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SUMMARY 

Dusquetide is in clinical development for the treatment of chemoradiation induced oral 

mucositis (OM) in patients with squamous cell carcinoma of the head and neck. OM is 

the most common toxicity in patients with head and neck cancer who are treated with 

chemoradiation, which not only impairs their function and quality of life but also affects 

their survival and outcomes from the disease. OM is characterised as an inflammation 

of the oral and gastrointestinal mucous membranes accompanied by many complex 

mucosal and submucosal changes. Symptoms of OM vary from pain and discomfort to 

an inability to tolerate food and fluids. 

 

Dusquetide is administered intravenously. It works by controlling the immune 

response system and intracellular signalling pathways. Dusquetide is effective in 

reducing inflammation, reducing bacterial infection and aiding in the tissue healing. If 

licensed, dusquetide may offer a treatment option for OM in patients with concomitant 

chemoradiation treatment for squamous cell carcinoma of the head and neck. 
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  PROPOSED INDICATION 
 

Treatment of oral mucositis (OM) in patients with concomitant chemoradiation therapy for 
squamous cell carcinoma of the head and neck.1 

TECHNOLOGY 

DESCRIPTION 

Dusquetide (SGX942) is a first-in-class Innate Defense Regulator (IDR) that modulates the 
innate immune response to both pathogen-associated molecular pattern (PAMPs) and 
damage-associated molecular patterns (DAMPs) by binding to p62, a key adaptor protein that 
functions downstream to the key sensing receptors that trigger innate immune activation. 
Dusquetide controls the cellular signalling from pro-inflammatory, pro-macrophage response 
to an anti-inflammatory, heightened pro-macrophage response, which leads to decreased 
inflammation with increased bacterial clearance and tissue healing.2 
 
Dusquetide is in clinical development for the treatment of OM in patients with concomitant 
chemoradiation therapy for head and neck cancer.1 In phase III clinical trial (DOM-INNATE; 
NCT03237325), patients received an intravenous infusion of dusquetide at a dose of 1.5 mg/ml 
twice a week starting within 3 days after initiating radiation therapy and continuing through 2 
weeks after radiation therapy ends.1 

INNOVATION AND/OR ADVANTAGES 

Dusquetide belongs to a new class of short, synthetic peptides. It has a novel mechanism of 
action whereby it modulates the body’s reaction to both injury and infection towards an anti-
inflammatory, anti-infective and tissue healing response by binding to a protein known as p62. 
There are no other drugs that target the p62 protein.2,3 Dusquestide modulates the response 
of the innate immune system in response to various stimuli, including infection, tissue damage 
and inflammation. It also accelerates the resolution of tissue damage following exposure to a 
variety of agents including bacterial pathogens, trauma and chemo and/or radiation therapy.3 
 
Dusquetide, has the potential to address each of the stages of the pathogenesis of oral 
mucositis by decreasing the innate immune amplification of damage signalling (and subsequent 
exacerbation of tissue damage), decreasing the incidence and increasing the clearance of any 
secondary infections aiding in the tissue healing and resolution of mucositis.2 
 
Dusquetide has demonstrated efficacy in preclinical models emphasising all three aspects of its 
activity.3 Furthermore, in a phase II clinical study evaluating a dose of 1.5 mg/kg, dusquetide 
successfully reduced the median duration of severe oral mucositis by 67% in patients receiving 
the most aggressive chemoradiation therapy for the treatment of their head and neck cancer. 
In addition to OM findings, increased incidence of complete response of tumour, decrease in 
infection rate and an increased 12-month survival were observed with dusquetide 
treatment.3,4  

DEVELOPMENT STATUS AND/OR REGULATORY DESIGNATIONS 

Dusquetide does not currently have Marketing Authorisation in the EU/UK for any indication.  
 
