
PRESCRIBING INFORMATION  

 

PERJETA® (pertuzumab) 420 mg concentrate for solution for infusion 

Indications: Early breast cancer (eBC): in combination with trastuzumab 

and chemotherapy for neoadjuvant treatment of adult patients with HER2-

positive, locally advanced, inflammatory, or eBC at high risk of recurrence; 

or for adjuvant treatment of adult patients with HER2-positive eBC at high 

risk of recurrence. Metastatic breast cancer (mBC): in combination with 

trastuzumab and docetaxel for adult patients with HER2-positive mBC or 

locally recurrent unresectable breast cancer who have not received previous 

anti-HER2 therapy or chemotherapy for their metastatic disease. 

Dosage and Administration: Refer to Perjeta Summary of Product 

Characteristics (SmPC) for full guidance. Patients treated with Perjeta must 

have HER2-positive breast cancer, (IHC 3+ and/or ISH ≥2.0 using a 

validated test). Perjeta should be administered by a healthcare professional 

prepared to manage anaphylaxis with full resuscitation facilities 

immediately available. Loading dose: 840 mg as 60 minute intravenous 

(IV) infusion; maintenance dose: 420 mg IV 3-weekly, administered over 

30-60 minutes. Refer to SmPC for posology recommendations for other 

agents in the chosen treatment regimen. If treatment with trastuzumab is 

discontinued, treatment with Perjeta should be discontinued. In patients 

receiving an anthracycline-based regimen, Perjeta and trastuzumab should 

be administered following completion of the entire anthracycline regimen. 

In patients receiving taxanes, Perjeta and trastuzumab should be 

administered prior the taxane. An observation period of 30-60 minutes is 

recommended after completion of each infusion and prior to any 

subsequent infusions. Perjeta and trastuzumab should be administered 

sequentially and not mixed in the same infusion bag. Perjeta and 

trastuzumab can be given in any order. Treat mBC patients with Perjeta and 

trastuzumab until disease progression or unmanageable toxicity. For eBC, 

in the neoadjuvant setting treat for 3 to 6 cycles of Perjeta with trastuzumab 

and chemotherapy; in the adjuvant setting treat for a total of one year (up to 

18 cycles until disease recurrence or unmanageable toxicity) with Perjeta in 

combination with trastuzumab. Treatment should include anthracycline- 

and/or taxane-based chemotherapy. Perjeta and trastuzumab should start on 

Day 1 of the first taxane-containing cycle and should continue even if 

chemotherapy is discontinued.  

Contraindications: Hypersensitivity to the active substance or to any of 

the excipients.  

Precautions: Refer to SmPC for further information. To improve 

traceability, clearly record name and batch number of administered product. 

Left ventricular ejection fraction (LVEF): decreases reported with anti-

HER2 therapies, including Perjeta. Left ventricular systolic dysfunction 

(LVSD) seen in neoadjuvant setting. Patients with mBC should have a pre-

treatment LVEF of ≥ 50%. Patients with eBC should have a pre-treatment 

LVEF of ≥ 55% (≥ 50% after completion of the anthracycline component 

of chemotherapy, if given). Previous anthracyclines or radiotherapy to the 

chest area may increase risk. Assess LVEF prior to initiation and at regular 

intervals. Once during neoadjuvant treatment and every 12 weeks in the 

adjuvant or mBC setting and suspend or discontinue as per SmPC guidance 

in the event of a decline. Infusion reactions: closely observe patient for 60 

minutes after the first infusion, and during and 30-60 minutes following 

subsequent infusions. For significant infusion reactions, slow or interrupt 

infusion and administer appropriate medical therapies. Evaluate and 

monitor patient until resolution of signs and symptoms; consider permanent 

discontinuation for severe infusion reactions. Hypersensitivity 

reactions/anaphylaxis: discontinue permanently in Grade 4 hypersensitivity 

(anaphylaxis), bronchospasm or acute respiratory distress syndrome. 

Ensure medicinal products and emergency equipment are immediately 

available. Febrile neutropenia: increased risk with Perjeta, trastuzumab and 

docetaxel combination vs trastuzumab and docetaxel alone, especially 

during the first 3 cycles. Diarrhoea: Early intervention with loperamide, 

fluids and electrolyte replacement should be considered, particularly in 

elderly patients, and if severe or prolonged. Interrupt treatment if not 

improved. Reinstate Perjeta when controlled. 

