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A FEASIBILITY STUDY OF PRE-OPERATIVE INTRATUMOURAL INJECTION OF THE HERPES SIMPLEX 

VIRUS MUTANT, HSV1716, IN PATIENTS WITH RESECTABLE ORAL SQUAMOUS CELL TUMOURS 
 laboratory study of the cytotoxic effects 
f HSV1716 alone and in combination with 
isplatin in head and neck squamous cell 
arcinoma (SCC) 
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im 
he project involved clinical and laboratory elements, 
nning in parallel. Both elements involved the use of 
potential head and neck cancer cell-killing virus 
lled HSV 1716. This virus is a modified version of 
e herpes simplex virus type-1, which causes cold 
res. It is designed to replicate in and kill cancer 
lls, while leaving healthy normal cells alive.  The 
ain objective of our clinical study was to determine 
hether HSV 1716 could be safely injected into 
atients with mouth cancer.  In the laboratory, our 
ms were to determine whether HSV 1716 could 
plicate in and kill head and neck cancer cells. Also 
 see whether there was any enhanced cell kill when 
SV 1716 was combined with cisplatin, a 
emotherapy agent commonly used to treat head 
d neck cancer. 

roject Outline/Methodology 
0 patients with squamous cell mouth cancer were 
cruited into a phase 1 clinical safety trial. They 
ere all injected with HSV 1716, under local 
aesthetic, prior to having the cancer formally 
cised. The dose of HSV 1716 varied and the 
terval between injection and tumour excision 
nged between 24 hours and 14 days.   

 different laboratory prepared squamous cell cancer 
ll lines were used to test the ability of HSV 1716 to 
plicate in and to kill them, both alone and in the 

resence of cisplatin. 

ey Results 
e found intra-oral injection of HSV 1716 to be very 
ell tolerated in every patient, with no evidence of 
y toxicity.  We have shown, in the laboratory, that 

SV1716 replicates in and kills head and neck 
uamous cancer cells. 

 
Conclusions 
The clinical phase 1 study demonstrates conclusively 
that HSV1716 can be injected into patients with oral 
squamous cell carcinoma easily and with no 
concomitant toxicity. This establishes a safety profile 
for a virus, which in its unmutated state could cause 
life-threatening encephalitis in humans.  We have 
shown that head and neck squamous cancer cells are 
a potential target for the selectively replicating 
herpes simplex virus HSV1716. More importantly we 
have shown that combining this agent with cisplatin 
has additive cell kill in this cell type. 
 
What does this study add to the field? 
This is the first clinical or laboratory study 
investigating HSV 1716 in head and neck cancer and 
demonstrates that  it is a potential head and neck 
cancer therapy. 
 
Implications for Practice or Policy 
Head and neck cancer accounts for 4% malignancies 
in the UK. Most people present with advanced 
disease, which has a poor prognosis. Overall the 
modifications of established cancer therapies, 
including surgery, radiotherapy and chemotherapy, 
have not had a significant impact on patient survival. 
There is a great need for the development of novel 
therapies.  We believe that HSV1716 is a potential 
novel head and neck cancer therapy. 
 
Where to next? 
In vivo studies and a phase II efficacy trial combining 
HSV1716 with standard chemotherapy agents are 
indicated to investigate further the role of HSV1716 
in head and neck cancer. 
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