
Inclusion Criteria1

Male and female patients aged 18 years or older

Disease progression following receipt of platinum based therapy administered for 
R/M disease 

Patients with recurrent and/or metastatic (R/M) head and neck squamous cell carcinoma, 
after failure of first-line therapy

LUX-HEAD & NECK 1 
A randomised open-label Phase III study evaluating the efficacy and safety of afatinib* in patients 
with recurrent and/or metastatic head and neck squamous cell carcinoma** after failure of previous 
platinum-based chemotherapies, versus methotrexate (a chemotherapy)
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let’s work
1. LUX-Head & Neck 1 on clinicaltrials.gov 2. Machiels et al. LUX-Head & Neck 1: Afatinib versus methotrexate as second-line treatment for patients (pts) with recurrent and/or metastatic (R/M) head and neck squamous cell 
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LUX-Head & Neck 1 Trial Design2

PRIMARY ENDPOINT: Progression-Free Survival (PFS: length of time before the tumour starts to progress)
KEY SECONDARY ENDPOINT: Overall Survival (OS: length of time a patient lives for)
Results presented at ESMO 2014 

Patients with R/M head 
and neck squamous 
cell carcinoma after 
disease progression 
following receipt of 
platinum based therapy  

Afatinib* – oral, daily 
(irreversible ErbB 
Family Blocker)

Methotrexate – 
intravenous infusion, 
weekly (chemotherapy)
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In quality of life questionnaires, patients taking afatinib* 
reported significantly less pain and a delay in time to 
worsening of symptoms including pain, swallowing and 
global health status (overall health and quality of life), 
when compared to chemotherapy2

There were fewer drug-related dose reductions 
and discontinuations for patients taking afatinib* 
compared to chemotherapy2Swallowing Global health 

status 

Improved Symptoms 

LUX-Head & Neck 1 met its primary endpoint of progression-free survival by showing afatinib* 
significantly delayed tumour growth versus chemotherapy in patients following failure of their previous 
treatment, reducing the risk for disease progression by 20%2 
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Trial Sites
Italy
Japan
Mexico
Russia
South Africa
Spain
Sweden
Switzerland
USA

Argentina
Austria
Belgium
Brazil
Czech Republic
Denmark
France
Germany
Greece 
Israel

Median Progression-Free 
Survival

Median Overall 
Survival***

6.0
6.8

Disease Control Rate 
(percentage of patients whose 
tumour size was stable or reduced)

49.1
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)
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*Afatinib is approved in a number of markets, including the EU, Japan, Taiwan and Canada under the brand name GIOTRIF® and in the US under the brand name GIOTRIF® for use in patients with distinct types of EGFR mutation-positive 
NSCLC.  Afatinib is under regulatory review by health authorities in other countries worldwide. Afatinib is not approved in other indications. **Most head and neck cancers begin in the squamous cells that line the mucosal surfaces in the 
head and neck. (ref: NIC - http://www.cancer.gov/cancertopics/factsheet/Sites-Types/head-and-neck). ***Treatment with afatinib* versus chemotherapy showed a non-significant improvement in overall survival and objective response rate. 


