
TABLETS

USE IN PREGNANCY
When used in pregnancy during the second and third
trimesters, drugs that act directly on the renin-
angiotensin system can cause injury and even death
to the developing fetus. When pregnancy is detected,
ATACAND should be discontinued as soon as possible.
See WARNINGS, Fetal/Neonatal Morbidity and
Mortality.

BRIEF SUMMARY
Before prescribing, please see full Prescribing Information
for ATACAND (candesartan cilexetil).

INDICATIONS AND USAGE

Hypertension
ATACAND is indicated for the treatment of hypertension. It
may be used alone or in combination with other antihyper-
tensive agents.

Heart Failure
ATACAND is indicated for the treatment of heart failure
(NYHA class II-IV) in patients with left ventricular systolic
dysfunction (ejection fraction �40%) to reduce cardio-
vascular death and to reduce heart failure hospitalizations.
(See Clinical Trials.) ATACAND also has an added effect on
these outcomes when used with an ACE inhibitor. 

CONTRAINDICATIONS 
ATACAND is contraindicated in patients who are hypersen-
sitive to any component of this product.

WARNINGS 

Fetal/Neonatal Morbidity and Mortality 
Drugs that act directly on the renin-angiotensin system can
cause fetal and neonatal morbidity and death when admin-
istered to pregnant women. Several dozen cases have been
reported in the world literature in patients who were taking
angiotensin-converting enzyme inhibitors. Post-marketing
experience has identified reports of fetal and neonatal toxi-
city in babies born to women treated with ATACAND during
pregnancy. When pregnancy is detected, ATACAND should
be discontinued as soon as possible. 
The use of drugs that act directly on the renin-angiotensin
system during the second and third trimesters of preg-
nancy has been associated with fetal and neonatal injury,
including hypotension, neonatal skull hypoplasia, anuria,
reversible or irreversible renal failure, and death.
Oligohydramnios has also been reported, presumably
resulting from decreased fetal renal function; oligohydram-
nios in this setting has been associated with fetal limb
contractures, craniofacial deformation, and hypoplastic
lung development. Prematurity, intrauterine growth retar-
dation, and patent ductus arteriosus have also been
reported, although it is not clear whether these occurrences
were due to exposure to the drug.
These adverse effects do not appear to have resulted from
intrauterine drug exposure that has been limited to the first
trimester. Mothers whose embryos and fetuses are
exposed to an angiotensin II receptor antagonist only
during the first trimester should be so informed.
Nonetheless, when patients become pregnant, physicians
should have the patient discontinue the use of ATACAND as
soon as possible. 
Rarely (probably less often than once in every thousand
pregnancies), no alternative to a drug acting on the renin-
angiotensin system will be found. In these rare cases, the
mothers should be apprised of the potential hazards to their
fetuses, and serial ultrasound examinations should be
performed to assess the intra-amniotic environment. 
If oligohydramnios is observed, ATACAND should be
discontinued unless it is considered life saving for the
mother. Contraction stress testing (CST), a nonstress test
(NST), or biophysical profiling (BPP) may be appropriate,
depending upon the week of pregnancy. Patients and physi-
cians should be aware, however, that oligohydramnios may
not appear until after the fetus has sustained irreversible
injury. 

Infants with histories of in utero exposure to an angiotensin
II receptor antagonist should be closely observed for
hypotension, oliguria, and hyperkalemia. If oliguria occurs,
attention should be directed toward support of blood pres-
sure and renal perfusion. Exchange transfusion or dialysis
may be required as means of reversing hypotension and/or
substituting for disordered renal function. 
Oral doses �10 mg of candesartan cilexetil/kg/day admin-
istered to pregnant rats during late gestation and continued
through lactation were associated with reduced survival
and an increased incidence of hydronephrosis in the
offspring. The 10-mg/kg/day dose in rats is approximately
2.8 times the maximum recommended daily human dose
(MRHD) of 32 mg on a mg/m2 basis (comparison assumes
human body weight of 50 kg). Candesartan cilexetil given to
pregnant rabbits at an oral dose of 3 mg/kg/day (approxi-
mately 1.7 times the MRHD on a mg/m2 basis) caused
maternal toxicity (decreased body weight and death) but, in
surviving dams, had no adverse effects on fetal survival,
fetal weight, or external, visceral, or skeletal development.
No maternal toxicity or adverse effects on fetal develop-
ment were observed when oral doses up to 1000 mg of
candesartan cilexetil/kg/day (approximately 138 times the
MRHD on a mg/m2 basis) were administered to pregnant
mice.

