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Summary 

■■ In April 2017, the first biosimilar rituximab (Truxima®) was approved in the UK for all indications of the reference 
biologic, intravenous rituximab3

■■ University College London Hospital (UCLH) is a high-volume user of rituximab and spends over £3 million per annum on 
rituximab within haematology alone

■■ On 22 May 2017 UCLH switched to prescribing Truxima for all patients requiring rituximab treatment—this case study 
focuses on oncology

■■ The decision to introduce Truxima at UCLH was based on:
■— prior experience with biosimilar infliximab
■— potential cost savings
■— being part of the Cancer Vanguard biosimilar adoption project

■■ Prior to the switch, local stakeholder groups including healthcare professionals, patients, sponsors of clinical trials 
involving rituximab, and pharmacy business and IT departments were identified and engaged

■■ Dedicated training sessions were held to raise awareness of biosimilars and gain acceptance among relevant staff groups

■■ All patients receiving rituximab were advised of the switch by letter prior to their next scheduled infusion and had the 
opportunity to ask questions of their healthcare professionals at their next outpatient clinic appointment—patients were 
not required to re-consent to their treatment

■■ All patients were switched to Truxima at the same time to:
■— maximise the opportunity for financial savings
■— reduce potential confusion among clinical staff by only stocking, prescribing, and dispensing one brand of 

rituximab
■— facilitate brand-name prescribing (by updating electronic prescribing templates for rituximab-containing 

regimens)

■■ During the first 6 months of Truxima usage at UCLH:
■— more than 1000 infusions have been given to nearly 300 patients
■— no concerns have been reported from healthcare professionals or patients and no clinical incidents have been 

reported in relation to administration of Truxima—Truxima has been shown to have a comparable safety profile 
to the reference biologic, intravenous rituximab4 

■— no requests have been made for individual patients to receive the originator biologic rather than the biosimilar
■— the impact on drug expenditure has been significant: monthly spend on rituximab reduced by approximately 50%, 

from £250,000 to £134,000.
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Foreword

Biologic medicines have transformed treatment across a 
number of different indications and are now an important 
part of treatment for many patients including those with 
cancer and inflammatory conditions.1 By cost, biologics now 
account for six of the top ten prescribed medicines in the UK.2 

Compared with conventional medicines, biologics are larger 
and more complex molecules and are manufactured using 
living cells rather than chemical processes.1 

Many biologics are now coming off patent, meaning that 
copies may be produced and marketed—similar to generics 
for conventional medicines. The original, branded, biologic 

is known as the originator, and the copies are known as 
biosimilars.1

Biosimilars offer the potential for the NHS to realise 
significant cost savings of up to £300 million per year by 
2020/2021. Cost savings on this scale could create headroom 
in budgets; improving early access to treatments, expanding 
access to innovative therapies, and improving patient care.2

In this article, Simon Cheesman, Lead Pharmacist, Cancer 
and Haematology, at University College London Hospital NHS 
Foundation Trust describes the introduction of the biosimilar 
rituximab (Truxima®) at UCLH, including: the decision 
to switch, steps taken to implement the switch, and the 
experience post switch.
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Introduction

Rituximab is a chimeric anti-CD20 monoclonal antibody 
approved in the EU (MabThera®, Roche Products Limited) to 
treat non-Hodgkin’s lymphoma (NHL), chronic lymphocytic 
leukaemia, rheumatoid arthritis, and granulomatosis with 
polyangiitis and microscopic polyangiitis.5,6

The NHS in England spent £145 million on rituximab in 
2015/16, around 70% of which was in specialised services 
and 30% in CCG-commissioned services.2

Rituximab is administered by intravenous infusion or, in 
selected patients with follicular NHL, as a subcutaneous 
bolus.6

In April 2017 the first biosimilar rituximab (Truxima®, 
Napp Pharmaceuticals Limited) was approved in the UK 
for all indications of the reference biologic.3 Truxima is 
administered as an intravenous infusion only.3

Considerations prior to the 
introduction of Truxima at UCLH

University College London Hospital (UCLH) is a high-volume 
user of rituximab, administering around 160 infusions per 
month and spending over £3 million per annum within 
haematology alone. As a trust we have prior experience 
with biosimilars both within cancer services, with biosimilar 

granulocyte colony stimulating factor (G-CSF), and in 
rheumatology and gastroenterology with infliximab. 

