
A Phase III trial of risk-stratified, reduced intensity adjuvant treatment in patients undergoing transoral surgery for 
Human papillomavirus (HPV)-positive oropharyngeal cancer

An international, multicentre, parallel group randomised controlled trial

Introduction
Human Papillomavirus Positive Oropharyngeal Squamous Cell Carcinoma (HPV+ OPSCC) is 
increasing in incidence globally. Current treatment protocols cause significant acute and late 
toxicities, with swallowing dysfunction being the main late toxicity affecting quality of life 
(QOL). 

Methods

Conclusion
• PATHOS will determine whether better long-term swallowing outcomes are possible by reducing the 

intensity of adjuvant treatment after transoral surgery, either by lowering the dose of radiotherapy 
or, in participants with <1mm margins and/or ECS, omitting chemotherapy. 

• Crucially, the study is powered to prove survival non-inferiority in the de-intensified adjuvant 
treatment arms. 

• PATHOS will also develop and strengthen UK and international collaborations to standardise transoral 
surgery protocols, surgical margin assessments, speech and language therapy measurements and 
adjuvant Intensity Modulated Radiotherapy (IMRT) protocols, coordinated internationally by the UK 
National Radiotherapy Trials Quality Assurance Group.
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Progress Sites

Country Nr of sites Collaborators

UK 34

USA 2

France 12

Germany 10

Australia 1

Switzerland 
Spain 

Netherlands

2
2
1
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Surgery: Transoral Surgery + Neck Dissection (TLM, TORS, Huet Procedure, Endoscopic Assisted) 

 

 

Pathology defined Treatment Group Stratification  

Group A 
(LOW RISK) 
No Adverse 

Pathological Features 

 

Group B 
(INTERMEDIATE RISK) 

T3, N2a or N2b, Perineural 
Invasion, Vascular Invasion, 

close margins (1-5mm) 

 

Group C 
(HIGH RISK) 

Positive margins (< 1mm) with 
negative marginal biopsies    

and/or Extra capsular spread 
(ECS) 

 

No Adjuvant 
Treatment  

 

Arm B1 
(Control Arm) 
PORT 60Gy/30 

Fractions 

 

 

Arm B2 
(Test Arm) PORT – 
50Gy/25 Fractions 

 

Arm C1 
(Control Arm) 

POCRT –60Gy/30# 
plus Cisplatin 

 

Arm C2 
(Test Arm)  PORT 

–60Gy/30# 
alone 

End of Treatment (4 weeks post treatment), 6, 12 and 24 months 
Clinical follow-up for 5 years 

  
 

RANDOMISATION 

 

Reconfirm Consent after Group Allocation 

 