Hypotension in Volume- and Salt-Depleted
Patients 
In patients with an activated renin-angiotensin system,
such as volume- and/or salt-depleted patients (eg, those
being treated with diuretics), symptomatic hypotension
may occur. These conditions should be corrected prior to
administration of ATACAND, or the treatment should start
under close medical supervision (see DOSAGE AND
ADMINISTRATION). 
If hypotension occurs, the patients should be placed in the
supine position and, if necessary, given an intravenous
infusion of normal saline. A transient hypotensive response
is not a contraindication to further treatment which usually
can be continued without difficulty once the blood pressure
has stabilized. 

Hypotension in Heart Failure Patients 
Caution should be observed when initiating therapy in
patients with heart failure. Patients with heart failure given
ATACAND commonly have some reduction in blood pres-
sure. In patients with symptomatic hypotension this may
require temporarily reducing the dose of ATACAND, or
diuretic, or both, and volume repletion. In the CHARM
program, hypotension was reported in 18.8% of patients
on candesartan versus 9.8% of patients on placebo. The
incidence of hypotension leading to drug discontinuation in
candesartan-treated patients was 4.1% compared with
2.0% in placebo-treated patients. Monitoring of blood pres-
sure is recommended during dose escalation and periodi-
cally thereafter.

PRECAUTIONS 

General 
Impaired Hepatic Function— Based on pharmacokinetic
data which demonstrate significant increases in
candesartan AUC and Cmax in patients with moderate
hepatic impairment, a lower initiating dose should be
considered for patients with moderate hepatic impairment.
(See DOSAGE AND ADMINISTRATION, and CLINICAL
PHARMACOLOGY, Special Populations.) 
Impaired Renal Function— As a consequence of inhibiting
the renin-angiotensin-aldosterone system, changes in renal
function may be anticipated in susceptible individuals
treated with ATACAND. In patients whose renal function
may depend upon the activity of the renin-angiotensin-
aldosterone system (eg, patients with severe heart failure),
treatment with angiotensin-converting enzyme inhibitors
and angiotensin receptor antagonists has been associated
with oliguria and/or progressive azotemia and (rarely) with
acute renal failure and/or death. Similar results may be
anticipated in patients treated with ATACAND. (See CLIN-
ICAL PHARMACOLOGY, Special Populations.) 
In studies of ACE inhibitors in patients with unilateral or
bilateral renal artery stenosis, increases in serum creatinine
or blood urea nitrogen (BUN) have been reported. There
has been no long-term use of ATACAND in patients with
unilateral or bilateral renal artery stenosis, but similar
results may be expected. 

In heart failure patients treated with ATACAND, increases in
serum creatinine may occur. Dosage reduction or discon-
tinuation of the diuretic or ATACAND, and volume repletion
may be required. In the CHARM program, the incidence of
abnormal renal function (e.g., creatinine increase) was
12.5% in patients treated with candesartan versus 6.3% in
patients treated with placebo. The incidence of abnormal
renal function (eg, creatinine increase) leading to drug
discontinuation in candesartan-treated patients was 6.3%
compared with 2.9% in placebo-treated patients. Evaluation
of patients with heart failure should always include assess-
ment of renal function and volume status. Monitoring of
serum creatinine is recommended during dose escalation
and periodically thereafter. 

Hyperkalemia 
In heart failure patients treated with ATACAND, hyper-
kalemia may occur, especially when taken concomitantly
with ACE inhibitors and potassium-sparing diuretics such
as spironolactone. In the CHARM program, the incidence 
of hyperkalemia was 6.3% in patients treated with
candesartan versus 2.1% in patients treated with placebo.
The incidence of hyperkalemia leading to drug discontinua-
tion in candesartan-treated patients was 2.4% compared
with 0.6% in placebo-treated patients. During treatment
with ATACAND in patients with heart failure, monitoring of
serum potassium is recommended during dose escalation
and periodically thereafter. 

Information for Patients 
Pregnancy— Female patients of childbearing age should be
told about the consequences of second- and third-trimester
exposure to drugs that act on the renin-angiotensin system,
and they should also be told that these consequences do
not appear to have resulted from intrauterine drug exposure
that has been limited to the first trimester. These patients
should be asked to report pregnancies to their physicians
as soon as possible. 

