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Pertuzumab
Concentrate for solution for infusion
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Metastatic Breast Cancer:

Perjeta is indicated in combination with trastuzumab and docetaxel for the treatment
of patients with HER2 positive metastatic breast cancer who have not received prior
anti-HER2 therapy or chemotherapy for metastatic disease.

Early breast cancer:

Perjeta is indicated for use in combination with trastuzumab and docetaxel for the
neoadjuvant treatment of patients with HER2-positive, locally advanced,
inflammatory, or arly stage breast cancer (either greater than 2 cm in diameter or
node positive) as part of a complete treatment regimen for early breast cancer.
This indication is based on demonstration of an improvement in pathological
complete response rate. No data are available demonstrating improvement in
event-free survival or overall.

Perjeta is indicated for use in combination with trastuzumab and chemotherapy for
the adjuvant treatment of patients with HER2-positive early breast cancer at high
risk of recurrence (positive nodes).
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:Nan yTna pPTY 4.4 Special warnings and precautions for use gwoa

Infusion reactions

Perjeta has been associated with infusion reactions, including events with a fatal outcome
(see section 4.8). Close observation of the patient during and for 60 minutes after the first
infusion and during and for 30-60 minutes after subsequent infusions of Perjeta is
recommended. If a significant infusion reaction occurs, the infusion should be slowed down
or interrupted and appropriate medical therapies should be administered. Patients should
be evaluated and carefully monitored until complete resolution of signs and symptoms.
Permanent discontinuation should be considered in patients with severe infusion reactions.
This clinical assessment should be based on the severity of the preceding reaction and
response to administered treatment for the adverse reaction.

Hypersensitivity reactions/anaphylaxis

Patients should be observed closely for hypersensitivity reactions. Severe hypersensitivity,
including anaphylaxis and events with a fatal outcome, has been observed in-€linrical-trials
with Perjeta (see section 4.8). Medicinal products to treat such reactions, as well as
emergency equipment, should be available for immediate use. Perjeta must be permanently
discontinued in case of NCI-CTCAE Grade 4 hypersensitivity reactions (anaphylaxis),
bronchospasm or acute respiratory distress syndrome

:Nan vyt pTIv 4.8 Undesirable effects qwoa

Table 2 Summary of ADRs in patients treated with Perjeta in clinical trials, and in the
Post-marketing setting

[.]

* ADRs with a fatal outcome have been reported.

** For the overall treatment period across the 4 studies. The incidence of left ventricular
dysfunction and cardiac failure congestive reflect the MedDRA Preferred Terms reported in
the individual studies.

° Hypersensitivity/anaphylactic reaction is based on a group of terms.
¢ Infusion reaction includes a range of different terms within a time window, see “Description
of selected adverse reactions” below.
T ADRs reported in the post marketing setting-
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