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RAPTIVA® [efalizumab]

Brief Summary of Prescribing Information
Please see full Prescribing Information.
INDICATIONS AND USAGE RAPTIVA® [efalizumab] is indicated for the
treatment of adult patients (18 years or older) with chronic moderate to severe
plaque psoriasis who are candidates for systemic therapy or phototherapy.

CONTRAINDICATIONS RAPTIVA should not be administered to patients with known hypersensitivity to RAPTIVA
or any of its components.
WARNINGS Serious Infections: RAPTIVA is an immunosuppressive agent and has the potential to increase the risk
of infection and reactivate latent, chronic infections. RAPTIVA should not be administered to patients with clinically
important infections. Caution should be exercised when considering the use of RAPTIVA in patients with a chronic
infection or history of recurrent infections. If a patient develops a serious infection, RAPTIVA should be discontinued.
New infections developing during RAPTIVA treatment should be monitored. During the first 12 weeks of controlled 
trials, serious infections occurred in 7 of 1620 (0.4%) RAPTIVA-treated patients compared with 1 of 715 (0.1%)
placebo-treated patients (see ADVERSE REACTIONS, Infections). Serious infections requiring hospitalization included
cellulitis, pneumonia, abscess, sepsis, bronchitis, gastroenteritis, aseptic meningitis, Legionnaire’s disease, and vertebral
osteomyelitis (note some patients had more than one infection).
Malignancies: RAPTIVA is an immunosuppressive agent. Many immunosuppressive agents have the potential to increase
the risk of malignancy. The role of RAPTIVA in the development of malignancies is not known. Caution should be
exercised when considering the use of RAPTIVA in patients at high risk for malignancy or with a history of malignancy.
If a patient develops a malignancy, RAPTIVA should be discontinued (see ADVERSE REACTIONS, Malignancy).
Thrombocytopenia: Platelet counts at or below 52,000 cells per µL were observed in 8 (0.3%) RAPTIVA-treated
patients during clinical trials compared with none among the placebo-treated patients (see ADVERSE REACTIONS,
Thrombocytopenia). Five of the 8 patients received a course of systemic steroids for thrombocytopenia.
Thrombocytopenia resolved in the 7 patients receiving adequate follow-up (1 patient was lost to follow-up).
Physicians should follow patients closely for signs and symptoms of thrombocytopenia. Assessment of platelet 
counts is recommended during treatment with RAPTIVA (see PRECAUTIONS, Laboratory Tests) and RAPTIVA 
should be discontinued if thrombocytopenia develops.
Psoriasis Worsening and Variants: Worsening of psoriasis can occur during or after discontinuation of RAPTIVA.
During clinical studies, 19 of 2589 (0.7%) of RAPTIVA-treated patients had serious worsening of psoriasis during
treatment (n = 5) or worsening past baseline after discontinuation of RAPTIVA (n = 14) (see ADVERSE REACTIONS,
Adverse Events of Psoriasis). In some patients these events took the form of psoriatic erythroderma or pustular 
psoriasis. Some patients required hospitalization and alternative antipsoriatic therapy to manage the psoriasis 
worsening. Patients, including those not responding to RAPTIVA treatment, should be closely observed following 
discontinuation of RAPTIVA, and appropriate psoriasis treatment instituted as necessary.
PRECAUTIONS Immunosuppression: The safety and efficacy of RAPTIVA in combination with other 
immunosuppressive agents or phototherapy have not been evaluated. Patients receiving other immunosuppressive