Drug Interactions 
No significant drug interactions have been reported in
studies of candesartan cilexetil given with other drugs such
as glyburide, nifedipine, digoxin, warfarin, hydrochloroth-
iazide, and oral contraceptives in healthy volunteers, or
given with enalapril to patients with heart failure (NYHA
class II and III). Because candesartan is not significantly
metabolized by the cytochrome P450 system and at thera-
peutic concentrations has no effects on P450 enzymes,
interactions with drugs that inhibit or are metabolized by
those enzymes would not be expected. 
Lithium— Reversible increases in serum lithium concen-
trations and toxicity have been reported during concomi-
tant administration of lithium with ACE inhibitors, and with
some angiotensin II receptor antagonists. An increase in
serum lithium concentration has been reported during
concomitant administration of lithium with ATACAND, so
careful monitoring of serum lithium levels is recommended
during concomitant use. 

Carcinogenesis, Mutagenesis, Impairment of
Fertility 
There was no evidence of carcinogenicity when
candesartan cilexetil was orally administered to mice and
rats for up to 104 weeks at doses up to 100 and 
1000 mg/kg/day, respectively. Rats received the drug by
gavage, whereas mice received the drug by dietary admin-
istration. These (maximally-tolerated) doses of candesartan
cilexetil provided systemic exposures to candesartan
(AUCs) that were, in mice, approximately 7 times and, in
rats, more than 70 times the exposure in man at the
maximum recommended daily human dose (32 mg). 
Candesartan and its O-deethyl metabolite tested positive for
genotoxicity in the in vitro Chinese hamster lung (CHL)
chromosomal aberration assay. Neither compound tested
positive in the Ames microbial mutagenesis assay or the 
in vitro mouse lymphoma cell assay. Candesartan (but not
its O-deethyl metabolite) was also evaluated in vivo in the
mouse micronucleus test and in vitro in the Chinese
hamster ovary (CHO) gene mutation assay, in both cases
with negative results. Candesartan cilexetil was evaluated in
the Ames test, the in vitro mouse lymphoma cell and rat
hepatocyte unscheduled DNA synthesis assays and the 
in vivo mouse micronucleus test, in each case with negative
results. Candesartan cilexetil was not evaluated in the CHL
chromosomal aberration or CHO gene mutation assay. 
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Merci Enables Recanalization of Carotid Terminus
B Y  A M Y  R O T H M A N  S C H O N F E L D

Contributing Writer

O A H U,  H AWA I I —  Mechanical em-
bolectomy with the Merci retrieval system
successfully restored vascular patency in
70% of patients with acute ischemic stroke
caused by heretofore difficult-to-reach oc-
clusions in the carotid terminus, Ronald F.
Budzik Jr., M.D., said at a meeting spon-
sored by the American Society of Inter-
ventional and Therapeutic Neuroradiology.

Recanalized patients had significantly
better neurologic outcomes than nonre-
canalized patients, said Dr. Budzik, a neu-
roradiologist and codirector of interven-
tional neuroradiology at Riverside
Methodist Hospital, Columbus, Ohio.

Attempts to treat occlusions of the ter-
minal internal carotid artery bifurcation
with intravenous or intraarterial throm-
bolytics, such as alteplase or urokinase,
have been ineffective, as evidenced by low
mean recanalization rates, poor neurolog-

ic outcomes, and significant mortality af-
ter treatment failure. “These poor results
have prompted clinicians to try alternative
strategies,” said Dr. Budzik, who is a con-
sultant to Concentric Medical Inc., which
makes the Merci retrieval system.

Dr. Budzik retrospectively analyzed the
data from 20 patients with carotid terminus
lesions in the MERCI (Mechanical Embo-
lus Removal in Cerebral Ischemia) trial.
The trial investigated the safety and effica-
cy of the Merci retriever for opening oc-

cluded intracranial large vessels within 8
hours of the onset of stroke symptoms in
a prospective, nonrandomized, multicenter
trial. Safety and efficacy results of the trial
have recently been published. (See box.)

Twelve patients with carotid terminus
lesions (60%) were successfully recanal-
ized following clot retrieval alone, and 14
patients (70%) achieved vascular patency
when adjunctive therapies were added.
Successful recanalization was defined as
final Thrombolysis in Myocardial Infarc-
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Fertility and reproductive performance were not affected in
studies with male and female rats given oral doses of up to
300 mg/kg/day (83 times the maximum daily human dose
of 32 mg on a body surface area basis).

Pregnancy 
Pregnancy Categories C (first trimester) and D (second and
third trimesters)—See WARNINGS, Fetal/Neonatal
Morbidity and Mortality. 

