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Single Technology Appraisal

Cetuximab for the treatment of metastatic and/or recurrent squamous
cell earcinoma of the head and neck

Expert statement declaration form

Please sign and return by email to:
jeremy.powell@nice.org.uk

If email is not possible, please return by fax to Jeremy Powell, Project
Manager
on 020 7061 9830

or by post to: NICE, MidCity Place, 71 High Holborn, London WC1V 6NA

| confirm that;

» | agree with the content of the statement submitted by Mouth Cancer
Foundation and consequently | will not be submitting a personal
statement.

Name: Mr Dekowski
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Expert statement declaration farm
Please sign and retum by email to:
jeremy. powsll@nice.org uk
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Manager
on 020 7061 9830
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* |agree with the content of ihe staternent submitted by the British
Assodialion of Head and Neck Oncology Nurses and consequertly | will not bs
submitling a personal stalament.

Name: Mrs Howett
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Patient/carer organisation statement template

Patient/carer organisation statement template

Thank you for agreeing to give us your views on the technology and the way it should
be used in the NHS.

Patients and patient advocates can provide a unique perspective on the technology,
which is not typically available from the published literature.

To help you give your views, we have provided a template. The questions are there
as prompts to guide you. You do not have to answer every question. Please do not
exceed the 8-page limit.

About you
' Your name:

PATIONAL ASSOCIATL ON OF

Name of your organisation: The

LA¢
Are you (tick all that apply):
a patient with the condition for which NICE is considering this technology?

a carer of a patient with the condition for which NICE is considering this
technology?

- an employee of a patient organisation that represents patients with the
condition for which NICE is considering the technology? If so, give your
position in the organisation where appropriate (e.g. policy officer, trustee,
member, etc)
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Patient/carer organisation statement template

What do patients and/or carers consider to be the advantages and
disadvantages of the technology for the condition?

! 1. Advantages

(a) Please list the specific aspect(s) of the condition that you expect the technology to
help with. For each aspect you list please describe, if possible, what difference you
expect the technology to make.
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(b) Please list any short-term and/or long-term benefits that patients expect to gain
1 from using the technology. These might include the effect of the technology on:
’f - the course and/or outcome of the condition

- physical symptoms

- pain

§ - level of disability

‘ - mental health

- quality of life (lifestyle, work, social functioning etc.)

| - other guality of Iife isswes not listed above

- other people (for example family, friends, employers)

- other issues not listed above.
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patient/carer organisation statement template

ey
What do patients andlor carers consider to be the advantages and

disadvantages of the technology for the condition? (continued)

2. Disadvantages
blems with of concemns you have about the technology-

please list any pro
| Disadvantages might include:
- aspects of the condition that the technology cannot help with or might make
worse.
_ difficulties in taking or using the technology
l‘ _ side effects (please desctbe which side effects patients might be willing to

accept or tolerate and which would be difficuit to accept of tolerate)

- impact on others (for example family, friends, employers)

_ financial impact on the patient and/or their family (for example cost of travel
neaded to access the technology, ot the cost of paying 3 carer).
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Patient/carer organisation statement template

Comparing the technology with aiternative available treatments or
technologies

NICE is interested in your views on how the technology compares with with existing
treatments for this condition in the UK.

(i) Please list any current standard practice (altematives if any) used in the UK.
o pLATINGM - BASED CHEMOTHE wA?Y wlTH RadloTHerAPY

(ii) If you think that the new technology has any advantages for patients over other
current standard practice, please describe them. Advantages might include:
- improvement in the condition overali
- improvement in certain aspects of the condition
- ease of use (for example tablets rather than injection)
- where the technology has to be used (for example at home rather than in
hospital)
- side effects (please describe nature and number of problems, frequency,
duration, severity etc.)
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(iit) I you think that the new technology has any disadvantages for patients
compared with current standard practice, please describe them. Disadvantages
might include:
- worsening of the condition overall
- worsening of specific aspecis of the condition
- difficulty in use (for example injection rather than tablets)
- where the technotogy has to be used (for example in hospital rather than at
home)
- side effects (for example nature or number of problemns, how often, for how

long, how severe).
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| Research evidence on patient or carer views of the technology

National Institute for Heaith and Clinical Excellence
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Patient/carer organisation statement template

Availability of this technology to patients in the NHS

What key differences, if any, would it make to patients and/or carers if this technology
was made available on the NHS?
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What implications would it have for patients and/or carers if the technology was not
made available to patients on the NHS?
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Are there groups of patients that have difficulties using the technology?
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Other Issues

Please include here any other issues you would like the Appraisal Committee to
consider when appraising this technology.
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Patient/carer organisation statement template

if you are familiar with the evidence base for the technology, please comment on
whether patients’ experience of using the technology as part of their routine NHS
care reflects that observed under clinical trial conditions.
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Are there any adverse effects that were not apparent in the clinical trials but have
| come to light since, during routine NHS care?
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Are you aware of any research carried out on patient or carer views of the condition
or existing treatments that is relevant to an appraisal of this technology? If yes,
please provide references to the relevant studies.
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Professional organisation statement template

Clinical expert statement template

Thank you for agreeing to give us a statement on your organisation’s view of the
technology and the way it should be used in the NHS.

Healthcare professionals can provide a unique perspective on the technology within
the context of current clinical practice which is not typically available from the
published literature.

To help you in making your statement, we have provided a template. The questions
are there as prompts to guide you. It is not essential that you answer all of them.

Please do not exceed the 8-page limit.