agents should not receive concurrent therapy with RAPTIVA because of the possibility of increased risk of infections
and malignancies.
Immunizations: The safety and efficacy of vaccines administered to patients being treated with RAPTIVA have not
been studied. In a small clinical study with IV administered RAPTIVA, a single dose of 0.3 mg/kg given before primary
immunization with a neoantigen decreased the secondary immune response, and a dose of 1 mg/kg almost completely
ablated it. A dose of 0.3 mg/kg IV has comparable pharmacodynamic effects to the recommended dose of 1 mg/kg
SC. In chimpanzees exposed to RAPTIVA at ≥10 times the clinical exposure level (based on mean peak plasma levels)
antibody responses were decreased following immunization with tetanus toxoid compared with untreated control 
animals. Acellular, live and live-attenuated vaccines should not be administered during RAPTIVA treatment.
First Dose Reactions: First dose reactions including headache, fever, nausea, and vomiting are associated with RAPTIVA
treatment and are dose-level related in incidence and severity (see ADVERSE REACTIONS). Therefore, a conditioning
dose of 0.7 mg/kg is recommended to reduce the incidence and severity of reactions associated with initial dosing 
(see DOSAGE AND ADMINISTRATION). One case of aseptic meningitis resulting in hospitalization has been observed
in association with initial dosing (see ADVERSE REACTIONS, Inflammatory/Immune-Mediated Reactions).
Information for Patients: Patients should be informed that their physician may monitor platelet counts during therapy.
Patients should be advised to seek immediate medical attention if they develop any of the signs and symptoms 
associated with severe thrombocytopenia, such as easy bleeding from the gums, bruising, or petechiae. Patients
should also be informed that RAPTIVA is an immunosuppressant, and could increase their chances of developing an
infection or a malignancy. Patients should be advised to promptly call the prescribing doctor’s office if they develop
any new signs of, or receive a new diagnosis of infection or malignancy while undergoing treatment with RAPTIVA.
Female patients should also be advised to notify their physicians if they become pregnant while taking RAPTIVA 
(or within 6 weeks of discontinuing RAPTIVA) and be advised of the existence of and encouraged to enroll in the
RAPTIVA Pregnancy Registry.
If a patient or caregiver is to administer RAPTIVA, he/she should be instructed regarding injection techniques and 
how to measure the correct dose to ensure proper administration of RAPTIVA. Patients should be also referred to 
the RAPTIVA Patient Package Insert. In addition, patients should have available materials for and be instructed in the
proper disposal of needles and syringes to comply with state and local laws. Patients should also be cautioned against
reuse of syringes and needles.
Laboratory Tests: Assessment of platelet counts is recommended upon initiating and periodically while receiving 
RAPTIVA treatment. It is recommended that assessments be more frequent when initiating therapy (e.g., monthly) 
and may decrease in frequency with continued treatment (e.g., every 3 months). Severe thrombocytopenia has been
observed (see WARNINGS, Thrombocytopenia).
Drug Interactions: No formal drug interaction studies have been performed with RAPTIVA. RAPTIVA should not be
used with other immunosuppressive drugs (see PRECAUTIONS, Immunosuppression).
