
Respiratory asthma, bronchospasm, dyspnea

Skin and Appendages alopecia, angioedema, bullous eruption,
erythema multiforme, photosensitivity reaction,
pruritus, exfoliative dermatitis, Stevens-Johnson
syndrome, sweating increased, toxic epidermal
necrolysis, urticaria

Special Senses abnormal vision, conjunctivitis, taste perversion,
tinnitus

Urinary System albuminuria, BUN increased, creatinine increased,
hematuria, interstitial nephritis, renal failure

OVERDOSAGE 
There is limited experience with meloxicam overdose. Four cases have taken 6 to 11 times the
highest recommended dose; all recovered. Cholestyramine is known to accelerate the clearance
of meloxicam.
Symptoms following acute NSAID overdose are usually limited to lethargy, drowsiness, nausea,
vomiting, and epigastric pain, which are generally reversible with supportive care. Gastrointestinal
bleeding can occur. Severe poisoning may result in hypertension, acute renal failure, hepatic
dysfunction, respiratory depression, coma, convulsions, cardiovascular collapse, and cardiac
arrest. Anaphylactoid reactions have been reported with therapeutic ingestion of NSAIDs, and
may occur following an overdose.
Patients should be managed with symptomatic and supportive care following an NSAID overdose.
In cases of acute overdose, gastric lavage followed by activated charcoal is recommended.
Gastric lavage performed more than one hour after overdose has little benefit in the treatment of
overdose. Administration of activated charcoal is recommended for patients who present 1-2
hours after overdose. For substantial overdose or severely symptomatic patients, activated
charcoal may be administered repeatedly. Accelerated removal of meloxicam by 4 gm oral doses
of cholestyramine given three times a day was demonstrated in a clinical trial. Administration of
cholestyramine may be useful following an overdose. Forced diuresis, alkalinization of urine,
hemodialysis, or hemoperfusion may not be useful due to high protein binding.

DOSAGE AND ADMINISTRATION 
Osteoarthritis and Rheumatoid Arthritis
Carefully consider the potential benefits and risks of MOBIC and other treatment options before
deciding to use MOBIC. Use the lowest effective dose for the shortest duration consistent with
individual patient treatment goals (see WARNINGS).
After observing the response to initial therapy with MOBIC, the dose should be adjusted to suit
an individual patient’s needs.
For the relief of the signs and symptoms of osteoarthritis the recommended starting and
maintenance oral dose of MOBIC is 7.5 mg once daily. Some patients may receive additional benefit
by increasing the dose to 15 mg once daily. For the relief of the signs and symptoms of rheumatoid
arthritis, the recommended starting and maintenance oral dose of MOBIC is 7.5 mg once daily.
Some patients may receive additional benefit by increasing the dose to 15 mg once daily. 
MOBIC oral suspension 7.5 mg/5 mL or 15 mg/10 mL may be substituted for MOBIC tablets 
7.5 mg or 15 mg, respectively.
The maximum recommended daily oral dose of MOBIC is 15 mg regardless of formulation.
Pauciarticular and Polyarticular Course Juvenile Rheumatoid Arthritis (JRA)
MOBIC oral suspension is available in the strength of 7.5 mg/5 mL. To improve dosing accuracy
in smaller weight children, the use of the MOBIC oral suspension is recommended. For the
treatment of juvenile rheumatoid arthritis, the recommended oral dose of MOBIC is 0.125 mg/kg
once daily up to a maximum of 7.5 mg. There was no additional benefit demonstrated by
increasing the dose above 0.125 mg/kg once daily in these clinical trials. 
Juvenile Rheumatoid Arthritis dosing using the oral suspension should be
individualized based on the weight of the child:

Shake the oral suspension gently before using.
MOBIC may be taken without regard to timing of meals.

Rx only MB-BS (08/05) 10003990/US/1

Copyright © 2005, Boehringer Ingelheim Pharmaceuticals, Inc. All rights reserved.
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0.125 mg/kg

Dose
Weight (1.5 mg/mL) Delivered dose

12 kg (26 lb) 1.0 mL 1.5 mg

24 kg (54 lb) 2.0 mL 3.0 mg

36 kg (80 lb) 3.0 mL 4.5 mg

48 kg (106 lb) 4.0 mL 6.0 mg

≥60 kg (132 lb) 5.0 mL 7.5 mg
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Rituximab Benefit Seen in Childhood Lupus
B Y  J A N E  S A L O D O F  M A C N E I L

Southwest  Bureau

V E R S A I L L E S ,  F R A N C E —  A small ret-
rospective study found the monoclonal an-
tibody rituximab benefited 7 of 11 French
children with severe systemic lupus ery-
thematosus.

The wide variation in regimens used at
different French centers does not allow
any firm conclusions to be drawn, inves-
tigator Marjolaine Willems, M.D., said in

a presentation at the 12th European Pedi-
atric Rheumatology Congress.

Dr. Willems of Hôpital de Bicêtre,
Kremlin-Bicêtre, France, called for
prospective trials to assess long-term safe-
ty and efficacy of rituximab in comparison
with cyclophosphamide. “It needs to be in-
vestigated in future prospective studies,”
she said.

