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Early Access to Medicines Scientific Opinion - Public Assessment Report

Product Nivolumab 10 mg/mL concentrate for solution for infusion

EAMS indication | Nivolumab is used in combination with chemotherapy to treat adults
with cancer (adenocarcinoma) of the oesophagus (gullet) or stomach
(including cancer of the junction between the oesophagus and stomach)
that has spread beyond the oesophagus or stomach (advanced cancer).
Nivolumab is used in patients who have not received other treatments
for, advanced cancer of the oesophagus or stomach. Patients with
ophagus or stomach cancer that is known to be ‘HER2-positive’ (the
ell surface contains atarget protein called ‘human epidermal
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Introduction
The aim of the Early Access to Medicine

medicine licensed by the MHRA or a future commitment by the MH e such a medicine, nor
should it be regarded as an authorisation to sell or supply such a m ine, i scientific

opinion is not a recommendation for use of the medicine and shoul as such.
Under EAMS the risk and legal responsibility for prescribing a ‘special’ r ici
and the opinion and EAMS documentation published by the MHRA are i
physicians’ decision making and not to recommend use. An EAMS scientific o
the civil liability of the manufacturer or any physician in relation to the product.

The General Medical Council’s guidance on prescribing unlicensed medicines can
https://www.gmc-uk.org/quidance/ethical guidance/14327.asp

What is nivolumab?
Nivolumab is the active substance of a medicine, which is given by infusion via a drip into a vein. It is
supplied as a solution which can be given as it is, or diluted in an infusion bag containing a sodium
chloride solution or glucose solution before use.

What is nivolumab used to treat?
Nivolumab is used in combination with chemotherapy to treat adults with cancer (adenocarcinoma) of
the oesophagus (gullet) or stomach (including cancer of the junction between the oesophagus and
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http://www.mhra.gov.uk/Howweregulate/Innovation/EarlyaccesstomedicinesschemeEAMS/index.htm
https://www.gmc-uk.org/guidance/ethical_guidance/14327.asp

stomach) that has spread beyond the oesophagus or stomach (advanced cancer). Nivolumab is used
in patients who have not received other treatments for advanced cancer of the oesophagus or
stomach. Patients with oesophagus or stomach cancer that is known to be ‘HER2-positive’ (the
cancer cell surface contains a target protein called ‘human epidermal growth factor receptor 2’) should
not receive nivolumab.

How is nivolumab used?

Treatment with nivolumab should be started and supervised by a specialist doctor who is experienced
in the treatment of cancer. The doctor will carry out blood tests before and during treatment to monitor
the patient. Nivolumab will be given in a hospital or clinic.

Nivolumab can cause certain
effects occur, nivolumab treat
severity of the side effect.

How does nivolumab work?

nivolumab blocks its action and prevents it from S
against cancer cells.

How has nivolumab been studied?
A total of 1581 adult patients with advanced cancer (adeno
junction between the oesophagus and stomach were enrolled into a compared nlvolumab
and chemotherapy with chemotherapy alone. The patient’s study d type of

chemotherapy to give, either FOLFOX (fluorouracil, leucovorin and

chemotherapy alone. Study treatment was decided randomly by a central computer’
were followed-up with regular visits and scans and monitored for side effects. Nivolumab
if side effects were unacceptable, or if the tumour grew. Nivolumab treatment was continu
maximum of 24 months.

The main measures of efficacy (how well the medicine worked) were progression-free survival (how
long the patients lived without their cancer getting worse) and overall survival (how long the patients
lived).

What are the benefits and risks of nivolumab?
Benefits
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The study results showed that nivolumab prolongs overall survival. After 12 months, the estimated
overall survival rate was 55% in patients receiving nivolumab and chemotherapy, compared to 48% in
patients receiving chemotherapy alone. Nivolumab also prolonged progression-free survival. After 12
months, the estimated rate of progression-free survival was 33% in patients receiving nivolumab and
chemotherapy, compared to 23% in patients receiving chemotherapy alone.

Risks

When nivolumab is used in combination with chemotherapy, very common side effects (may affect
more than 1 in 10 people) are: underactive thyroid gland, overactive thyroid gland, upper respiratory
tract infections, decreased appetite, inflammation of the nerves, headache, shortness of breath,
inflammation of the intestines, diarrhoea, vomiting, nausea, stomach pain, mouth ulcers, cold sores,
ling and pain primarily on the palm of the hand and sole of the foot (palmar-plantar

erythrodys@esthaesia syndrome), pain in the joints, pain in the muscles and bones, feeling tired or
weak, fey,

Serio used by stimulation of the immune system. This can cause inflammation in
parts of the bo g ke lungs, large bowel, liver, kidneys, hormone-producing glands or skin.
Immune-rela need treatment, or withdrawal of nivolumab. Fatal immune-related
side effects : s infusion-related reactions can occur.

Why has nivolu
Advanced stomach or oes r (adenocarcinoma) is a life-threatening condition with a 5-
usual treatment is chemotherapy. There is an unmet need for
ssion and prolong survival. Based on the study results,

s been shown to prolong overall survival, and
progression-free survival, when’compar o

nivolumab can be managed and do no

What are the uncertainties?
Information is missing regarding safety inf mune disease and patients who are
taking a drug that suppresses the immune sy : enough evidence to recommend a
dose in patients with severe kidney problems or patieg 2rate or severe liver problems. The
company that makes nivolumab will provide additia hen it becomes available.

Are there on-going clinical studies?

What measures are in place to monitor and manage risks?
A risk management plan has been developed to ensure that nivolu
Based on this plan, the company that make nivolumab must ensure that
expected to use the medicine, as well as patients, are provided with inf
including the immune-related side effects which may affect different parts of the
heart, lungs, liver and stomach and recommendations for minimising these sid

ly as possible.
professionals

will be asked by the company to report side effects experienced by patients receivi
through the scheme, as well as medication errors, overdose and pregnancies. They will re
comprehensive training on adverse events prior to commencement of patient treatment.
will be reviewed and reported to the MHRA on a regular basis by the company.

Patients in the Early Access to Medicines Scheme will receive an alert card from their doctor
summarising the serious side effects of the medicines and the details of their treating oncologist.
Patients should carry the cards with them at all times in case they need treatment or advice from a
healthcare professional who is not familiar with nivolumab treatment.

Other information about nivolumab — see EAMS Treatment Protocol
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