
PRESCRIBING INFORMATION  
HERCEPTIN® (trastuzumab) 600mg solution for 
injection in vial 
Indications: Treatment of HER2-positive early breast 
cancer (eBC): (i) following surgery, chemotherapy (CT) 
(neoadjuvant or adjuvant) and radiotherapy  (if applicable) 
(ii) following adjuvant CT with doxorubicin and 
cyclophosphamide, in combination with paclitaxel or 
docetaxel (iii) in combination with adjuvant CT consisting 
of docetaxel and carboplatin (iv) in combination with 
neoadjuvant CT followed by adjuvant trastuzumab for 
locally advanced (including inflammatory) disease or 
tumours > 2cm in diameter. Treatment of HER2-positive 
metastatic breast cancer (mBC): (i) as monotherapy 
following at least 2 CT regimens for mBC. Prior CT to 
have included at least an anthracycline and a taxane, unless 
unsuitable. Hormone-receptor positive patients must have 
failed hormonal therapy, unless unsuitable (ii) in 
combination with paclitaxel for patients who have not 
received CT for mBC and where anthracyclines are not 
suitable. (iii) in combination with docetaxel for patients 
who have not received CT for mBC (iv) in combination 
with an aromatase inhibitor for the treatment of 
postmenopausal patients with hormone-receptor positive 
mBC, not previously treated with trastuzumab. 
 
Dosage and Administration: Refer to Herceptin solution 
for injection Summary of Product Characteristics (SmPC) 
for full guidance. To prevent medication errors check vial 
labels to ensure the drug being prepared and administered 
is Herceptin (trastuzumab) and not another trastuzumab-
containing product (e.g. trastuzumab emtansine or 
trastuzumab deruxtecan). Check product labels to ensure 
correct Herceptin formulation (intravenous or 
subcutaneous fixed dose) is being administered. Herceptin 
subcutaneous formulation is not intended for intravenous 
administration and should be administered via a 
subcutaneous injection only. Patients treated with 
Herceptin must have HER2-positive breast cancer, (IHC 
3+ and/or ISH ≥2.0 using a validated test). Herceptin 
should only be initiated by a physician experienced in the 
administration of cytotoxic CT. The recommended dose for 
Herceptin subcutaneous formulation is 600 mg irrespective 
of the patient’s body weight. No loading dose is required. 
This dose should be administered subcutaneously over 2-5 
minutes every three weeks. Patients with eBC should be 
treated with Herceptin for 1 year or until disease 
recurrence, whichever occurs first. Patients with mBC 
should be treated with Herceptin until progression of 
disease. Observe the patient for administration related 
reactions (ARRs) for 30 minutes after the first injection 
and for 15 minutes after subsequent injections. If the 
patient misses a dose of Herceptin subcutaneous 
formulation, it is recommended to administer the next dose 
as soon as possible. The interval between consecutive 
Herceptin subcutaneous formulation administrations 
should not be less than three weeks.  
 
Contraindications:  Hypersensitivity to trastuzumab, 
murine proteins, hyaluronidase or any excipients. Severe 
dyspnoea at rest due to complications of advanced 
malignancy or requiring oxygen therapy. 
 
Precautions: Refer to the SmPC for further information. 
To improve traceability, clearly record name and batch 
number of administered product. Congestive heart failure 
(CHF): Patients treated with Herceptin are at increased risk 

for developing CHF or asymptomatic cardiac dysfunction. 
These events have been observed in patients receiving 
Herceptin therapy alone or in combination with paclitaxel 
or docetaxel, particularly following anthracycline 
(doxorubicin or epirubicin)–containing chemotherapy. 
These may be moderate to severe and have been associated 
with death. In addition, caution should be exercised in 
treating patients with increased cardiac risk, e.g. 
hypertension, documented coronary artery disease, CHF, 
LVEF of <55%, older age. For further information on 
cardiac monitoring and Herceptin in combination with 
anthracyclines refer to the SmPC. ARRs are known to 
occur with Herceptin subcutaneous formulation. Pre-
medication may be used to reduce risk of occurrence of 
ARRs. Although serious ARRs, including dyspnoea, 
hypotension, wheezing, bronchospasm, tachycardia, 
reduced oxygen saturation and respiratory distress, were 
not reported in the clinical trial with the Herceptin 
subcutaneous formulation, caution should be exercised as 
these have been associated with the intravenous 
formulation. Refer to SmPC for more detailed information. 
 