Therefore, the decision to introduce Truxima was based on:
■■ institutional expectations, including our prior 

experience with biosimilar infliximab
■■ the opportunity to realise savings7 
■■ being part of the Cancer Vanguard biosimilar adoption 

project in collaboration with the Royal Marsden and 
Christie hospitals.

Patient experience 

Truxima is only available as a solution for intravenous 
infusion3 (the originator may be administered by 
subcutaneous bolus in selected patients with follicular 
NHL),6 however, helpfully, this is the method of 
administration for 99% of all rituximab doses prescribed 
at UCLH, therefore, there were no barriers to switching 
to Truxima relating to the treatment pathway or patient 
experience. 

Future considerations 

Truxima was the first biosimilar rituximab to be launched in 
the UK, however, we were aware that others would become 
available in the coming months and would potentially be 
cheaper. 

Guidance from NHS England gave us reassurance that if we 
did switch to Truxima, and subsequently another biosimilar 

The introduction of 
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College London Hospital
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London Hospital NHS Foundation Trust
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rituximab was launched at a lower price, we would not 
be required to switch products again. This was important 
due to the resources required to implement a switch and 
current clinical uncertainty around repeated originator to 
biosimilar or biosimilar to biosimilar switches. 

Steps taken prior to implementing a 
switch

The first step in implementing a switch to Truxima was to gain 
institutional approval from the hospital Use of Medicines 
Committee (UMC) to add Truxima to the hospital formulary. 
This is required for all medicines used in the trust and 
ensures that stock can be procured and electronic systems 
may be updated to allow prescribing and dispensing. 

Formulary adoption process

The formulary adoption process for biosimilar medicines 
differs to that for novel anti-cancer or supportive care 
medicines in that it is driven by the UMC, rather than by an 
individual or group of clinicians wishing to prescribe the 
medicine, so as to support the swift introduction of the 
biosimilar. 

Similarly, formulary discussions around efficacy and safety 
are usually limited for a biosimilar medicine as by definition 
these are not expected to differ from the originator.1

Engaging local stakeholders

In parallel with the formulary adoption process we 
identified and engaged a range of local stakeholder groups: 
healthcare professionals including medical, nursing, and 
pharmacy staff; patients currently receiving originator 
rituximab; sponsors of clinical trials involving rituximab; 
and pharmacy business and IT departments (Box 1). 

Healthcare professional engagement 
and education

Dedicated training sessions were held for nursing, 
pharmacy, and medical staff. The sessions consisted of a 
presentation on: 
■■ the concepts of biologic manufacturing
■■ how biosimilar medicines are developed, 

including pre-clinical testing and clinical trials
■■ the requirements for regulatory approval.

Box 1: Key stakeholders 

Prior to implementing the switch to Truxima at University 
College London Hospital, a range of local stakeholder 
groups were identified and engaged with, including:

■■ healthcare professionals (medical, nursing, and 
pharmacy staff)

■■ patients currently receiving originator rituximab

■■ sponsors of clinical trials involving rituximab

■■ pharmacy business and IT departments.

The aim of training was to raise awareness of biosimilars 
among staff groups who would be prescribing, dispensing, 
and administering the treatments and to gain acceptance 
of biosimilars as suitable replacements for originator 
medicines among these groups.

Clinical trial data and the principle of 
extrapolation

A separate discussion that involved taking a closer look at 
the clinical trial data for Truxima in advanced follicular NHL 
was held with the lymphoma multidisciplinary team.

