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5.4 Severe and Disabling Arthralgia

There have been postmarketing reports of severe and disabling arthralgia in
patients taking DPP-4 inhibitors. The time to onset of symptoms following
initiation of drug therapy varied from one day to years. Patients
experienced relief of symptoms upon discontinuation of the medication. A
subset of patients experienced a recurrence of symptoms when restarting
the same drug or a different DPP-4 inhibitor. Consider DPP-4 inhibitors as a
possible cause for severe joint pain and discontinue drug if appropriate.

5.5 Bullous Pemphigoid

Postmarketing cases of bullous pemphigoid requiring hospitalization have
been reported with DPP-4 inhibitor use. In reported cases, patients typically
recovered with topical or systemic immunosuppressive treatment and
discontinuation of the DPP-4 inhibitor. Tell patients to report development
of blisters or erosions while receiving TRAJENTA. If bullous pemphigoid is
suspected, TRAJENTA should be discontinued and referral to a
dermatologist should be considered for diagnosis and appropriate
treatment.

Warnings and
Precautions

6.2 Postmarketing Experience

Additional adverse reactions have been identified during postapproval use
of TRAJENTA. Because these reactions are reported voluntarily from a
population of uncertain size, it is generally not possible to reliably estimate
their frequency or establish a causal relationship to drug exposure.

e Acute pancreatitis, including fatal pancreatitis [see Indications and
Usage (1.2) and Warnings and Precautions (5.1)]

e Hypersensitivity reactions including anaphylaxis, angioedema, and
exfoliative skin conditions [see Warnings and Precautions (5.3)]

e Severe and disabling arthralgia [see Warnings and Precautions (5.4)]

e Bullous pemphigoid [see Warnings and Precautions (5.5)]

e Rash

e Mouth ulceration, stomatitis

ADVERSE
REACTIONS
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