The patients, all girls, were nearly 14
years old on average when they started rit-
uximab treatment. Eight patients had class

IV or V nephritis, and two had autoim-
mune cytopenia. One girl had hypopro-
thrombinemia, class II nephritis, and pul-
monary hypertension.

Nine patients had a prior history of
nephritis, and all were on immunosup-
pressive regimens previously. Two were
also treated with cyclophosphamide. The
average follow-up was 13 months.

Dr. Willems and her coauthors report-
ed that 9 out of 12 courses of rituximab
resulted in complete or partial remissions.
Treatment failed in two patients, and was
not tolerated in another. 

Six of the eight patients with renal in-
volvement achieved complete or partial re-
missions. Antiphosphoid antibodies be-
came negative in three of four patients.
Normalization of CD3 and/or CD4 was
reported in four of eight patients.

Five children had mild side effects, such
as rash, mild neutropenia, and benign in-
fections. Five others had severe hemato-
logic toxicity, including septicemia, throm-

bopenia, neutropenia, and lymphopenia. 
B-cell depletion appeared to parallel

clinical remissions but was not consistent
in all patients, according to Dr. Willems.
She advocated monitoring B-cell depletion
in children treated with rituximab.

Issues that still need to be addressed in
pediatric randomized trials include the
optimal regimen of rituximab, cotreat-
ment with cyclophosphamide, mainte-
nance of immunosuppression, and long-
term effects.

“We’ve got so much heterogeneity in
the rituximab regimens and confounding
factors that cannot lead us to a good con-
clusion,” she said in an interview.

The most that can be said is that “some
patients who did not respond to cy-
clophosphamide alone had a good re-
sponse with rituximab,” and some pa-
tients who had been taking maintenance
therapies without rituximab had a relapse
and then did well after adding rituximab
to their maintenance therapy. ■

Diagnostic Criteria Drafted

For Juvenile Systemic Sclerosis

B Y  J A N E  S A L O D O F  M A C N E I L

Southwest  Bureau

V E R S A I L L E S ,  F R A N C E —  The pres-
ence of sclerosis/induration is the cor-
nerstone criterion for confirming the di-
agnosis of juvenile systemic sclerosis,
according to conclusions drawn from an
international consensus conference.

In addition, Francesco Zulian, M.D., ex-
plained at the 12th Euro-
pean Pediatric Rheumatol-
ogy Congress, that the
diagnosis also requires that
patients have at least two of
the following minor criteria:

Skin: Sclerodactyly.
Vascular: Raynaud’s

phenomenon, digital ul-
cers, nailfold capillary
changes.

Gastrointestinal: Gas-
trointestinal reflux, dys-
phasia.

Respiratory: Lung fi-
brosis, pulmonary hyper-
tension, diffuse lung capac-
ity for carbon monoxide.

Renal: Renal crisis, new-onset hyper-
tension.

Cardiac: Heart failure, arrhythmias.
Neurologic: Carpal tunnel syndrome,

peripheral neuropathy.
Musculoskeletal: Arthritis, myositis,

tendon friction rubs.
Serology: Antinuclear antibodies, sys-

temic sclerosis-selective autoantibodies.
Dr. Zulian of the University of Padua

(Italy) emphasized that these criteria are in
the draft stage. The next step will be to val-
idate the classification with trials in adult
and juvenile patients. Although the system
is based on childhood cases, he suggested
it might also improve the rate of diagnos-
ing the disease accurately in adults.

An added benefit of the project is that
“we [now] have an international database
we are going to open up and use for future
research,” he told this newspaper in an in-
terview. “This is a very rare disease, and we
need cooperation between different coun-
tries. It is a devastating disease, and the
mortality is high.”

Fifty-five centers in 24 countries con-
tributed data on 205 patients. The cases in-

cluded 153 patients with sys-
temic sclerosis, 26 patients
with overlap syndrome, and
another 26 patients with
mixed connective tissue dis-
ease.

The project, which began in
2002, initially identified 86 pre-
liminary classification criteria,
including the three major cri-
teria: sclerosis/induration,
Raynaud’s phenomenon, and
sclerodactyly. 

A group of 16 adult and pe-
diatric rheumatologist experts
then used the criteria to diag-
nose 160 patients from records

presented at a consensus conference. The
case files included children with systemic
sclerosis and the confounding diseases.

The experts were able to reach consensus
on 127 patients (79%): 70 with juvenile sys-
temic sclerosis and 57 without the condition.
They were unable to reach a consensus on
33 patients (21%), Dr. Zulian reported.

As a result of that concensus process, the
86 possible diagnostic factors were nar-
rowed down to a short list. The objectives
were “to propose classification criteria that
mimic as much as possible the evaluation
of physicians attending the consensus con-
ference,” and to evaluate how well the cri-
teria distinguish patients who have juvenile
systemic sclerosis from those who do not,
he said. ■

‘This is a very
rare disease, and
we need
cooperation
between different
countries.
It is a devastating
disease, 
and the mortality
is high.’
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