In this discussion, understanding the principles of 
biosimilar development was invaluable, as the clinical 
trials employed for regulatory approval are designed 
to demonstrate equivalence with the originator, not to 
demonstrate clinical efficacy of the biosimilar in the 
patient population or superiority over the standard of care: 
a major difference when compared with the testing of novel 
medicines.8

In addition, the clinical trials of Truxima were designed 
to demonstrate comparability with the originator in 
follicular lymphoma and rheumatoid arthritis with these 
results then being extrapolated to provide an approval 
for all licensed indications of the originator intravenous 
rituximab (MabThera).4,9,10 

The concept of extrapolation is key to biosimilar 
development as it negates the requirement to perform 
clinical trials in all populations of the originator product 
licence,1 thereby keeping the cost of development down 
and allowing cheaper pricing. 

SupplementSupplement
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Confidence in prescribing the biosimilar 

The knowledge of biosimilars that local healthcare 
professionals had prior to training varied from almost 
nothing up to a moderate understanding that they were 
similar in concept to generic medicines for small molecule 
drugs. Outlining the robust biosimilar development model 
helped provide confidence to prescribers. The model 
included physicochemical characterisation and pre-clinical, 
pharmacokinetic, and pharmacodynamics testing with clinical 
trials providing the final confirmatory step.

An understanding that originator products will have 
clinically non-significant variations between batches, and 
indeed might change gradually over time following minor 
alterations to manufacturing processes, was also important.

Decision to switch 

Throughout discussions with local prescribers there was 
an understanding that the anticipated financial savings 
were likely to provide significant pressure to switch from 
originator rituximab to a biosimilar, and the final decision 
was, therefore, made to prescribe Truxima for all new 
patients being treated with rituximab and to switch all 
existing patients. 

A date approximately 1 month after the anticipated launch 
of Truxima was set for the switch, to allow completion of 
staff training, formulary approval, stock procurement, and 
amendments to relevant IT systems. 

Decision to switch existing patients to the 
biosimilar 

Aside from maximising the opportunity for financial 
savings, there were other reasons for switching all patients 
at the same time. Stocking, prescribing, and dispensing 
only one brand of rituximab in the hospital reduced 
potential confusion among clinical staff, while changing 
all electronic prescribing templates to have Truxima as the 
default rituximab product was the easiest way to facilitate 
brand-name prescribing. Prescribing biologics by brand 
name is recommended by most professional and regulatory 
bodies to support post-marketing pharmacovigilance.1

Implementing the switch to Truxima

Once the decision to switch to Truxima was made, all 
patients being treated with rituximab were identified and 

sent a letter to inform them of the imminent change. 
The letter contained brief information on biosimilar 
medicines, the reasons for implementing a switch, a 
message of local clinical endorsement, and supportive 
statements from relevant NICE and European Medicines 
Agency guidance. 

All patients received the letter prior to their next 
scheduled rituximab infusion and had the opportunity 
to ask questions of their doctor, clinical nurse specialist, 
or specialist pharmacist at their next outpatient clinic 
appointment. Common questions from patients were 
whether the infusion would take any longer than they were 
used to or if they were likely to have an infusion-related 
reaction (IRR) to the biosimilar rituximab.

As the expected benefits and potential adverse events 
of treatment with the biosimilar were anticipated to be 
the same as for the originator, existing patients were 
not required to re-consent to their treatment. Similarly, 
the consent process for new patients being prescribed 
rituximab after the switch date was not changed.

One of the potential risks with all monoclonal antibodies 
is the occurrence of IRRs; we did not change our infusion 
practices or pre-medication schedule for rituximab on 
switching to Truxima. 

Procurement, prescribing, and dispensing

We procured sufficient stock of Truxima to treat all 
existing and new patients based on prior usage data, while 
simultaneously decreasing our holding of MabThera to 
facilitate a rapid switch. 

New drug items were required on pharmacy stock control 
and electronic prescribing systems.

Clinical trial dispensing procedures were updated to support 
supply of the correct product according to feedback from 
sponsors. 

The electronic prescribing templates for 
rituximab-containing regimens were all updated to 
support brand name prescribing of Truxima, and future 
prescriptions for all existing patients were amended to 
substitute Truxima for MabThera. 

