphagl : Esophageal dysmotility
and aspiration have been associated with antipsychotic drug use. Aspiration pneumonia is a commaon cause of morbidity and mortality in
elderly patients, in particular those with advanced Alzheimer's dementia, and GEODON and other antipsychatic drugs should be used
cautiously in patients at risk for aspiration pneumonia. (See also Boxed WARNING, WARNINGS: Increased Mortality in Elderly Patients
wlth Dementla-Related Psychn:is) Hyperprolactinemia: As with other drugs that arlt@gonlze dopamlne D, receptors, GEODON etevales

levelsin humans. Ti P dofhuman breast.
invitro, afactor of ali ifthe, iption of these drug inapatient with p ',“ ted breastcancer.
Neither clini dies nor epidemiologic studie date have shi iation betuieen chronicadministration of s lass
of drugs and tumorigenesis in humans; the available evid too limited to by atthis time. Potential for Cognitive
angd Motor Impairment; I dad 1tin GEODON patients. Inthe 4-and 6-week placebo-controlled

trials, somnolence was reported in 14% of GEODON patients vs 7% of placebo patients. Somnolence led to discontinuation in 0.3% of
patients in short-term clinical trials. Since GEODON has the potentiat to impair judgment, thinking, or motor skills, patients should be
cautioned about performmg activities requmng mental alertness, such as operating a motor vehicle (|nc|ud|ng automobiles) or operating
yuntitheyare h ODON therapy does notaffect themadversely. Priapism: One case of priapism

was reported in the premarketmg database. Body Temper lation: Although not reported with GEODON in premarketing trials,
disruption of the body's ability to reduce core body temperature has been attributed to antipsychotic agents. Suicide: The possibifity of a
suicide attempt is inherent in psychotic illness and close supervision of high-risk patients should accompany drug therapy. GEODON
prescriptions should be written for the smallest quantity of capsules consistent with good patlent managementto reduce overdose risk.
sein Patients with {;gnggmaant IIlness Ehmcalexpenencewnh GEODONin pati lirmited
GEODON has not b lat itharecent history of heart
disease. Patients with these diagnoses were excluded from premarketing clinical studies. Because of the risk of QT; prolongation and
orthostatic hypotension with GEODON, caution should be observed in cardiac patients (see GT Prolongation and Risk of Sudden Deathin
WARNINGS and Orthostatic yumnsig in PRECAUTIONS). Information for Patients: To ensure safe and effective use of GEODON, the

albuminuria, hypokalemia; Rare: BUN increased, creatining increased, hyperhpemla hypocholesteremla hyperkalemla hypochioremia,
hypuglycemla hyponatremla hypoprotelnemla glucose tolerance decreased gout, hypercmoremla hyperuricemia, hypocalcemia,
hypogly reaction, h ia, ketosis, respiratory alkalosis. Mus —Frequent: myalgia;
Infrequent: tenosynovitis; Rare ‘myopathy. Nervous System — Frequent: agitation, extrapyramldalsyndrome tremor, dystonia, hypertonia,
dyskinesia, host|||ly twitching, paresthesia, confusion, vertigo, hypokinesia, hyperkinesia, abnormal gait, oculogync crisis, hypesthesm
alaxia, amnesia, cogwheelrigidity, delirium, hypotonia, akinesia, dysarthria,
diplopia, incoordination, neurcpathy; /nfrequent.paralysis; Rare: nystagmus, torticolls, ci
reflexes increased, trismus. Respiratory System— Frequent: dyspnea; /nfrequent epistaxis; Rare:
Skin and Apnendageg—/nfrequenr maculopapular rash, urticaria, alopecia, eczema, exfoliative dermatitis, contact dermatitis,
vesiculobullous rash. Special Senses—Frequent. fungal dermatitis; /nfrequent: conjunctivitis, dry eyes, tinnitus, blepharitis, cataract,
photophobia; Rare:eye hemorrhage, visual field defect, keratitis, keratoconjunctivitis. ~—Infrequent:impotence, abnormal
ejaculation, amenorrhea, ia, menorrhagia, female lactation, polyuria, urinary retention, metrorrhagia, male sexual dysfunction,
anorgasmia, glycosuria; Rare: gynecomastia, vagina Nemorrhage nocturia, oliguria, female sexual dysfunctlon utering hemorrhage.
Adverse Finding Observed in Trials of Intramuscular GEODON: In these studies, the most
with the use of intramuscular GEODON (25%) and observed at a rate on intramuscular GEODON { in the huuher dose groups) at least wice
that of the lowest intramuscular GEODON group were headache (13%), nausea (12%), and somnolence (20%). Adverse Events at an
Incidence >1% in Short-Term Fixed-Dose Intramuscular Trials: The following list enumerates the treatment-emergent adverse events
that occurred in=1% of GEODON patients (in the higher dose groups) and at least twice that of the lowest intramuscular GEODON group.
Wholg—headache, injection site pain, asthenia, abdominal pain, flusyndrome, back pain. Cardiovascular —posturalhypotension,
hypertension, bradycardm vasodilation. Digestive—nausea, rectal hemorrhage, diarrhea, vomiting, dyspepsia, anorexia, constipation,
toothdisorder, dry movth. Nervous—dizziness, anxiety, insomnia, somnolence, akathisia, agitation, extrapyramidal syndrome, hypenoma
cogwhee! rigidity, p ity disorder, psychosis, speech disorder. Respiratory—rhinitis.
furunculosis, sweating. Uro! en|tal—dysmenorrhea pnaplsm DRUG ABUSE AND DEPENDENCE— Controlled Subsiance L‘Im
GEODON s notacontrolled substance. OVERDOSAGE— In premarketing trials in over 5400 patients, accidental or intentional overdosage
ofGEODON was documented in 1 0patients. All patlems survivedwithout sequelae. [nthe patient taking the argest confirmed amount (3240
mg), the only p inimal sedation, slurring of speech, and transitory hypertension {BP 200/95).