Dusquetide has received promising innovative medicine (PIM) designation in the UK in 
December 2016.5 
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Dusquetide has received Fast Track designation by US FDA  in June 2013 for the treatment of 
oral mucositis as a result of radiation/or chemotherapy in head and neck cancer.6  
 
The safety of single and multiple ascending doses of intravenous (IV) dusquetide was 
demonstrated in a placebo-controlled study of 84 healthy human volunteers, in which 
dusquetide was found to be safe and well tolerated. In the groups receiving multiple doses, 
most adverse events (AEs) were related to minor infusion/venipuncture reactions. Other 
reported AEs were somnolence (4/20 dusquetide patients, 2/10 placebo patients), alanine 
aminotransferase (ALT) elevation (3/20 dusquetide patients, 1/10 placebo patients), and back 
pain (3/20 dusquetide patients, 1/10 placebo patients).2 

 

PATIENT GROUP 

DISEASE BACKGROUND 

Oral mucositis (OM) is one of the most common side effects of chemo and radiotherapies of the 
various head and neck cancers.7 OM is characterised by inflammatory and ulcerative reactions 
in the oral cavity.8 The epithelial cells of the oral mucosa undergo rapid turnover, usually every 
7 to 14 days, which makes these cells susceptible to the effects of cytotoxic therapies. Both 
chemotherapy and radiation therapy can interfere with the maturity and cellular growth of 
epithelial cells, causing changes to normal turnover and cell death.9 OM incidence for all grades 
in head and neck cancer patients is approximately from 59%-100% after receive radiotherapy 
or chemoradiation.10 
 
Some of the major risk factors include age, nutritional status, type of malignancy, oral care 
during treatment, and neutrophil count before treatment. In general, younger patients are 
more prone to mucositis because of rapid epithelial mitotic rate, or the presence of more 
epidermal growth factor receptor.9 
 
OM can occur shortly after chemotherapy administration, with a peak in symptoms between 7 
and 14 days after treatment. Symptoms typically resolve 14 to 21 days after treatment. The 
onset of symptoms for radiation-induced OM occurs 2 to 3 weeks after the first treatment and 
continue during radiation therapy. OM has a profound effect on the quality of life it is typically 
very painful and can be highly painful. Severe OM can result in swallowing impairment and/or 
pain that prevents oral intake results in weight loss, anorexia, malnutrition, anaemia, and 
fatigue and frequently requires chemotherapy or radiation treatment modification, 
interruption, or discontinuation.11 

CLINICAL NEED AND BURDEN OF DISEASE 

In general, OM occurs in more than 90% of patients who receive radiation or chemotherapy for 
head and neck tumour. It occurs in almost all the patients who are treated for cancers of mouth, 
oropharynx, nasopharynx and in approximately two-thirds of those for cancers of the 
hypopharynx or larynx.12 
 
Data from patients in England treated with chemotherapy between 2013 and 2015 for 
malignant tumours of the oral cavity, oropharynx and other head and neck suggest that 6,864 
and 11,557 received chemotherapy and radiotherapy respectively as part of their treatment.13 
Applying the prevalence estimated from above, between 6,177 and 10401 head and neck 
patients in England that received chemotherapy and radiotherapy respectively as part of their 
treatment would develop OM. 
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Studies suggest that chemoradiation induced OM presents a significant burden for cancer 
patients and can increase hospital stay.8,14,15Another study has reported, OM incidence for all 
grades from range 59.4% to 100% when follow-up after radiotherapy or chemoradiotherapy.10 
 
Hospital episode statistics (HES) for England 2018-19 recorded 1,409 finished consultant 
episodes, 1,169 admissions for oral mucositis (ulcerative) as primary diagnosis (ICD-10 code 
K12.3), resulting in 4,997 bed days and 280 day cases. The HES for the same time period 
recorded an overall total of 11,009 cases of OM as all diagnosis.16 

 

PATIENT TREATMENT PATHWAY 

TREATMENT PATHWAY 

Although its complex biological nature makes the conventional management of OM a 
challenge, many strategies are used to minimise the adverse effects of anticancer treatment, 
includes patient education, non-medicated saline rinses, dose reduction and other both 
therapeutic and preventive measures.12,17 
  