These tasks were all performed out of hours, in a live system, 
to ensure safe and rapid introduction of the biosimilar.

Supplement
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Experience post switch

On 22 May 2017 we switched to prescribing Truxima for all 
patients requiring rituximab treatment at UCLH. At the 
time of writing (December 2017) we have given more than 
1000 Truxima infusions to nearly 300 patients with no 
concerns reported from any healthcare professional or 
patient.

We have had no clinical incidents reported related to 
Truxima administration.

The trust has an internal mechanism whereby prescribers 
can appeal to the UMC for an individual patient to receive 
the originator medicine rather than a biosimilar: during 
the first 6 months of Truxima usage no such requests have 
been made.

The impact on drug expenditure has been significant with 
our monthly spend on rituximab having been reduced by 
around 50%, from £250,000 to £134,000.

There are many biosimilar monoclonal antibodies used 
to treat cancer due to be launched in the coming years 
but they may face barriers to swift introduction that 
rituximab did not face. This could be due to changes 
required in patient pathways where the predominant 
method of administration is by subcutaneous bolus 
(trastuzumab) or a requirement for new health-economic 
analyses to demonstrate cost-effectiveness for medicines 
where the originator is not currently commissioned 
(bevacizumab).

Conclusion

Our experience at UCLH shows that biosimilar rituximab 
can be safely introduced into a large haematology unit 
with diverse patient and clinician groups. Key to the 
successful introduction were: involving all stakeholders 
early; mapping the tasks required to support prescribing, 
particularly changes required to IT systems; and 
understanding the biosimilar approval process and being 
able to explain this to prescribers who are more familiar 
with testing of novel medicines.

With 6 months of experience we have had no clinical 
concerns to date, no excess of IRRs or other safety 
concerns, and we have had no patients or prescribers 
wishing to switch back to the originator rituximab.

Conflicts of interest

Simon Cheesman has been a member of advisory boards 
organised Napp Pharmaceuticals Limited and Roche 
Product Limited and received an honorarium from Napp 
Pharmaceuticals Limited for his work on this article.
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Key actions for the successful introduction of biosimilar 
rituximab at University College London Hospital

■■ Involving all key stakeholders early in the process

■■ Mapping the tasks required to support prescribing, 
particularly changes required to IT systems

■■ Understanding the biosimilar approval process and 
being able to explain this to prescribers.



