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25 Dose Modifications 2.5 Dose Modifications 2 Dosage and

Withhold KEYTRUDA for any of the following:

e Grade 3 severe skin reactions or suspected Stevens-
Johnson syndrome (SJS) or toxic epidermal necrolysis
(TEN) [see Warnings and Precautions (5.6)]

Withhold KEYTRUDA for any of
the following:

administration

2.5 Dose Modifications

Permanently discontinue KEYTRUDA for any of the following:

e Grade 4 severe skin reactions or confirmed SJS or TEN
[see Warnings and Precautions (5.6)]

[ )

25 Dose Modifications

Permanently discontinue
KEYTRUDA for any of the
following:

2 Dosage and
administration

5.6 Severe skin reactions

Immune-mediated severe skin reactions have been reported
in patients treated with KEYTRUDA. Monitor patients for
suspected severe skin reactions and exclude other causes.
Based on the severity of the adverse reaction, withhold or
permanently discontinue KEYTRUDA and administer
corticosteroids [see Dosage and Administration (2.5)].

Cases of Stevens-Johnson syndrome (SJS) and toxic
epidermal necrolysis (TEN), some with fatal outcome, have
been reported in patients treated with KEYTRUDA. For signs
or symptoms of SJS or TEN, withhold KEYTRUDA and refer
the patient for specialized care for assessment and
treatment. If SJS or TEN is confirmed, permanently
discontinue KEYTRUDA [see Dosage and Administration

2.5)].

5
Warnings and
precautions

5.7 Other Immune-Mediated Adverse Reactions
In addition, myocarditis was reported in other clinical trials
and post-marketing use.

Solid organ transplant rejection has been reported in the
post-marketing setting in patients treated with KEYTRUDA.
Treatment with KEYTRUDA may increase the risk of rejection
in solid organ transplant recipients. Consider the benefit of
treatment with KEYTRUDA versus the risk of possible organ
rejection in these patients.

e Severe skin reactions [see Warnings and Precautions

(5.6)].

6
ADVERSE
REACTIONS
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