The common treatment and preventive measures include comprehensive oral hygiene, good 
hydration, a bland soft diet and avoiding alcohol and tobacco may increase the person’s 
comfort. Ice, water-based moisturisers, painkillers and non-steroidal anti-inflammatory drugs 
can help reduce symptoms. Antibiotics may be needed to treat infectious complications. Drugs 
can be sometimes used to prevent or treat OM.18  
 
Given the number of variables involved in the development of mucositis, it is unlikely that any 
one prophylactic or treatment regimen will prove suitable for all patients.19 Low-level laser 
therapy for preventing or treating oral mucositis caused by radiotherapy or chemotherapy is 
currently recommended as an interventional procedure.8 

CURRENT TREATMENT OPTIONS 

Currently, there are no NICE recommended medicines for the treatment of chemoradiation 
induced OM for squamous cell carcinoma of the head and neck. 

PLACE OF TECHNOLOGY 

If licensed, dusquetide will offer a treatment option for chemoradiation induced OM for 
squamous cell carcinoma of the head and neck patients.1 

 

CLINICAL TRIAL INFORMATION 
 

Trial DOM-INNATE,NCT03237325; A pivotal, double-blind, randomized, 

placebo-controlled, multinational study of SGX942 (dusquetide) for the 

treatment of oral mucositis in patients being treated with concomitant 

chemoradiation for the treatment of squamous cell carcinoma of the head 

and neck 

Phase III- Ongoing 

Location(s): EU (including UK) and USA 

https://clinicaltrials.gov/ct2/show/NCT03237325
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Trial design Randomised, parallel assignment, quadruple blinding 

Population N= 260 (planned); squamous cell carcinoma of the oral cavity or oropharynx 

without distant organ metastases 

Intervention(s) Dusquetide 
 Patients received intravenous infusion of dusquetide at a dose of 1.5 

mg/ml twice a week starting within 3 days after initiating radiation 
therapy and continuing through 2 weeks after radiation therapy ends 

Comparator(s) Placebo  
 Placebo is 0.9% sodium chloride (normal saline). The treatment 

preparation, frequency and duration of therapy are identical to that of 
the active drug. 

Outcome(s) Duration of severe oral mucositis (SOM) [Time frame: approx. 13 months] 

See trial record for full list of other outcomes 

Results 

(efficacy) 

- 

Results (safety) - 

 

ESTIMATED COST 

The estimated cost of dusquetide is not yet known.  

 

RELEVANT GUIDANCE 

NICE GUIDANCE 

 NICE Interventional procedures guidance. Low-level laser therapy for preventing or 
treating oral mucositis caused by radiotherapy or chemotherapy (IPG615). May 2018.  

NHS ENGLAND (POLICY/COMMISSIONING) GUIDANCE 

 Not relevant guideline was identified 

OTHER GUIDANCE 

 UK Oral Management in Cancer Care Group. Oral Care guidance and support in cancer and 
palliative care. Third Edition. June 2019.20 

 NHS Royal Cornwall Hospitals. NHS Trust. Prevention and Treatment of Oral 
Complications and Oral Mucositis for Patients Receiving Systemic Anti-Cancer Treatment 
(SACT) Clinical Guideline. June 2019.21 

 Royal College of Surgeons. The Oral Management of Oncology Patients Requiring 
Radiotherapy, Chemotherapy and / or Bone Marrow Transplantation. Updated 2018.21 

 European Society of Medical Oncology (ESMO) clinical practice guidelines on management 
of oral and gastrointestinal mucosal injury 2015.22 
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ADDITIONAL INFORMATION 

Soligenix Ltd did not enter information about this technology onto the UK PharmaScan 
database; the primary source of information for UK horizon scanning organisations on new 
medicines in development. As a result, the NIHR Innovation Observatory has had to obtain data 
from other sources. UK PharmaScan is an essential tool to support effective NHS forward 
planning; allowing more effective decision making and faster uptake of innovative new 
medicines for patients who could benefit. We urge pharmaceutical companies to use UK 
PharmaScan so that we can be assured of up-to-date, accurate and comprehensive information 
on new medicines. 
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