Acellular, live and live-attenuated vaccines should not be administered during RAPTIVA treatment (see PRECAUTIONS,
Immunizations).
Drug/Laboratory Test Interactions: Increases in lymphocyte counts related to the pharmacologic mechanism of 
action are frequently observed during RAPTIVA treatment (see CLINICAL PHARMACOLOGY, Pharmacodynamics).
Carcinogenesis, Mutagenesis, Impairment of Fertility: Long-term animal studies have not been conducted to 
evaluate the carcinogenic potential of RAPTIVA.
Subcutaneous injections of male and female mice with an anti-mouse CD11a antibody at up to 30 times the 
equivalent of the 1 mg/kg clinical dose of RAPTIVA had no adverse effects on mating, fertility, or reproduction 
parameters. The clinical significance of this observation is uncertain.
Genotoxicity studies were not conducted.
Pregnancy (Category C): Animal reproduction studies have not been conducted with RAPTIVA. It is also not known
whether RAPTIVA can cause fetal harm when administered to a pregnant woman or can affect reproduction capacity.
RAPTIVA should be given to a pregnant woman only if clearly needed.
In a developmental toxicity study conducted in mice using an anti-mouse CD11a antibody at up to 30 times the
equivalent of the recommended clinical dose of RAPTIVA, no evidence of maternal toxicity, embryotoxicity, or teratogenicity
was observed when administered during organogenesis. No adverse effects on behavioral, reproductive, or growth
parameters were observed in offspring of female mice subcutaneously treated with an anti-mouse CD11a antibody
during gestation and lactation using doses 3- to 30-times the equivalent of the recommended clinical dose of RAPTIVA.
At 11 weeks of age, the offspring of these females exhibited a significant reduction in their ability to mount an antibody
response, which showed evidence of partial reversibility by 25 weeks of age. Animal studies, however, are not always
predictive of human response, and there are no adequate and well-controlled studies in pregnant women.
Since the effects of RAPTIVA on pregnant women and fetal development, including immune system development are
not known, healthcare providers are encouraged to enroll patients who become pregnant while taking RAPTIVA (or
within 6 weeks of discontinuing RAPTIVA) in the RAPTIVA Pregnancy Registry.
Nursing Mothers: It is not known whether RAPTIVA is excreted in human milk. An anti-mouse CD11a antibody was
detected in milk samples of lactating mice exposed to anti-mouse CD11a antibody and the offspring of the exposed
females exhibited significant reduction in antibody responses (see PRECAUTIONS, Pregnancy). Since maternal
immunoglobulins are known to be present in the milk of lactating mothers, and animal data suggest the potential 
for adverse effects in nursing infants from RAPTIVA, a decision should be made whether to discontinue nursing while
taking the drug or to discontinue the use of the drug, taking into account the importance of the drug to the mother.
Pediatric Use: The safety and efficacy of RAPTIVAin pediatric patients have not been studied.
Geriatric Use: Of the 1620 patients who received RAPTIVAin controlled trials, 128 were ≥65 years of age, and 
2 were ≥75 years of age. Although no differences in safety or efficacy were observed between older and younger
patients, the number of patients aged 65 and over is not sufficient to determine whether they respond differently 
from younger patients. Because the incidence of infections is higher in the elderly population, in general, caution 
should be used in treating the elderly.

