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5.1 Serious Infections

Serious and sometimes fatal
infections due to bacterial,
mycobacterial, invasive fungal,
viral, or other opportunistic
pathogens have been reported
in rtheumatoid arthritis patients
receiving XELJANZ. The most
common serious infections
reported with XELJANZ
included pneumonia, cellulitis,
herpes zoster, urinary tract
infection, and diverticulitis
[see Adverse Reactions (6.1)].
Among opportunistic
infections, tuberculosis and
other mycobacterial infections,
cryptococcosis, esophageal
candidiasis, pneumocystosis,
multidermatomal herpes zoster,
cytomegalovirus, and BK virus
were reported with XELJANZ.
Some patients have presented
with disseminated rather than
localized disease, and were
often taking concomitant
immunomodulating agents
such as methotrexate or
corticosteroids.

Viral Reactivation

Viral reactivation, including
cases of herpes virus
reactivation (e.g., herpes
zoster), were observed in
clinical studies with
XELJANZ. The impact of
XELJANZ on chronic viral
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hepatitis reactivation is
unknown. Patients who
screened positive for hepatitis
B or C were excluded from
clinical trials. Screening for
viral hepatitis should be
performed in accordance with
clinical guidelines before
starting therapy with
XELJANZ. The risk of herpes
zoster is increased in patients
treated with XELJANZ and
appears to be higher in patients
treated with XELJANZ in
Japan.
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Special Warnings and
Special Precautions
for Use

Interaction with
Other Medicaments
and Other Forms of
Interaction

Drug interactions

Blood and lymphatic system
disorders: Anemia
Infections and infestations:
Diverticulitis

Metabolism and nutrition
disorders: Dehydration
Psychiatric disorders:
Insomnia

Nervous system disorders:
Paresthesia

Respiratory, thoracic and
mediastinal disorders:
Dyspnea, cough, sinus
congestion

Gastrointestinal disorders:
Abdominal pain, dyspepsia,
vomiting, gastritis, nausea
Hepatobiliary disorders:
Hepatic steatosis

Skin and subcutaneous tissue
disorders: Rash, erythema,
pruritus

Musculoskeletal, connective
tissue and bone disorders:
Musculoskeletal pain,
arthralgia, tendonitis, joint
swelling

Neoplasms benign, malignant
and unspecified (including
cysts and polyps):
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Adverse events




Non-melanoma skin cancers
General disorders and
administration site
conditions: Pyrexia, fatigue,
peripheral edema
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Use in Diabetics

USE IN SPECIFIC

As there is a higher incidence POPULATIONS

of infection in diabetic

population in general, caution

should be used when treating

patients with diabetes.
CLINICAL
PHARMACOLOGY
PATIENT COUNSELING
INFORMATION

Pharmacokinetics
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