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Abstract

Project Code : MRG5080037
Project Title : Melatonin in Reduction of Chemotherapy — Induced Toxicity: Pharmacokinetics
— pharmacodynamics and increase of quality of life of cancer patients receiving chemotherapy
— MIRCIT trial)
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Co-Investigators: Assistant Prof. Julrhat Konsin (Faculty of Pharmaceutical Sciences, Khon
Kaen University), Assistant Prof. Aumkhae Sookprasert (Faculty of Medicine, Khon Kaen
University), Dr. Jeffrey Roy Johns (Faculty of Pharmaceutical Sciences, Khon Kaen University)
E-mail Address : pnutja@kku.ac.th
Project Period : December 2006 — November 2008

The Melatonin In Reduction of Chemotherapy-Induced Toxicity (MIRCIT) trial was
conducted to evaluate the effect of melatonin compared with placebo on oxidative stress,
adverse events, tumor response, and quality of life (QOL) of cancer patients receiving
chemotherapy. It was a randomized, double-blind, placebo, controlled trial conducted in
advanced cancer patients diagnosed with non-small cell lung cancer, breast, head and neck or
sarcoma. Patients were randomized using mixed-block randomization, stratified by cancer
type, into three groups: melatonin 10 mg, melatonin 20 mg or matched placebo. The patients
took the studied drugs for six months. Data collection included tumor status and adverse
events using the RECIST criteria and CTCAE version 3 respectively. QOL was assessed with
the Functional Assessment of Chemotherapy Treatment — General (FACT-G). Malondialdehye
(MDA) and 8-isoprostane were measured for oxidative stress. In preliminary results of 30
patients, there were 10 patients in each group. The melatonin group report more reduction of
MDA and 8-isoprostane compared with placebo. Fewer adverse events were reported in
melatonin group than plancebo regarding fatigue, anorexia, weight loss and anemia. There
was no difference of tumor response in all groups. Improvement of FACT-G score was
reported in 20 mg melatonin more than placebo at both one month after treatment (50% vs.
30%) and two months after treatment (40% vs. 20%). Melatonin has shown a potential as an
adjuvant therapy to reduce oxidative stress, adverse events and improve QOL of advanced
cancer patients receiving chemotherapy. Limitation of small sample size precluded detection of
statistical significance. Continued study with a larger sample size is warranted, and ongoing.
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