ADVERSE REACTIONS The most serious adverse reactions observed during treatment with RAPTIVA®

[efalizumab] were serious infections, malignancies, thrombocytopenia and psoriasis worsening and variants 
(see WARNINGS).
The most common adverse reactions associated with RAPTIVA were a first dose reaction complex that included
headache, chills, fever, nausea, and myalgia within two days following the first two injections. These reactions are 
dose-level related in incidence and severity and were largely mild to moderate in severity when a conditioning dose 
of 0.7 mg/kg was used as the first dose. In placebo-controlled trials, 29% of patients treated with RAPTIVA 1 mg/kg
developed one or more of these symptoms following the first dose compared with 15% of patients receiving placebo.
After the third dose, 4% and 3% of patients receiving RAPTIVA 1 mg/kg and placebo, respectively, experienced these
symptoms. Less than 1% of patients discontinued RAPTIVA treatment because of these adverse events.
Other adverse events resulting in discontinuation of RAPTIVA treatment were psoriasis (0.6%), pain (0.4%), arthritis
(0.4%), and arthralgia (0.3%).
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical 
trials of one drug cannot be directly compared to rates in the clinical trials of another drug and may not reflect the
rates observed in practice.
The data described below reflect RAPTIVA exposure for 2762 adult psoriasis patients (age range 18 to 75 years),
including 2400 patients exposed for three months, 904 for six months, and 218 exposed for one year or more, in all
controlled and uncontrolled studies. The median age of patients receiving RAPTIVA was 44 years, with 189 patients
above the age of 65; 67% were men, and 89% were Caucasian. These data include patients treated at doses higher
than the recommended dose of 1 mg/kg weekly.
In placebo-controlled study periods, commonly observed adverse events reported at a ≥2% higher rate in RAPTIVA-
treated patients than in placebo-treated patients were headache, infection (includes diagnosed infections and 
other non-specific infections), chills, nausea, pain, myalgia, flu syndrome, fever, back pain, and acne. Adverse events 
occurring at a rate between 1 and 2% greater in the RAPTIVA group compared to placebo were arthralgia, asthenia,
peripheral edema, and psoriasis..
The following serious adverse reactions were observed in RAPTIVA-treated patients.
Infections: In the first 12 weeks of placebo-controlled studies, the proportion of patients with serious infection was
0.4% (7/1620) in the RAPTIVA-treated group (5 of these were hospitalized, 0.3%) and 0.1% (1/715) in the placebo
group (see WARNINGS, Serious Infections). In the complete safety data from both controlled and uncontrolled 
studies, the overall incidence of hospitalization for infections was 1.6 per 100 patient-years for RAPTIVA-treated
patients compared with 1.2 per 100 patient-years for placebo-treated patients. Including both controlled,
uncontrolled, and follow-up study treatment periods there were 27 serious infections in 2475 RAPTIVA-treated
patients. These infections included cellulitis, pneumonia, abscess, sepsis, sinusitis, bronchitis, gastroenteritis, aseptic
meningitis, Legionnaire’s disease, septic arthritis, and vertebral osteomyelitis. In controlled trials, the overall rate of
infections in RAPTIVA-treated patients was 3% higher than in placebo-treated patients.
Malignancies: Among the 2762 psoriasis patients who received RAPTIVA at any dose (median duration 8 months),
31 patients were diagnosed with 37 malignancies (see WARNINGS, Malignancies). The overall incidence of malignancies
of any kind was 1.8 per 100 patient-years for RAPTIVA-treated patients compared with 1.6 per 100 patient-years for
placebo-treated patients. Malignancies observed in the RAPTIVA-treated patients included non-melanoma skin cancer,
non-cutaneous solid tumors, Hodgkin’s lymphoma and non-Hodgkin’s lymphoma, and malignant melanoma. The 
incidence of non-cutaneous solid tumors (8 in 1790 patient-years) and malignant melanoma were within the range
expected for the general population.
The majority of the malignancies were non-melanoma skin cancers; 26 cases (13 basal, 13 squamous) in 20 patients
(0.7% of 2762 RAPTIVA-treated patients). The incidence was comparable for RAPTIVA-treated and placebo-treated
patients. However, the size of the placebo group and duration of follow-up were limited and a difference in rates of
non-melanoma skin cancers cannot be excluded.
Thrombocytopenia: In the combined safety database of 2762 RAPTIVA-treated patients, there were eight occurrences
(0.3%) of thrombocytopenia of <52,000 cells per µL reported (see WARNINGS, Thrombocytopenia). Three of the
eight patients were hospitalized for thrombocytopenia, including one patient with heavy uterine bleeding; all cases
were consistent with an immune mediated thrombocytopenia. Antiplatelet antibody was evaluated in one patient 
and was found to be positive. Each case resulted in discontinuation of RAPTIVA. Based on available platelet count