Nursing Mothers 
It is not known whether candesartan is excreted in human
milk, but candesartan has been shown to be present in rat
milk. Because of the potential for adverse effects on the
nursing infant, a decision should be made whether to
discontinue nursing or discontinue the drug, taking into
account the importance of the drug to the mother. 

Pediatric Use 
Safety and effectiveness in pediatric patients have not been
established. 

Geriatric Use 

Hypertension 
Of the total number of subjects in clinical studies of
ATACAND, 21% (683/3260) were 65 and over, while 3%
(87/3260) were 75 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. In a placebo-
controlled trial of about 200 elderly hypertensive patients
(ages 65 to 87 years), administration of candesartan cilex-
etil was well tolerated and lowered blood pressure by about
12/6 mm Hg more than placebo. 

Heart Failure 
Of the 7599 patients with heart failure in the CHARM
program, 4343 (57%) were age 65 years or older and 1736
(23%) were 75 years or older. In patients �75 years of age,
the incidence of drug discontinuations due to adverse
events was higher for those treated with ATACAND or
placebo compared with patients �75 years of age. In these
patients, the most common adverse events leading to drug
discontinuation at an incidence of at least 3%, and more
frequent with ATACAND than placebo, were abnormal renal
function (7.9% vs. 4.0%), hypotension (5.2% vs. 3.2%)
and hyperkalemia (4.2% vs. 0.9%). In addition to moni-
toring of serum creatinine, potassium, and blood pressure
during dose escalation and periodically thereafter, greater
sensitivity of some older individuals with heart failure must
be considered. 

ADVERSE REACTIONS 

Hypertension 
ATACAND has been evaluated for safety in more than 3600
patients/subjects, including more than 3200 patients
treated for hypertension. About 600 of these patients were
studied for at least 6 months and about 200 for at least 1
year. In general, treatment with ATACAND was well toler-
ated. The overall incidence of adverse events reported with
ATACAND was similar to placebo. 
The rate of withdrawals due to adverse events in all trials in
patients (7510 total) was 3.3% (ie, 108 of 3260) of patients
treated with candesartan cilexetil as monotherapy and 3.5%
(ie, 39 of 1106) of patients treated with placebo. In placebo-
controlled trials, discontinuation of therapy due to clinical
adverse events occurred in 2.4% (ie, 57 of 2350) of
patients treated with ATACAND and 3.4% (ie, 35 of 1027) of
patients treated with placebo. 
The most common reasons for discontinuation of therapy
with ATACAND were headache (0.6%) and dizziness
(0.3%). 
The adverse events that occurred in placebo-controlled
clinical trials in at least 1% of patients treated with
ATACAND and at a higher incidence in candesartan cilexetil
(n=2350) than placebo (n=1027) patients included back
pain (3% vs. 2%), dizziness (4% vs. 3%), upper respiratory
tract infection (6% vs. 4%), pharyngitis (2% vs. 1%), and
rhinitis (2% vs. 1%). 
The following adverse events occurred in placebo-
controlled clinical trials at a more than 1% rate but at about
the same or greater incidence in patients receiving placebo
compared to candesartan cilexetil: fatigue, peripheral

edema, chest pain, headache, bronchitis, coughing,
sinusitis, nausea, abdominal pain, diarrhea, vomiting,
arthralgia, albuminuria. 
Other potentially important adverse events that have been
reported, whether or not attributed to treatment, with an
incidence of 0.5% or greater from the 3260 patients world-
wide treated in clinical trials with ATACAND are listed below.
It cannot be determined whether these events were causally
related to ATACAND. Body as a Whole: asthenia, fever;
Central and Peripheral Nervous System: paresthesia,
vertigo; Gastrointestinal System Disorder: dyspepsia,
gastroenteritis; Heart Rate and Rhythm Disorders: tachy-
cardia, palpitation; Metabolic and Nutritional Disorders:
creatine phosphokinase increased, hyperglycemia, hyper-
triglyceridemia, hyperuricemia; Musculoskeletal System
Disorders: myalgia; Platelet/Bleeding-Clotting Disorders:
epistaxis; Psychiatric Disorders: anxiety, depression,
somnolence; Respiratory System Disorders: dyspnea;
Skin and Appendages Disorders: rash, sweating
increased; Urinary System Disorders: hematuria. 
Other reported events seen less frequently included angina
pectoris, myocardial infarction, and angioedema. 
Adverse events occurred at about the same rates in men
and women, older and younger patients, and black and
non-black patients. 