Truxima®                 (rituximab) 
100mg and 500mg concentrate for solution for infusion Prescribing 
Information. United Kingdom. Please read the Summary of Product 
Characteristics (SPC) before prescribing. Presentation Type I glass vials, with 
butyl rubber stopper. Each vial contains either 100mg of rituximab in 10mL, or 
500mg of rituximab in 50 mL. Indications and dosage Adult patients: Follicular 
non-Hodgkin’s lymphoma (FL): (i) as induction treatment in combination with 
chemotherapy for previously untreated or relapsed refractory patients with stage III-
IV FL: 375 mg/m2 body surface area (BSA) on day 1 of each chemotherapy cycle for 
up to 8 cycles. (ii) as maintenance therapy in previously untreated patients responding 
to induction therapy: 375 mg/m2 BSA once every 2 months (starting 2 months after 
the last dose of induction therapy) until disease progression or for a maximum of 
2 years. In relapsed/refractory patients responding to induction therapy: 375 mg/m2, 
once every 3 months (starting 3 months after the last dose of induction therapy) until 
disease progression or for a maximum of 2 years. (iii) as monotherapy in patients with 
stage III-IV FL who are chemo-resistant or are in the second or subsequent relapse 
after chemotherapy and for retreatment in patients responding to monotherapy: 
375 mg/m2 BSA, administered once weekly for 4 weeks. Diffuse large B-cell non-
Hodgkin’s lymphoma (DLBCL): for treatment of CD20 positive DLBCL in combination 
with CHOP: 375 mg/m2 BSA on day 1 of each chemotherapy cycle for 8 cycles. 
Administer after i.v. infusion of the glucocorticoid component. Chronic lymphocytic 
leukaemia (CLL): in combination with chemotherapy, for previously untreated and 
relapsed/refractory CLL: 375 mg/m2 BSA, on day 0 of the first treatment cycle, 
followed by 500 mg/m2 BSA on day 1 of subsequent cycles for 6 cycles in total. 
Prophylactic hydration and uricostatics recommended 48 hours prior to Truxima. 
Where lymphocyte counts >25x109/L, administration of prednisone/prednisolone 
100mg i.v. shortly before Truxima is recommended. Rheumatoid arthritis (RA): in 
combination with methotrexate (MTX), for adults with severe active RA who have had 
an inadequate response or intolerance to other DMARDs including one or more TNF 
inhibitor therapies. 1000mg i.v. infusion followed by a second 1000 mg i.v. infusion 
two weeks later. Evaluate need for further courses after 24 weeks (see SPC). 
Premedication with i.v. 100 mg methylprednisolone should be given 30 minutes prior 
to each infusion. Granulomatosis with polyangiitis (GPA) and microscopic polyangiitis 
(MPA): in combination with glucocorticoids, for the induction of remission in adult 
patients with severe, active GPA (Wegener’s) and MPA: 375 mg/m2 BSA once weekly 
for 4 weeks. All indications: No dose reductions of Truxima are recommended. 
Standard dose reductions for any concomitant chemotherapeutic medicinal product 
should be applied. Administration Give RA, GPA and MPA patients the patient alert 
card with each infusion. Administer prepared Truxima as an i.v. infusion, through a 
dedicated line, with full resuscitation facilities immediately available, under the 
supervision of an experienced healthcare professional. Do not administer as an i.v. 
push or bolus. Administer anti-pyretic and an antihistaminic before each infusion. 
Consider glucocorticoid (GCC) premedication if Truxima is not given with 
GCC-containing chemotherapy. Monitor closely for onset or evidence of cytokine 
release syndrome (CRS). Interrupt infusion immediately if evidence of a severe 
reaction (e.g. severe dyspnoea, bronchospasm or hypoxia). Evaluate NHL patients 
for tumour lysis syndrome (TLS). First infusion: Recommended initial rate of 50 mg/h 
for the first 30 minutes, which can then be escalated in increments of 50 mg/h every 
30 minutes up to 400 mg/h. Subsequent infusions: Recommended initial rate of 100 
mg/h and increased by 100 mg/h increments every 30 minutes, up to 400 mg/h. 
Alternative faster infusion schedule in RA only (4mg/mL in 250mL infusion volume): if 
no serious infusion related reaction (IRR) during first or subsequent infusions at 
standard rates (above), initiate at 250 mg/h for the first 30 minutes and escalate to 
600 mg/h over 90 minutes. Faster infusion not suitable for patients who have 
clinically significant cardiovascular disease, arrhythmias or previous serious IRR to 
biologic therapy or rituximab. Contraindications Hypersensitivity to the active 
substance, murine proteins, or any of the other excipients; active, severe infections; 
severely immunocompromised patients. Severe heart failure (NYHA class III/IV) or 
severe, uncontrolled cardiac disease in patients with RA, GPA or MPA. Precautions 
and warnings To improve the traceability of biological medicinal products, the trade 
mark and the batch number of the administered product should be recorded in the 
patient file. Progressive multifocal leukoencephalopathy (PML): Very rare cases of 
fatal PML have been reported. Monitor patients for new or worsening neurological 
symptoms suggestive of PML and suspend until PML excluded. Permanently 
discontinue if confirmed. See SPC for further information. Infusion related reactions 
(IRRs): Rituximab is associated with IRRs, including CRS, TLS, anaphylactic and 
hypersensitivity reactions, including severe reactions with fatal outcome. Severe 
IRRs are characterised by pulmonary events and may include features of tumour 
lysis or rapid TLS in addition to reactions such as fever, chills, rigors, hypotension, 
urticaria and angioedema. Use extreme caution and closely monitor first infusion 
when treating patients with >25x109/L circulating malignant cells or high tumour 
burden (higher risk of severe CRS). Consider reduced infusion rate or split dosing 
where lymphocyte counts >25x109/L. See SPC for further details on severe IRRs. 
IRRs of all kinds have been observed in 77% of patients treated with rituximab. 
Common IRRs are generally reversible with a reduction in rate, or interruption, of 
rituximab infusion and administration of an antipyretic, an antihistaminic and 
occasionally, oxygen, i.v. saline or bronchodilators. Temporary or permanent 
discontinuation may be necessary if severe or if the same adverse events recur a 
second time. In most cases the infusion can be resumed at a 50% reduction in rate 
when symptoms have completely resolved. Anaphylaxis and other hypersensitivity 
reactions have been reported following i.v. administration of proteins to patients. 
IRRs may also be associated with myocardial infarction, atrial fibrillation, pulmonary 
oedema and acute reversible thrombocytopenia. Consider withholding 
antihypertensives for 12 hours prior to infusion due to risk of hypotension. Treat with 

