
 

 

  

 

Clinical Trials Summary for out of hours 
Important Reference 

Acronym study 
title 

 
ARTEMIS - Augmenting RadioTherapy in REctal Cancer to 
Minimise Invasive Surgery 
 
 

Study Details Randomised phase II, multi-centre open-label study 
All patients will receive standard radiotherapy: 
 

1) Long-course chemoradiation (LCCRT) - 45Gy in 25 
daily fractions treating once per day Monday-Friday 
over 5 weeks, with a synchronous integrated small 
volume boost to the gross tumour volume (GTV) of 
50Gy in 25 fractions. In addition, any other areas on 
staging MRI considered to represent definite 
macroscopic disease by the MDT will also receive an 
SIB to 50 Gy including extra-mural vascular invasion 
and involved lymph nodes (including involved pelvic 
side wall nodes).  
Concurrent capecitabine will be given on the days of 
radiotherapy orally at 825mg/m2 twice daily throughout 
the radiotherapy course.  

OR 
2) Short-course radiotherapy (SCRT) - 25Gy in 5 daily 
fractions  
treating once per day Monday-Friday over 5 days (without 
concurrent chemotherapy). 
 
Chemotherapy: All patients will receive 12 weeks of 
FOLFOX or CAPOX starting 3 weeks after the last 
radiotherapy treatment (clinical choice on a patient-by-
patient basis). 
 
Control Arm: LCCRT or SCRT followed by FOLFOX or 
CAPOX. 
Intervention Arm: LCCRT or SCRT followed by FOLFOX or 
CAPOX with the addition of immunotherapy agent, 
AN0025. 
 
AN0025 is given orally at a dose of 500mg once a day (QD)  
continuously, 7 days a week starting two weeks before 
SCRT/LCCRT and continuing until the end of the 12 week 
course of FOLFOX/CAPOX. 
 
1) LCCRT - AN0025 starts 14 days prior to start of LCCRT 
and  
continues for ~22 weeks*, QD, 7 days per week.  



 

 

 

2) SCRT - AN0025 starts 14 days prior to start of SCRT and 
continues for ~18 weeks*, QD, 7 days per week. 
 
*Please note this is dependent on a 3 week gap between 
completion of SCRT/LCCRT treatment and start of 
CAPOX/FOLFOX chemotherapy treatment, therefore number 
of weeks will change dependent on the gap (maximum one 
extra week permitted). 
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Drug therapy AN0025 (Immunotherapy) in addition to FOLFOX or CAPOX 
Chemo regimes 
 

In the event that 
a patient calls 
this hotline for 
advice 

 
ARTEMIS DRUG INTERRUPTION AND DOSE 
MODIFICATION FOR TOXICITY protocol section 7.4 



 

 

  



 

 

  



 

 

 

 



 

 

 

 
    

 

 

   

 

  

 

 

 

 

 

 

 

 

 



 

 

 

  

 
 



 

 

 

 

 



 

 

 

 

 

 
 

 

 

   

     

     

   

 

 



 

 

  
 

 

 

 
 

 

     

 

 

   

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

   

 

 

 

 

   

 

 

 

 

 



 

 

 

 

 

 

 



 

 

  

 

 

   



 

 

 

 

     

 

 

 

  

 

 
 

 

 

 

 
 

 

 

  

 

 

 

 



 

 

 

 
 

  

     

     

    

    

    

     

    

    

  

 

 

 

 



 

 

    

 

 

 
 

 

 

 

 

 

 

  

 

 



 

 

 

 

 

      

 

 

     

 

 
 

 
 

  
 

 
 

 

  

 

 

 

  

 

 

 

 

 

 
 

 
 

  
 

 
 

 

 

 

 

 

 

 

 

 
 

 
 

 

 

 

     

 

    



 

 

 
 

     

 

    

 



 

 

  



 

 

 

   

  

 

  

 

   

  



 

 

 

 

     

 

 

   

 

 

 
 

 

 

 

  

 

 

   
 

 



 

 

 

 

 

 
 

  

     

     

     
  



 

 

 

     

 

 

   

 

 

 

 

 

 

 

 

 
 



 

 

 

 

   

 

 

      

 

 

    

 

 

 

 

 

 



 

 

 

 

  

 

 



 

 

 

 

   

   

 

 

 

  
 

   

 

  



 

 

 

 

 

 

 

 

   



 

 

  



 

 

  



 

 

 

 


