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1 Scientific Background 2 Foxy-5

3 Phase 2 clinical trial

▪ WntResearch has developed 

Foxy-5, a peptide mimicking

WNT5A

▪The formulation developed for the 

Foxy-5 hexapeptide is a freeze 

dried product

▪The drug product readily dissolves 

in saline for injection

▪ The secreted, extracellular 

protein WNT5A supresses 

cancer progression 

primarily by keeping the 

cancer tumour cells in

place

▪ Impaired WNT5A 

signalling in breast, colon 

and prostate cancer

promotes metastasis

5 Contact4 Summary

• Although much progress has been made in the development of cancer treatments, there is
currently no drug in the market which targets the metastatic process itself.

• Given that metastasis is estimated to be responsible for approximately 90% of cancer deaths,
new insights are clearly necessary.

• WntResearch is proposing a novel approach to this question with Foxy-5.

• This peptide, developed by WntResearch, has been shown to primarily impair the migration
and invasion of cancer cells and thereby preventing the occurrence of metastases.

For more information and for collaboration or
licencing opportunities please contact
WntResearch’s CEO, Dr Peter Morsing at the
details below.

Trial Rationale
• Foxy-5 is expected to decrease migration of cancer cells, in subjects with low/absent levels of Wnt-5a 

protein in their primary tumour and hence result in lower recurrence and a better overall survival. 
• The trial intends to establish the safety and tolerability of Foxy-5 and to evaluate early signs of anti-

metastatic activity in subjects with resectable colon cancer.

Timelines 
• First patient in the trial April 3rd, 2019 
• First data read-out by Q2 2020 – study complete by end 2022

Trial Population
• Subjects with resectable adenocarcinoma of the colon and who, fulfil the local criteria for adjuvant post-

operative chemotherapy.
• Based on CT/MRI the subjects should be judged to be T1-4, N1-2, M0 or T4, N0, M0 As per TN 

classification of colon cancer (8th edition, 2017)
• Exact staging will be confirmed after surgery.
• Male and female subjects whom are 18 years or older are planned to be included in this trial as the 

product is intended for use in men and women.

Trial Design
• The trial is designed to evaluate the effect of Foxy-5 treatment with low Wnt-5a expression in their

tumour.
• Subjects will be randomized 1:1 to either the Foxy-5 Treatment Arm (up to 90 subjects) or Control Arm

(up to 90 subjects).
• All subjects randomized to the Foxy-5 Arm should receive at least nine (9) administrations of Foxy-5

monotherapy (1.8 mg/kg, intravenously [IV], three administrations per week) prior to planned surgery.
• Foxy-5 will continue to be administered three times a week for a total of 39 administrations or until the

start of adjuvant post-operative chemotherapy, whichever occurs first.
• The study has been powered to detect a 20% difference in ctDNA positivity (surrogate for relapse)

between arms for the low WNT signature tumours

Primary Endpoints
• The incidence of adverse events (AEs) related to Foxy-5 administration of Grade 3 and higher according to 

the National Cancer Institute – Common Terminology Criteria for Adverse Events (CTCAE, version 5.0) and 
the Clavien-Dindo classification of surgical complications. 

• In the setting of the current trial, ctDNA levels will be monitored at defined time intervals in all enrolled 
patients to evaluate the effect of Foxy-5 treatment on the recurrence of the tumours over time.

Secondary Endpoints
• OS, DFS, RFI at 2 years after resection of the colon cancer
• The level of ctDNA in plasma of subjects with Wnt5a high colon cancer

▪ Foxy-5 has shown a radical 

inhibition of tumour spread by 

reconstituting WNT5A

signalling

▪Foxy-5 inhibits the release of 

tumour cells from the tumour 

tissue.

▪Furthermore, circulating tumour 

cells are prevented from 

leaving the bloodstream to 

enter tissue by Foxy-5