measurements, the onset of platelet decline was between 8 and 12 weeks after the first dose of RAPTIVA in 5 of 
the patients. Onset was more delayed in 3 patients, occurring as late as one year in 1 patient. In these cases, the
platelet count nadirs occurred between 12 and 72 weeks after the first dose of RAPTIVA.
Adverse Events of Psoriasis: In the combined safety database from all studies, serious psoriasis adverse events
occurred in 19 RAPTIVA-treated patients (0.7%) including hospitalization in 17 patients (see WARNINGS, Psoriasis
Worsening/Variants). Most of these events (14/19) occurred after discontinuation of study drug and occurred in both
patients responding and not responding to RAPTIVA treatment. Serious adverse events of psoriasis included pustular,
erythrodermic, and guttate subtypes. During the first 12 weeks of treatment within placebo-controlled studies, the rate
of psoriasis adverse events (serious and non-serious) was 3.2% (52/1620) in the RAPTIVA-treated patients and 1.4%
(10/715) in the placebo-treated patients.
Hypersensitivity Reactions: Symptoms associated with a hypersensitivity reaction (e.g., dyspnea, asthma, urticaria,
angioedema, maculopapular rash) were evaluated by treatment group. In the first 12 weeks of the controlled clinical
studies, the proportion of patients reporting at least one hypersensitivity reaction was 8% (95/1213) in the 1
mg/kg/wk group and 7% (49/715) of patients in the placebo group. Urticaria was observed in 1% of patients
(16/1213) receiving RAPTIVA and 0.4% of patients (3/715) receiving placebo during the initial 12-week treatment
period. Other observed adverse events in patients receiving RAPTIVA that may be indicative of hypersensitivity 
included: laryngospasm, angioedema, erythema multiforme, asthma, and allergic drug eruption. One patient was 
hospitalized with a serum sickness-like reaction.
Inflammatory/Immune-Mediated Reactions: In the entire RAPTIVA clinical development program of 2762 RAPTIVA-
treated patients, inflammatory, potentially immune-mediated adverse events resulting in hospitalization included
inflammatory arthritis (12 cases, 0.4% of patients) and interstitial pneumonitis (2 cases). One case each of the 
following serious adverse reactions was observed: transverse myelitis, bronchiolitis obliterans, aseptic meningitis,
idiopathic hepatitis, sialadenitis, and sensorineural hearing loss.
Laboratory Values: In RAPTIVA-treated patients, a mean elevation in alkaline phosphatase (5 Units/L) was observed;
4% of RAPTIVA-treated patients experienced a shift to above normal values compared with 0.6% of placebo-treated
patients. The clinical significance of this change is unknown. Higher numbers of RAPTIVA-treated patients experienced
elevations above normal in two or more liver function tests than placebo (3.1% vs. 1.5%).
Other laboratory adverse reactions that were observed included thrombocytopenia, (see WARNINGS, and ADVERSE
REACTIONS, Thrombocytopenia), lymphocytosis (40%) (including three cases of transient atypical lymphocytosis),
and leukocytosis (26%).
Immunogenicity: In patients evaluated for antibodies to RAPTIVA after RAPTIVA treatment ended, predominantly 
low-titer antibodies to RAPTIVA or other protein components of the RAPTIVA drug product were detected in 6.3%
(67/1063) of patients. The long-term immunogenicity of RAPTIVA is unknown.
The data reflect the percentage of patients whose test results were considered positive for antibodies to RAPTIVA in
the ELISA assay, and are highly dependent on the sensitivity and specificity of the assay. Additionally, the observed
incidence of antibody positivity in an assay may be influenced by several factors including sample handling, timing of
sample collection, concomitant medications, and underlying disease. For these reasons, comparison of the incidence 
of antibodies to RAPTIVA with the incidence of antibodies to other products may be misleading.
OVERDOSAGE Doses up to 4 mg/kg/wk SC for 10 weeks following a conditioning (0.7 mg/kg) first dose have
been administered without an observed increase in acute toxicity. The maximum administered single dose was 
10 mg/kg IV. This was administered to one patient, who subsequently was admitted to the hospital for severe 
vomiting. In case of overdose, it is recommended that the patient be monitored for 24–48 hours for any acute 
signs or symptoms of adverse reactions or effects and appropriate treatment instituted.
HOW SUPPLIED RAPTIVA is supplied as a lyophilized, sterile powder to deliver 125 mg of efalizumab 
per single-use vial.
Each RAPTIVA carton contains four trays. Each tray contains one single-use vial designed to deliver 125 mg of 
efalizumab, one single-use prefilled diluent syringe containing 1.3 mL sterile water for injection (non-USP), two 
25 gauge × 5/8 inch needles, two alcohol prep pads, a package insert with an accompanying patient information
insert. The NDC number for the four administration dose pack carton is 50242-058-04.
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Do you
h a v e
stacks