About you

Your name: Dr Christopher Nutting

Name of your organisation: Royal Marsden NHS Trust

Are you (tick all that apply):

- aspecialist in the treatment of people with the condition for which NICE is
considering this technology? Yes

- aspecialist in the clinical evidence base that is to support the technology (e.g.
involved in clinical trials for the technology)? Yes

- an employee of a healthcare professional organisation that represents
clinicians treating the condition for which NICE is considering the technology?
If so, what is your position in the organisation where appropriate (e.g. policy
officer, trustee, member etc.)? No

- other? (please specify)
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Professional organisation statement template

What is the expected place of the technology in current practice?

Recurrent or metastatic head and neck cancer is a common clinical problem. The
current treatment standard for fit patients is platinum based chemotherapy
schedules. Cisplatin and 5fluorouracil combined represents the standard of care in
the Western world. In patients with contraindications to cisplatin such as poor renal or
cardiac function and in patients with neuropathy, carboplatin is often substituted.

The above treatment is given under specialist supervision of a clinical or medical
oncologist based in a cancer treatment unit or center.

The technology being assessed is the addition of an anti-epidermal growth factor
antibody, cituximab (Erbitux) to the standard chemotherapy described above.

A large multi-center randomised trial was performed in Europe including UK centers
and was published in the New England Journal of Medicine (Vermorken et al NEJM
2008;359(11):1116-27).

The trial concluded that a statistically significant prolongation of life was observed in
those patients who received chemotherapy plus cituximab, compared to the standard
chemotherapy alone (10.1 months compared to 7.4 months p=0.04). The addition of
cituximab to chemotherapy increased the response rate from 20% to 36% (p<0.001).
cituximab administration was associated with an increased risk of sepsis, skin rash
and infusion reactions (see abstract below).

This trial represents a well conducted investigation which for the first time shows a
prolongation of life for patients with head and neck cancer. The absolute prolongation
of life is modest, but the increased response rate rates to this new therapy are
particularly important as head and neck tumours typically grow in the airway and
upper Gl tract, and interfere with basic functions of swallow, breathing and speech.
No quality of life data on this trial has yet been presented to my knowledge.

Implementation of this new therapy to the NHS would be associated with increased
cost of both the cituximab medication itself, and also increased administration costs.

It is my opinion that cituximab combined with cisplatin or carboplatin and 5
fluorouracil represents the standard of care for patients with recurrent or metastatic
head and neck cancer and as such should be made available to NHS patients using
the criteria of the above trial.

| fear that NICE may not approve it on cost effectiveness grounds.
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Abstract

BACKGROUND: Cetuximab is effective in platinum-resistant recurrent or metastatic
squamous-cell carcinoma of the head and neck. We investigated the efficacy of
cetuximab plus platinum-based chemotherapy as first- line treatment in patients with
recurrent or metastatic squamous-cell carcinoma of the head and neck. METHODS:
We randomly assigned 220 of 442 eligible patients with untreated recurrent or
metastatic squamous-cell carcinoma of the head and neck to receive cisplatin (at a
dose of 100 mg per square meter of body-surface area on day 1) or carboplatin (at an
area under the curve of 5 mg per milliliter per minute, as a 1-hour intravenous
infusiononday 1) plus fluorouracil (at a dose of 1000 mg per square meter per day
for 4 days) every 3 weeks for a maximum of 6 cycles and 222 patients to receive the
same chemotherapy plus cetuximab (at a dose of 400 mg per square meter initially, as
a 2-hour intravenous infusion, then 250 mg per square meter, as a 1-hour intravenous
infusion per week) for a maximum of 6 cycles. Patients with stable disease who
received chemotherapy plus cetuximab continued to receive cetuximab until disease
progression or unacceptable toxic effects, whichever occurred first. RESULTS:
Adding cetuximab to platinum-based c hemotherapy with fluorouracil (platinum-
fluorouracil) significantly prolonged the median overall survival from 7.4 months in
the chemotherapy-alone group to 10.1 months in the group that received
chemotherapy plus cetuximab (hazard ratio for death, 0.80; 95% confidence interval,
0.64 t0 0.99; P=0.04). The addition of cetuximab prolonged the median progression-
free survival time from 3.3 to 5.6 months (hazard ratio for progression, 0.54;
P<0.001) and increased the response rate from 20% to 36% (P<0.001). The most
common grade 3 or 4 adverse events in the chemotherapy-alone and cetuximab
groups were anemia (19% and 13%, respectively), neutropenia (23% and 22%), and
thrombocytopenia (11% in both groups). Sepsis occurred in 9 patients in the
cetuximab group and in 1 patient in the chemotherapy-alone group (P=0.02). Of219
patients receiving cetuximab, 9% had grade 3 skin reactions and 3% had grade 3 or 4
infusion-related reactions. There were no cetuximab-related deaths. CONCLUSIONS:
As compared with platinum-based chemotherapy plus fluorouracil alone, cetuximab
plus platinum-fluorouracil chemotherapy improved o verall survival when given as
first-line treatment in patients with recurrent or metastatic squamous-cell carcinoma
of the head and neck.
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NATIONAL INSTITUTE FOR HEALTH AND CLINICAL EXCELLENCE

Single Technology Appraisal

Cetuximab for the treatment of metastatic and/or recurrent squamous
cell carcinoma of the head and neck

Expert statement declaration form

Please sign and return by email to:
jeremy.powell@nice.org.uk

If email is not possible, please return by fax to Jeremy Powell, Project
Manager
on 020 7061 9830

or by post to: NICE, MidCity Place, 71 High Holborn, London WC1V 6NA

| confirm that:

« | agree with the content of the statement submitted by the British
Association of Otolaryngologists-Head and Neck Surgeons and consequently |
will not be submitting a personal statement.

Name: Mr Vinidh
Signed:

Date: P_A{--J‘ITWTE

Page 1 of 1

F P ag-



	dekowski2
	hewett2
	jones4
	nutting2
	paleri4

