Progress Report: Sri Lanka Clinical Trials Registry

SLCTR registration number: SLCTR/2014/017

Scientific title of trial: A Phase III, Open-label, Randomized, Multi-center Study of the
Effects of Leukocyte Interleukin, Injection [Multikine] Plus Standard of Care (Surgery +
Radiotherapy or Surgery + Concurrent Chemoradiotherapy) in Subjects with Advanced
Primary Squamous Cell Carcinoma of the Oral Cavity / Soft Palate Versus Standard of
Care Only

Date of commencement (enrolment of first participant):17/Dec/2014

Progression: 6 months [ 1 year x 2 years U 3 years U

At completion O

1. Baseline data
Date of commencement: 17/Dec/2014
Any changes to the trial design/ methodology/ protocol after commencement: No

Any changes to trial outcomes after commencement: No

2. Current status

Recruitment status: Recruiting

Number assessed for eligibility: 15

Number recruited and randomized: 5

Number allocated to each intervention/arm: Invetigational arm :3 Control arm:2

Losses/exclusions after randomization: 1

3. Trial output

Summary of Interim/Final data (if available): NA
Presentations of results at scientific meetings: NA

Publications: N/A



.................................................................................. . Date:
Dr.Mahendra Perera, MBBS, MD, Dip.RT

Consultant Oncologist & Radiotherapist,

National Cancer Institute, Maharagama, Sri Lanka.