caution and closely monitor patients with a history of pulmonary insufficiency or 
pulmonary tumour infiltration. Cardiac disorders: Closely monitor patients with a 
history of cardiac disease and/or cardiac chemotherapy. Infections: Patients are at 
an increased risk of developing infections, including serious infections with fatal 
outcome. Do not administer if active and/or severe infection present or if severely 
immunocompromised. Caution in patients with a history of, or susceptibility to 
recurring/chronic infections. Determining immunoglobulin levels in RA, GPA and MPA 
before treatment is recommended. Hepatitis B (HBV) reactivation has been reported, 
including cases with a fatal outcome. HBV screening should be performed before 
initiation of Truxima. Patients with active hepatitis B disease should not be treated. 
Patients with positive serology for HBV should consult liver specialists and be 
monitored and managed to prevent reactivation. Haematological toxicities: Caution 
in patients with neutrophil counts <1.5 x 109/L and/or platelet counts <75 x 109/L as 
clinical experience in this population is limited. Perform regular blood counts during 
Truxima therapy in all indications, and prior to each course and regularly up to 
6-months after cessation of treatment in RA and GPA/MPA. Immunisations: Live viral 
vaccines are not recommended. Response to non-live vaccinations may be reduced. 
See SPC for further information. Skin reactions: Severe skin reactions such as Toxic 
Epidermal Necrolysis (TEM) and Stevens-Johnson Syndrome (SJS), including fatal 
outcomes, have been reported - permanently discontinue treatment. Malignancy: 
The possible risk for the development of solid tumours with the use of 
immunomodulatory drugs cannot be excluded. Concomitant/sequential use of other 
DMARDs in RA: The concomitant use of Truxima and anti-rheumatic therapies other 
than those specified for RA is not recommended. Monitor patents for signs of 
infection if biologic agents and/or DMARDs are used following Truxima therapy. 
Interactions Limited data are available (see SPC). Patients with human anti-mouse 
antibody or human anti-chimeric antibody titres may have allergic or hypersensitivity 
reactions when treated with other diagnostic or therapeutic monoclonal antibodies. 
Fertility, pregnancy and lactation Women of childbearing potential should use 
adequate contraception and continue its use for at least 12 months after Truxima 
treatment. Truxima should not be administered during pregnancy. Do not breast-
feed in the 12 months following treatment. Side effects Very common (≥1/10) and 
common (≥1/100 to <1/10) side effects: Viral infection, bacterial infection, bronchitis, 
acute bronchitis, sepsis, pneumonia, febrile infection, herpes zoster, respiratory tract 
infections, fungal infection, sinusitis, hepatitis B, infections of unknown aetiology, 
neutropenia/febrile neutropenia, leucopenia, thrombocytopenia, anaemia, 
pancytopenia, granulocytopenia, infusion related reaction (hypertension, nausea, 
rash, pyrexia, pruritus, urticaria, throat infection, hot flush, hypotension, rhinitis, 
rigors, tachycardia, fatigue, oropharyngeal pain, peripheral oedema, erythema), 
angioedema, hypersensitivity, hyperglycaemia, weight decrease, face oedema, 
increased LDH, hypocalcaemia, paraesthesia, hypoaesthesia, insomnia, 
vasodilatation, dizziness, anxiety, agitation, lacrimation disorder, conjunctivitis, 
tinnitus, ear pain, myocardial infarction/myocardial arrhythmia, atrial fibrillation, 