Heart Failure 
The adverse event profile of ATACAND in heart failure
patients was consistent with the pharmacology of the drug
and the health status of the patients. In the CHARM
program, comparing ATACAND in total daily doses up to 
32 mg once daily (n=3803) with placebo (n=3796), 21.0%
of patients discontinued ATACAND for adverse events vs.
16.1% of placebo patients. 

Post-Marketing Experience: 
The following have been very rarely reported in post-
marketing experience:
Digestive: Abnormal hepatic function and hepatitis.
Hematologic: Neutropenia, leukopenia, and agranulocy-
tosis.
Metabolic and Nutritional Disorders: hyperkalemia,
hyponatremia.
Renal: renal impairment, renal failure.
Skin and Appendages Disorders: Pruritis and urticaria. 
Rare reports of rhabdomyolysis have been reported in
patients receiving angiotensin II receptor blockers. 

Laboratory Test Findings 

Hypertension 
In controlled clinical trials, clinically important changes in
standard laboratory parameters were rarely associated with
the administration of ATACAND.
Creatinine, Blood Urea Nitrogen— Minor increases in blood
urea nitrogen (BUN) and serum creatinine were observed
infrequently.
Hyperuricemia— Hyperuricemia was rarely found (19 or
0.6% of 3260 patients treated with candesartan cilexetil and
5 or 0.5% of 1106 patients treated with placebo). 
Hemoglobin and Hematocrit— Small decreases in hemo-
globin and hematocrit (mean decreases of approximately
0.2 grams/dL and 0.5 volume percent, respectively) were
observed in patients treated with ATACAND alone but were
rarely of clinical importance. Anemia, leukopenia, and
thrombocytopenia were associated with withdrawal of one
patient each from clinical trials.
Potassium— A small increase (mean increase of 
0.1 mEq/L) was observed in patients treated with ATACAND
alone but was rarely of clinical importance. One patient
from a congestive heart failure trial was withdrawn for
hyperkalemia (serum potassium = 7.5 mEq/L). This patient
was also receiving spironolactone. 
Liver Function Tests— Elevations of liver enzymes and/or
serum bilirubin were observed infrequently. Five patients
assigned to candesartan cilexetil in clinical trials were with-
drawn because of abnormal liver chemistries. All had
elevated transaminases. Two had mildly elevated total
bilirubin, but one of these patients was diagnosed with
Hepatitis A. 

Heart Failure 
In the CHARM program, small increases in serum creati-
nine (mean increase 0.2 mg/dL in candesartan-treated

patients and 0.1 mg/dL in placebo-treated patients) and
serum potassium (mean increase 0.15 mEq/L in
candesartan-treated patients and 0.02 mEq/L in placebo-
treated patients), and small decreases in hemoglobin
(mean decrease 0.5 gm/dL in candesartan-treated patients
and 0.3 gm/dL in placebo-treated patients) and hematocrit
(mean decrease 1.6% in candesartan-treated patients and
0.9% in placebo-treated patients) were observed.

OVERDOSAGE 
No lethality was observed in acute toxicity studies in mice,
rats, and dogs given single oral doses of up to 2000 mg/kg
of candesartan cilexetil. In mice given single oral doses of
the primary metabolite, candesartan, the minimum lethal
dose was greater than 1000 mg/kg but less than 
2000 mg/kg. 

The most likely manifestation of overdosage with ATACAND
would be hypotension, dizziness, and tachycardia; brady-
cardia could occur from parasympathetic (vagal) stimula-
tion. If symptomatic hypotension should occur, supportive
treatment should be instituted. 

Candesartan cannot be removed by hemodialysis. 

Treatment: To obtain up-to-date information about the
treatment of overdose, consult your Regional Poison
Control Center. Telephone numbers of certified poison
control centers are listed in the Physicians’ Desk Reference
(PDR). In managing overdose, consider the possibilities of
multiple-drug overdoses, drug-drug interactions, and
altered pharmacokinetics in your patient.