Adverse Reactions: For full information and listings 
please refer to the Herceptin SmPC.  
Most common reactions: Infection, nasopharyngitis, febrile 
neutropenia, anaemia, neutropenia, leukopenia, 
thrombocytopenia, weight loss, anorexia, insomnia, 
tremor1, dizziness, headache, paraesthesia, dysgeusia, 
conjunctivitis, increased lacrimation, change in blood 
pressure1, irregular heart beat1, palpitation1, cardiac flutter1, 
ejection fraction decreased*, hot flush, dyspnoea+, cough, 
epistaxis, rhinorrhoea, diarrhoea, vomiting, nausea, lip 
swelling1, abdominal pain, dyspepsia, constipation, 
stomatitis, erythema, rash, swelling face1, alopecia, nail 
disorder, hand-foot syndrome, arthralgia, muscle tightness1, 
myalgia, asthenia, chest pain, chills, fatigue, influenza-like 
symptoms, infusion related reactions, pain, pyrexia, 
mucosal inflammation, peripheral oedema, 
neutropenic sepsis, cystitis, influenza, sinusitis, skin 
infection, rhinitis, URTI, UTI, pharyngitis,  
hypersensitivity, anxiety, depression, peripheral 
neuropathy, hypertonia, somnolence, dry eye, congestive 
cardiac failure+, supraventricular tachyarrhythmia+1, 
cardiomyopathy, hypotension+1, vasodilatation, 
pneumonia+, asthma, lung disorder, pleural effusion+, 
haemorrhoids, dry mouth, hepatocellular injury, hepatitis, 
liver tenderness, acne,  dry skin, ecchymosis, 
hyperhydrosis, maculopapular rash, pruritus, onychoclasis, 
dermatitis, arthritis, back pain, bone pain, muscle spasms, 
neck pain, pain in the extremity, renal disorder, breast 
inflammation, malaise, oedema, contusion. 
Serious adverse reactions: associated with a fatal outcome 
(frequency rare) anaphylactic reaction/shock, (frequency 
uncommon) wheezing1, (reaction frequency cannot be 
estimated) pulmonary fibrosis, respiratory distress/failure, 
lung infiltration, acute pulmonary oedema, acute 
respiratory distress syndrome, bronchospasm, hypoxia, 
oxygen saturation decreased. Other serious adverse 
reactions (frequency uncommon) pericardial effusion and 
deafness (frequency rare) jaundice. Other serious adverse 
reactions (frequency not known); interstitial lung disease, 
renal hypoplasia of the foetus, pulmonary hypoplasia of the 
foetus, oligohydramnios of the foetus, renal failure, 
glomerulonephropathy, glomerulonephritis membranous, 
angioedema, cardiogenic shock, retinal haemorrhage, 
papilloedema, hyperkalaemia, tumour lysis syndrome.  



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 Herceptin is a biological medicine, healthcare 
professionals should report adverse reactions by brand 
name and batch number. 

 

Enhanced Safety Reporting for Potential 
Herceptin-Exposed Pregnancies 

• Herceptin should be avoided during 
pregnancy unless the potential benefit for 
the mother outweighs the potential risk to 
the foetus. There is a limited amount of 
data from the use of Herceptin in pregnant 
women, and the safe use of Herceptin 
during pregnancy and lactation has not 
been established.  

• Verify pregnancy status prior to the 
initiation of Herceptin. Women of child 
bearing potential should use effective 
contraception while receiving Herceptin 
and for 7 months following the last dose of 
Herceptin. 

• If a pregnant woman is treated with 
Herceptin, or if a patient becomes pregnant  
while receiving Herceptin or within 7 
months following last dose of Herceptin, 
close monitoring by a multidisciplinary 
team is desirable. 

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

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

 
 

+Reported in association with a fatal outcome. 1Reported 
largely in association with IRRs. Specific percentages for 
these are not available. *Observed in combination therapy 
following anthracyclines and combined with taxanes.  
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