cardiac disorder, orthostatic hypotension, bronchospasm, respiratory disease, chest 
pain, dyspnoea, cough/increased cough, vomiting, diarrhoea, abdominal pain, 
dysphagia, stomatitis, constipation, dyspepsia, anorexia, throat irritation, alopecia, 
sweating/night sweats, skin disorder, hypertonia, myalgia, back pain, neck pain, 
pain, fever, chills, asthenia, headache, tumour pain, flushing, malaise, cold syndrome, 
shivering, multi-organ failure, decreased IgG levels, urinary tract infection, 
gastroenteritis, tinea pedis, hypercholesterolemia, migraine, sciatica, depression, 
oesophageal reflux, mouth ulceration, arthralgia/musculoskeletal pain, muscle 
spasms, muscle weakness, osteoarthritis, bursitis, decreased IgM levels. Additional 
side effects in ≥ 5% GPA/MPA patients in clinical trials: Nasopharyngitis, cytokine 
release syndrome, hyperkalaemia, tremor, acne, epistaxis, nasal congestion, pain in 
extremities, decreased haemoglobin. Uncommon (< 1/100) but potentially serious, 
including fatal, side-effects: Serious viral infection, Pneumocystitis jirovecii, 
progressive multifocal leukoencephalopathy, reactivation of hepatitis B, infusion 
related reactions (generalised oedema, bronchospasm, wheezing, laryngeal oedema, 
angioneurotic oedema, generalised pruritus, anaphylaxis, anaphylactoid reaction), 
tumour lysis syndrome, cytokine release syndrome, serum sickness, coagulation 
disorders, aplastic anaemia, haemolytic anaemia, late neutropenia, depression, 
peripheral neuropathy, cranial neuropathy, severe vision loss, facial nerve palsy, loss 
of other senses, left ventricular failure, supra-ventricular tachycardia, ventricular 
tachycardia, angina/angina pectoris, heart failure, atrial flutter, atrial fibrillation, 
myocardial ischaemia, bradycardia, severe cardiac disorders, vasculitis, 
leukocytoclastic vasculitis, asthma, broncholiolitis obliterans, hypoxia, respiratory 
failure, pulmonary infiltrates, interstitial lung disease, gastrointestinal perforation, 
Steven’s-Johnson syndrome, toxic epidermal necrolysis, renal failure. Cases of 
posterior reversible encephalopathy syndrome (PRES) / reversible posterior 
leukoencephalopathy syndrome (RPLS) have been reported. Please refer to the SPC 
for further information and a full list of side effects. Overdose Intravenous doses of 
up to 5000 mg have been administered in a dose escalation study in CLL patients, 
which did not identify any safety signals. The infusion should be interrupted 
immediately and patient monitored closely, if overdose is experienced. Legal 
category POM Presentations and basic NHS costs 100mg 2 vial pack: £314.33 
500mg 1 vial: £785.84 Marketing Authorisation numbers EU/1/16/1167/001-2 
Marketing Authorisation holder Celltrion Healthcare Hungary Kft 1062 Budapest 
Vácí út 1-3 WestEnd Office Building B torony, Hungary. For medical information 
enquiries, please contact medicalinformationuk@napp.co.uk ® TRUXIMA is a 
registered trade mark of Celltrion, Inc. and is used under licence.© 2017 Napp 
Pharmaceuticals Limited.
PI Code UK/TRU-17016(3)
Date of Preparation February 2018

▼

Adverse events should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard.
Adverse events should also be reported to Napp Pharmaceuticals Limited on 01223 424444.

Truxima is a registered trademark of Celltrion, Inc. and is used under licence.
MabThera is a registered trademark of F.Hoffmann-La Roche AG. 
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