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Study Title: Vascular Targeted photodynamic therapy with WST11 for T1a Renal Tumours
REC Ref/ CTA No: 12/SC/0281
Chief Investigator: Mark Sullivan 
Sponsor: University Of Oxford

	List of Principal Investigators and Sites
	Mark Sullivan,  Churchill Hospital,  Oxford

	List of Publications (or plans for publications) including those for patients (if applicable)
	Plan for publication on Proof Of Concept study

	Study Start and End Dates
	11.7.13 – 11.2.17

	Study Design
	Phase I/II, non-randomised, open label single-centered controlled, proof of concept trial.

	No. of Patients (planned and analysed)
	45 screened, 5 enrolled and completed

	Main inclusion/exclusion criteria
	Inclusion criteria: 
· Participant is able and willing to give informed consent for participation in the study
· Man or woman of non-child bearing potential, aged 50 years or above
· Lesions suspicious for renal cell carcinoma on triple phase CT that are <4cm in maximum diameter and suitable for surgical resection
· Participant must be in sufficiently good health to be suitable for general anaesthesia for both VTP treatment and subsequent surgical resection of tumour
· Subjects must have > 1 evaluable tumour which can be visualised on diagnostic ultrasound. If more than 1 tumour exists, an index tumour will be nominated and treated (uncommon)
· Previous chemotherapy and/or biological therapy for cancer are permitted but the subject should have recovered fully from the effects of these and any prior surgery (minimum of 28 days)
· Patients should not have received radiotherapy to the target area within the preceding 12 months
· Subject has clinically acceptable haematological, electrolyte and hepatic function as demonstrated by serum laboratory values within 14 days of VTP treatment
· Participants have a clinically acceptable ECG
· Able (in the investigators opinion) and willing to comply with all study requirements
· Willing to allow his or her General Practitioner and Consultant if appropriate, to be notified of participation in the study

Exclusion criteria:
· Women of child bearing potential

· Significant hepatic impairment
· Significant renal impairment as to mean surgical resection is unsuitable
· Clinical or radiological evidence of metastatic disease
· Subjects with tumours lying adjacent to vital structures such that VTP treatment would risk damage to these structures
· Subjects currently taking immunosuppressive medication
· Patients whose medical conditions need the following medications which have potential photosensitising effects (tetracyclines, sulphonamides, phenothiazines, sulfonylurea, hypoglycaemic agents, thiazide diuretics, griseofulvin and amiodarone). If these treatments cannot be stopped or replaced by other treatments without photosensitising properties
· Patients who have an absolute need for  anticoagulant drugs or antiplatelet drugs which cannot be withdrawn during the 10 days prior to the VTP procedure
· Scheduled elective surgery or other procedures requiring general anaesthesia during the study
· Any other significant disease or disorder which in the opinion of the investigator may either put the participants at risk because of participation in the study or may influence the result of the study or the participants ability to participate in the study
· Participants involved in the treatment phase of a clinical trial (observational or follow up studies will be allowed)
· An American Society of Anaesthesiologists (ASA) score of > 3
· A World Health Organisation (WHO) performance status of > 2

	Investigational Medicinal Product(s) (including comparator, if applicable), mode of administration and batch number(s)
	WST11 (palladium bactereopheophorbide monolysotaurine), given as an intravenous infusion.
Lot numbers P09609 (vial nos 00002 and 00006), P00611 (vial nos 00021, 00023, 00024 and 00025)

	Duration of Treatment
	13 months

	Primary and Secondary Objective(s)
	Primary: To evaluate efficacy of WST11 VTP treatment as assessed by histology in T1a renal tumours
Secondary: To evaluate technical success of WST11 VTP treatment as assessed by radiology follow-up in T1a renal tumours (radiological evidence of tumour destruction at day 12 following VTP treatment)
To evaluate safety and toxicity of WST11 VTP treatment for T1a renal tumours
To improve treatment parameters and patient selection for future treatments of T1a renal tumours

	Endpoints/ Outcome Measure(s)
	Primary Endpoint: 
· Histological evidence of necrosis at resection (technique effectiveness)

Secondary Endpoints:
· Radiological evidence of tissue destruction at day 12 (technical success)
· Adverse events according to Common Toxicity Criteria (CTCAE)


	Statistical Methods
	Baseline characteristics of the patients will be summarised. Results will be reported using the mean, range and standard deviation or the numbers in each category for categorical variables. Summary statistics  will be used to assess the effectiveness of ablation using follow up radiology and histology. Within patient the targeted  volume of treatment during treatment will be compared with the actual volume of treatment seen on MRI and histology

All patients who complete their VTP treatment, together with radiological follow up at day 12 and subsequent surgical resection of the kidney tumour will be included in the data analysis. Those patients who do not complete all aspects of the analysis will continue to be followed

	Conclusions 
	Study terminated early as slow recruitment and no MRI changes evident post treatment despite evidence of necrosis histologically. Proof of concept study but need new ways to be able to image this type of tumour necrosis to allow further development for clinical use.
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