i2, 0pisthiotonos,
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Control acute agitation with

GEODON

for Injection (ziprasidone mesylate)

In schizophrenia. . .

Rapid control” with low EPS™

e Low incidence of movement disorders’

S

* Smooth transition, with continued improvement, from IM to oral therapy?**
e May be used concomitantly with benzodiazepines?**

*In 2 pivotal studies vs control, significance was achieved at the 2-hour primary end point (10 mg study)

and at the 4-hour primary end point (20 mg study).
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GEODON

Oral Capsules (ziprasidone HC)|
and Injection (ziprasidone mesylatel

GEODON for Injection is indicated for the treatment of acute agitation in
schizophrenic patients for whom treatment with GEODON is appropriate
and who need intramuscular antipsychotic medication for rapid control
of the agitation.

Elderly patients with dementia-related psychosis treated with atypical
antipsychotic drugs are at an increased risk of death compared to
placebo. GEODON is not approved for the treatment of patients with
dementia-related psychosis.

GEODON is contraindicated in patients with a known history of QT
prolongation, recent acute myocardial infarction, or uncompensated
heart failure, and should not be used with other QT-prolonging drugs.
GEODON has a greater capacity to prolong the QT; interval than several
antipsychotics. In some drugs, QT prolongation has been associated
with torsade de pointes, a potentially fatal arrhythmia. In many cases
this would lead to the conclusion that other drugs should be tried first.
As with all antipsychotic medications, a rare and potentially fatal
condition known as neuroleptic malignant syndrome (NMS) has been
reported with GEODON. NMS can cause hyperpyrexia, muscle rigidity,
diaphoresis, tachycardia, irregular pulse or blood pressure, cardiac
dysrhythmia, and altered mental status. If signs and symptoms appear,
immediate discontinuation, treatment, and monitoring are recommended.

Prescribing should be consistent with the need to minimize tardive
dyskinesia (TD), a potentially irreversible dose- and duration-dependent
syndrome. If signs and symptoms appear, discontinuation should be
considered since TD may remit partially or completely.
Hyperglycemia-related adverse events, sometimes serious, have been
reported in patients treated with atypical antipsychotics. There have been
few reports of hyperglycemia or diabetes in patients treated with GEODON,
and it is not known if GEODON is associated with these events. Patients
treated with an atypical antipsychotic should be monitored for symptoms
of hyperglycemia.

Precautions include the risk of rash, orthostatic hypotension, and seizures.

In fixed-dose, pivotal studies, the most commonly observed adverse
events associated with the use of GEODON for Injection (incidence =5%)
and observed at a rate in the higher GEODON dose groups (10 mg, 20 mg)
of at least twice that of the lowest GEODON dose group (2 mg control)
were somnolence (20%), headache (13%), and nausea (12%).

Please see brief summary of prescribing information on adjacent page.


https://doi.org/10.1017/S1092852900015376

