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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): 
 

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

 
- a specialist 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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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 GI 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.  
I fear that NICE may not approve it on cost effectiveness grounds. 



Professional organisation statement template 
 

National Institute for Health and Clinical Excellence 
Clinical expert statement template 
Cetuximab for the treatment of metastatic and/or recurrent squamous cell carcinoma of 
the head and neck  

3 

  
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 
infusion on day 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 chemotherapy 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 to 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). Of 219 
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 fluo rouracil alone, cetuximab 
plus platinum-fluorouracil chemotherapy improved overall 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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