DOSAGE AND ADMINISTRATION

Hypertension
Dosage must be individualized. Blood pressure response is
dose related over the range of 2 to 32 mg. The usual recom-
mended starting dose of ATACAND is 16 mg once daily
when it is used as monotherapy in patients who are not
volume depleted. ATACAND can be administered once or
twice daily with total daily doses ranging from 8 mg to 
32 mg. Larger doses do not appear to have a greater effect,
and there is relatively little experience with such doses.
Most of the antihypertensive effect is present within 2
weeks, and maximal blood pressure reduction is generally
obtained within 4 to 6 weeks of treatment with ATACAND.
No initial dosage adjustment is necessary for elderly
patients, for patients with mildly impaired renal function, or
for patients with mildly impaired hepatic function (see
CLINICAL PHARMACOLOGY, Special Populations). In
patients with moderate hepatic impairment, consideration
should be given to initiation of ATACAND at a lower dose
(See CLINICAL PHARMACOLOGY, Special Populations).
For patients with possible depletion of intravascular volume
(eg, patients treated with diuretics, particularly those with
impaired renal function), ATACAND should be initiated
under close medical supervision and consideration should
be given to administration of a lower dose (see WARNINGS,
Hypotension in Volume- and Salt-Depleted Patients).
ATACAND may be administered with or without food.
If blood pressure is not controlled by ATACAND alone, a
diuretic may be added. ATACAND may be administered with
other antihypertensive agents. 

Heart Failure
The recommended initial dose for treating heart failure is 4
mg once daily. The target dose is 32 mg once daily, which
is achieved by doubling the dose at approximately 2-week
intervals, as tolerated by the patient. 

ATACAND is a trademark of the AstraZeneca group of
companies
© AstraZeneca 2005 

Manufactured under the license 
from Takeda Pharmaceutical Company, Ltd.

by:  AstraZeneca AB, S-151 85 Södertälje, Sweden
for: AstraZeneca LP, Wilmington, DE 19850
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tion (TIMI) grade 2 or 3 flow in all treat-
able vessels (internal carotid artery, ter-
minus of the internal carotid artery, and
middle cerebral arteries 1 and 2).

Revascularization was clearly associated
with good neurologic outcome, said Dr.
Budzik. When patients were stratified ac-
cording to whether recanalization was
successful, 64% of those who achieved
vascular patency had modified Rankin
scale scores of 0-3 at 90 days, compared
with 0% of those who did not (P = .03).
When good neurologic outcome was de-
fined as modified Rankin scale scores of 0-
2, a similar trend was seen between re-
canalized and nonrecanalized patients

(43% vs. 0%, respectively, P = .16). 
Alternatively, failure to recanalize had

serious conse-
quences. While the
overall mortality
rate for the group
at 90 days was 50%,
mortality rates
were higher among
patients who could
not be recanalized,
compared with
those who could
(83% vs. 36%, respectively, P = .15). For ex-
ample, a 65-year-old man presented with
severe clinical symptoms (National Insti-

tutes of Health Stroke Scale [NIHSS] score
of 20) 6½ hours after symptom onset. An-

giography showed
the lesion was lo-
calized to the inter-
nal carotid termi-
nus. After two
passes with the X5
model of the Merci
retriever, a 3-cm
clot was removed
and patency was re-
stored.

Dr. Budzik, who is a member of a ded-
icated stroke center, said that triage is crit-
ical for rapidly determining which patients

are eligible for embolectomy, antithrom-
bolytic therapy, stenting, or other proce-
dures. Candidates for clot retrieval should
have a CT scan that is negative for hem-
orrhage or infarction, an NIHSS score of at
least 8, and symptom duration of less than
8 hours. Those with symptoms for more
than 8 hours may be eligible if they have
severe stroke symptoms but no established
evidence of stroke. Embolectomy patients
often present after the 3-hour tissue plas-
minogen activator time window or are
otherwise ineligible for intravenous tissue
plasminogen activator. “Mechanical em-
bolectomy is the treatment of choice for
stroke caused by internal carotid terminus
lesions,” said Dr. Budzik. “These are very
bad strokes with high mortality rates of
40%-65% without treatment.” ■

The MERCI trial included 141 pa-
tients with intracranial occlu-

sions who underwent mechanical
embolectomy between 2001 and
2003 using the X5 and X6 first-gener-
ation Merci Retriever devices (Stroke
2005;36:1432-8). These devices re-
ceived Food and Drug Administra-
tion approval in August 2004 for re-
moving clots from the cerebral
artery in patients with stroke. Re-
sults of the more recent Multi-MER-
CI trial, which utilized the LX/L5
and LX/L6 second-generation Merci
devices, have not yet been published.
The LX/L5, a single-use device, has
been approved by the FDA as a for-
eign-body retriever, and the LX/L6
has been submitted for approval.

MERCI Trial

A clot in the internal carotid terminus
impairs blood flow before it is removed.

Blood flow is restored in the internal
carotid terminus after recanalization.
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‘Mechanical
embolectomy is
the treatment of
choice for stroke
caused by internal
carotid terminus
lesions.’

DR. BUDZIK
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