and stacks of
“ impor tant”
tasks piled on
your desk? If
so, you’re far
from alone. A

majority of the physicians’ desktops I’ve
seen are littered with letters, folders, jour-

nals, charts, mail, books, and other para-
phernalia, often several inches deep.

This is all important stuff, those doctors
insist. And all of it has to be on top of the
desk, in plain sight, so they won’t forget to
attend to it. I call such arrangements “hor-
izontal file cabinets,” and here’s my ques-
tion: If all that stuff is so important, why has
it been sitting there, untouched, for months?

Chances are, when you finally go
through it, you’ll find that most of it isn’t

that important at all. Or it may have been
important at one time, but the deadline for
completing it has long since passed. Or it
may still be important, but it should be
done as soon as possible. Like 3 weeks ago.

Horizontal filing cabinets are an esthet-
ic and organizational nightmare. (“Don’t
worry,” I can hear you saying, “I know
where everything is on my desk.” No, you
don’t.) And all those piles make completion
of current projects that much more diffi-

M A N A G I N G Y O U R D E R M A T O L O G Y P R A C T I C E

B Y  J O S E P H  S.
E A S T E R N, M . D.

The Horizontal Filing Cabinet
cult by taking up all the usable desk space!

Transforming your horizontal filing cab-
inet into an efficient and useful desktop
isn’t that difficult, or even that time con-
suming. But you have to make yourself an
appointment several hours long, and you
have to make sure you keep the appoint-
ment. Make sure you will not be dis-
turbed. Put the phones on service. You’ll
need a large wastebasket and a box of
manila folders, and you’ll need to free up
space in a real file cabinet nearby. (I prefer
lateral files because they are easier to build
into office cabinetry and all of the con-
tents are immediately visible when you
open the drawer, but a vertical file will do.)

Now go through each and every piece
of paper, book, magazine, pamphlet, and
reminder note on your desk. As you look
at each one, ask yourself which of the fol-
lowing three categories it belongs in:
� Is it trash?
� Is it delegatable?
� Is it a task you must do personally?

The first category will probably be the
largest, and you know what to do with it.
Notice that there is no category for “file
and forget.” A full 80% of the “important”
papers you file away for some vague fu-
ture use will never be looked at again.
Don’t save anything just for the sake of
saving it. Be merciless with each and every
document. If it does not require action on
someone’s part, and if it contains infor-
mation that is readily available elsewhere,
throw it away!

Everything that can be delegated should
be, immediately. Physicians often have a
problem delegating—they’re convinced
no one can do any job as well as they
can—but the fact is that any task that
does not require a medical license is prob-
ably delegatable. Get it to the proper desk
and leave it there, with any necessary in-
structions and a deadline. (Deadlines are
excellent tools for focusing attention and
encouraging prompt action.)

That leaves only the tasks you must do
yourself. Resist the temptation to do them
immediately. Instead, prepare a folder,
properly labeled and with a deadline, for
each one. File the folders, in order of dead-
lines, with the most urgent first, in your file
cabinet.

Now you have a clean work surface.
From now on, only one project—the most
urgent one in the file drawer—should be
on your desk at any given time. Everything
else will be waiting its turn, out of sight,
in your file cabinet. 

Every new item that arrives on your
desk should be placed in one of the same
three categories: to do, to delegate, or to
throw away.

Avoid the temptation to procrastinate by
putting it over in the corner, “to do later.”
Without an established priority or a dead-
line, it’s not going to get done. And that,
after all, is how you ended up with a hor-
izontal filing cabinet in the first place. ■

D R .  E A S T E R N practices dermatology and

dermatologic surgery in Belleville, N.J. To

respond to this column, write Dr. Eastern at

our editorial offices or e-mail him at

sknews@elsevier.com.


