
PRESCRIBING INFORMATION  
Phesgo®  (pertuzumab and trastuzumab) 1,200 
mg/600 mg and 600 mg/600 mg solution for injection 
 
Quantitative list of the active ingredients  
Phesgo 600 mg/600 mg solution for injection: One vial of 
10 mL solution contains 600 mg of pertuzumab and 600 
mg of trastuzumab. Each mL of solution contains 60 mg of 
pertuzumab and 60 mg of trastuzumab. 
Phesgo 1200 mg/600 mg solution for injection: One vial of 
15 mL solution contains 1200 mg of pertuzumab and 600 
mg of trastuzumab. Each mL of solution contains 80 mg of 
pertuzumab and 40 mg of trastuzumab. 
Please refer to Summary of Product Characteristics 
(SmPC) prior to use of Phesgo. 
Indications: Early breast cancer (eBC): in combination 
with chemotherapy in the neoadjuvant treatment of adult 
patients with HER2-positive, locally advanced, 
inflammatory, or early stage breast cancer at high risk of 
recurrence. The adjuvant treatment of adult patients with 
HER2-positive early breast cancer at high risk of 
recurrence. Metastatic breast cancer (mBC): in 
combination with docetaxel in adult patients with HER2-
positive metastatic 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 Phesgo SmPC for 
full guidance. Patients treated with Phesgo must have 
HER2-positive tumour status, defined as a score of 3+ by 
immunohistochemistry (IHC) and/or a ratio of ≥ 2.0 by in 
situ hybridization (ISH), assessed by a validated test. 
Phesgo should be administered by a healthcare 
professional prepared to manage anaphylaxis with full 
resuscitation facilities immediately available. Loading 
dose: 1200 mg/600 mg subcutaneous injection 
administered over 8 minutes, with a 30-minute observation 
time. Maintenance dose: 600 mg/600 mg subcutaneous 
injection every 3 weeks administered over 5 minutes with a 
15-minute observation time. In patients receiving a taxane, 
Phesgo should be administered prior to the taxane. When 
administered with Phesgo, the recommended initial dose of 
docetaxel is 75 mg/m2 and subsequently escalated to 100 
mg/m2 depending on the chosen regimen and tolerability of 
the initial dose. Alternatively, docetaxel can be given at 
100 mg/m2 on a 3 weekly schedule from the start, again 
depending on the chosen regimen. If a carboplatin-based 
regimen is used, the recommended dose for docetaxel is 75 
mg/m2 throughout (no dose escalation). When administered 
with Phesgo in the adjuvant setting, the recommended dose 
of paclitaxel is 80 mg/m2 once weekly for 12 weekly 
cycles. In patients receiving an anthracycline-based 
regimen, Phesgo should be administered following 
completion of the entire anthracycline regimen. Patients 
receiving intravenous pertuzumab and trastuzumab can 
switch to Phesgo (or vice versa). Refer to Phesgo SmPC 
for full guidance. 
Contra-indications: Hypersensitivity to the active 
substances or to any of the excipients. 
Precautions: Refer to Phesgo SmPC for further 
information. To improve traceability, the name and the 
batch number of the administered product should be clearly 
recorded. Left ventricular dysfunction (including 
congestive heart failure): decreases in LVEF have been 
reported with medicinal products that block HER2 activity, 
including pertuzumab and trastuzumab. In adjuvant setting, 
majority of cases of symptomatic heart failure reported 
were in patients who received anthracycline-based 
chemotherapy. Patients who have received prior 
anthracyclines or prior radiotherapy to the chest area may 