Pregnancy and Lactation: Women of childbearing potential should use 

effective contraception during Perjeta therapy and for 6 months following 

the last dose. See box titled “Enhanced Safety Reporting for Potential 

Perjeta-Exposed Pregnancies” for further information. 

Adverse Reactions: Refer to SmPC for further information. Assignment of 

a causal relationship between adverse event and a particular product is 

difficult due to the combinations of Perjeta, trastuzumab and chemotherapy 

used. Incidence and frequency of Adverse Drug Reactions (ADRs) varies 

according to whether Perjeta was administered as monotherapy or with 

other agents, see SmPC for further detail. Serious ADRs: Anaphylaxis, 

febrile neutropenia, neutropenia, diarrhoea, uncommonly interstitial lung  

 

 

disease and rarely tumour lysis syndrome. Fatal outcomes seen with febrile 

neutropenia and/or infection, hypersensitivity and infusion reaction. ADRs 

reported less frequently after docetaxel discontinuation in mBC. Very 

common and common reactions: Upper respiratory tract infection, 

nasopharyngitis, paronychia, febrile neutropenia, neutropenia, leucopenia, 

anaemia, hypersensitivity, infusion reaction, decreased appetite, insomnia, 

peripheral neuropathy, peripheral sensory neuropathy, headache, dysgeusia, 

dizziness, paraesthesia, lacrimation increase, left ventricular dysfunction, 

hot flush, cough, epistaxis, dyspnoea, diarrhoea, vomiting, stomatitis, 

nausea, constipation, dyspepsia, abdominal pain, alopecia, rash, nail 

disorder, pruritus, dry skin, myalgia, arthralgia, pain in extremity, mucosal 

inflammation, pain, oedema, pyrexia, fatigue, asthenia, chills.  

Legal Category: POM 

Presentation and Basic NHS Cost: Pack of one 14 ml (30 mg/ml) glass 

vial - £2395 per vial excluding VAT 

Marketing Authorisation Number: EU/1/13/813/001; PLGB 00031/0896 

Supplied by: Roche Products Limited, 6 Falcon Way, Shire Park, Welwyn 

Garden City, AL7 1TW, United Kingdom 

PERJETA is a registered trade mark  

M-GB-00010201                     Date of Preparation: December 2022 

 

Reporting suspected adverse reactions after authorisation of the 

medicinal product is important. It allows continued monitoring 
of the benefit/risk balance of the medicinal product.  

Adverse events should be reported. Reporting forms and 

information can be found at www.mhra.gov.uk/yellowcard or 
search for MHRA Yellow Card in the Google Play or Apple 

App Store. Adverse events should also be reported to Roche 

Products Ltd. Please contact Roche Drug Safety Centre by 
emailing welwyn.uk_dsc@roche.com or calling +44 (0)1707 

367554. 

As Perjeta is a biological medicine, healthcare professionals 

should report adverse reactions by brand name and batch 

number. 

Enhanced Safety Reporting for Potential Perjeta-Exposed 

Pregnancies  

• Perjeta should be avoided during pregnancy. There is a 

limited amount of data from the use of Perjeta in pregnant 
women and the safe use of Perjeta during pregnancy and 

lactation has not been established.  

• Verify pregnancy status prior to the initiation of Perjeta. 

Women of child bearing potential should use effective 

contraception while receiving Perjeta and for 6 months 

following the last dose of Perjeta. 

• Monitor patients who become pregnant during Perjeta therapy 

or within 6 months following the last dose of Perjeta closely 
for oligohydramnios. 

• If Perjeta is used during pregnancy or if a patient becomes 

pregnant while being treated with Perjeta or within 6 months 
following the last dose of Perjeta, immediately report 

exposure to the Roche Drug Safety Centre by emailing 

welwyn.uk_dsc@roche.com or by calling +44(0)1707 
367554. 

• Additional information will be requested during a Perjeta-

exposed pregnancy and the first year of the infant’s life. This 

will enable Roche to better understand the safety of Perjeta 

and to provide appropriate information to Health Authorities, 

Healthcare Providers and patients. 

http://www.mhra.gov.uk/yellowcard