be at higher risk of LVEF declines. Phesgo has not been 
studied in patients with: a pre-treatment LVEF value of         
< 55 % (eBC) or < 50 % (mBC); a prior history of 
congestive heart failure (CHF); conditions that could 
impair left ventricular function such as uncontrolled 
hypertension, recent myocardial infarction, serious cardiac 
arrhythmia requiring treatment or a cumulative prior 
anthracycline exposure to > 360 mg/m2 of doxorubicin or 
its equivalent. Pertuzumab in combination with 
trastuzumab and chemotherapy has not been studied in 
patients with decreases in LVEF < 50 % during prior 
trastuzumab adjuvant therapy. Assess LVEF prior to 
initiation of Phesgo and at regular intervals during 
treatment (e.g. once during neoadjuvant treatment and 
every 12 weeks in the adjuvant and metastatic setting) and 
suspend or discontinue as per SmPC guidance. Refer to 
SmPC for cardiac risks of Phesgo with anthracyclines. 
Injection-related reactions (IRRs): Close observation of 
the patient during and for 30 minutes after administration 
of the loading dose and during and for 15 minutes 
following the administration of the maintenance dose of 
Phesgo is recommended. For a significant IRR, slow or 
interrupt injection and administer appropriate medical 
therapies.  Evaluate and monitor patient until resolution of 
signs and symptoms; consider permanent discontinuation 
for severe IRRs. Hypersensitivity reactions/anaphylaxis: 
Phesgo must be permanently discontinued in case of Grade 
4 hypersensitivity reactions (anaphylaxis), bronchospasm 
or acute respiratory distress syndrome. Ensure medicinal 
products and emergency equipment is immediately 
available. Febrile neutropenia: Patients treated with 
Phesgo in combination with a taxane are at increased risk 
of febrile neutropenia. Patients treated with intravenous 
pertuzumab in combination with trastuzumab and 
docetaxel are at increased risk of febrile neutropenia 
compared with patients treated with placebo, trastuzumab 
and docetaxel, especially during the first 3 cycles of 
treatment. In the mBC trial CLEOPATRA, no events of 
febrile neutropenia were reported after docetaxel cessation. 
Diarrhoea: Treat diarrhoea according to standard practice 
and guidelines. Early intervention with loperamide, fluids 
and electrolyte replacement should be considered, 
particularly in elderly patients, and in case of severe or 
prolonged diarrhoea. Interruption of treatment with Phesgo 
should be considered if no improvement in the patient’s 
condition is achieved. When the diarrhoea is under control 
treatment with Phesgo may be reinstated. Pulmonary 
events: Severe pulmonary events have been reported with 
the use of trastuzumab in the post-marketing setting. These 
events have occasionally been fatal. Cases of interstitial 
lung disease have been reported. Risk factors associated 
with interstitial lung disease include prior or concomitant 
therapy with other anti-neoplastic therapies known to be 
associated with it such as taxanes, gemcitabine, vinorelbine 
and radiation therapy. Patients experiencing dyspnoea at 
rest due to complications of advanced malignancy and 
comorbidities may be at increased risk of pulmonary 
events. Therefore, these patients should not be treated with 
Phesgo. Caution should be exercised for pneumonitis, 
especially in patients being treated concomitantly with 
taxanes. 
 
Pregnancy and lactation: Women of childbearing 
potential should use effective contraception while 
receiving Phesgo and for 7 months following the last dose. 
Women should not breast-feed during Phesgo therapy and 
for at least 7 months following the last dose. Phesgo should 
be avoided during pregnancy unless the potential benefit 
for the mother outweighs the potential risk to the foetus. 



Enhanced Safety Reporting for Potential Phesgo-
Exposed Pregnancies 

 
• Verify pregnancy status prior to the initiation 

of Phesgo. Phesgo should be avoided during 
pregnancy unless the potential benefit for the 
mother outweighs the potential risk to the 
foetus. 

• Women of child bearing potential should use 
effective contraception while receiving Phesgo 
and for 7 months following the last dose of 
Phesgo. 

• If a pregnancy occurs while receiving Phesgo 
or within 7 months following the last dose of 
Phesgo, please immediately report the 
pregnancy to the Roche Drug Safety Centre by 
emailing welwyn.uk_dsc@roche.com or 
calling +44(0)1707 367554. If pregnancy 
occurs, close monitoring by a multidisciplinary 
team is desirable.  

• Additional information will be requested 
during a Phesgo-exposed pregnancy and the 
first year of the infant’s life. This will enable 
Roche to better understand the safety of 
Phesgo and to provide appropriate information 
to Health Authorities, Healthcare Providers and 
patients. 

 
 

Adverse reactions: For full information and listings 
please refer to the Phesgo SmPC. *Denotes adverse 
reactions which have also been classed as serious. Very 
common and common: nasopharyngitis, paronychia, upper 
respiratory tract infection, pneumonia*, febrile 
neutropenia*, neutropenia*, leucopenia, anaemia, infusion 
reaction*, hypersensitivity*, drug hypersensitivity*, 
decreased appetite, insomnia, neuropathy peripheral*, 
neutropenic sepsis*, headache, dysgeusia, peripheral 
sensory neuropathy, dizziness, paraesthesia, lacrimation 
increased, 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, oedema peripheral, 
pyrexia*, fatigue, asthenia, injection site reaction, chills, 
pain, oedema. Other serious adverse reactions: 
anaphylactic reaction, cytokine release syndrome, tumour 
lysis syndrome, cardiac failure congestive, interstitial lung 
disease, pleural effusion. 
 
Legal Category:  POM 
 
Presentation, Basic NHS Cost:  
Pack of one 15 ml vial of 10 ml solution (600 mg/600 mg) - 
£3,617 per vial excluding VAT 
Pack of one 20 ml vial of 15ml solution (1200 mg/600 mg) 
- £6,012 per vial excluding VAT 
 
Marketing Authorisation Number: 
EU/1/20/1497/001; EU/1/20/1497/002;  
PLGB 00031/0921; PLGB 00031/0922   
 
Supplied by: Roche Products Limited, 6 Falcon Way, 
Shire Park, Welwyn Garden City, AL7 1TW, United 
Kingdom 
Phesgo ® is a registered trade mark  
 
M-GB-00003369 
 
Date of Preparation: July 2021  

▼This medicinal product is subject to additional 
monitoring. This will allow quick identification of 

new safety information. Healthcare professionals are 
asked to report any suspected adverse reactions. 

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 Phesgo is a biological medicine, healthcare 
professionals should report adverse reactions by 

brand name and batch number. 


