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Abstract: Purpose: To measure the effect of melatonin on tumor response, adverse events, and quality
of life {(QOL) of advanced cancer patients.

Method: The Melatonin In Reduction of Chemotherapy-Induced Toxicity (MIRCIT) trial is a randomized,
double-blind, placebo and controlled stmdy. Advanced cancer patients received either melatonin or
placebo along with their standard chemotherapy reatment. Mixed-block randomization, stratified by
ancer type, was used to divide eligible patients into melatonin 10 mg, melatonin 20 mg or matched
placebo groups. Patients took the studied drugs at night for six months. Data on tumor status (RECIST
criteria), adverse events (CTCAE version 3) and QOL (FACT-C} were collected at the 1st, 2nd, and 3rd
cycle of chemotherapy treatment.

Results: Preliminary data of 30 patients were analyzed with 10 in each group. Baseline QOL and
characteristics of the study patients were comparable in all groups. The melatonin group had lower
incidence of fatigue, anorexia and weight loss compared to the placebo with fewer incidences of
anemia (hemoglobin < 10 g/dL) and actual weight loss (> 5% from baseline) reported. There was no
difference of tumor response. Patients receiving melatonin reported improved QOL at the 2nd and 3rd
chemotherapy cycle compared to deterioration with the placebo. Clinically meaningful improvement of
FACT-G scores was reported in 20 mg melatonin more than placebo for the 2nd {(50% vs. 30%) and the
3rd (40% vs. 20%) cycles

Conclusion: Melatonin adjuvant therapy could reduce adverse evenseand improve QOL of cancer
patients. Initiation of melatonin atan earlier stage of cancer should have mare effect. Continued study
with larger sample size is warranted, and ongoing.
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Abstract:

A randomized, double-blind, placebo controtied triat was conducted
to evaiuate the potentiai of meistonin as adjunctive therapy to
reduce adverse events and improve gusiity of life of advanced
cancer patients receiving chemotherapy. Positive results, especiaity
higher percentaqe of dinically meaningfu! improvement of quality of
life should provide further evidence to the currently limited body of
knowiadoe in this field. More studies of this kind are required for
ondusive results from metz-analysis. Meanwhile, swarensss of
dinicians to such information is essential,
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Abstract

Purpose: To measure the effect of melatonin on tumer response, adverse events, and quality

of life (QOL) of advanced cancer patients.

Method: The Melatonin In Reduction of Chemotherapy-Induced Toxicity (MIRCIT) trial is 2
randomized, double-blind, placebo and controlled study. Advanced cancer patients received
either melatonin or placebo along with their standard chemotherapy treatment. Mixed-block
randomization, stratified by cancer type, was used to divide eligible patients into melatonin
10 mg, melatonin 20 mg or maiched placebo groups. Patients 1ok the studied drugs 2t night
for six months. Data on tumor status {RECIST criteria), adverse events {CTCAE version 3)
end QOL (FACT-G) were collected at the 1%, 2%, and 3% cycle of chemeffferapy treatment.

Cost avoidance from protecting of adverse events in selected patients was also evaluated.

Results: Preliminary data of 30 patients were enalyzed with 10 in each group. Baseline QOL
end characteristics of the study patients were comparable in all groups. The melatonin group
had lower incidence of fatigue, anorexia and weightloss compared 1o the placebo with fewer

incidences of anenia (hemoglobin < 10 g/dL) and actual weight loss (> 5% from baseline)
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reported. No difference of tumor response was detected. QOL socores on the 2™ and 3% cyeles
shovs:ed improvement in melatonin group, but deterioration in placebo group. Higher ratic of
patients with 20 mg melatonin had clinical improvement of QOL {FACT-G) scores than
thase in placebo group, both at the ™ cycle (50% vs. 30%) and the 3 cycle (40% vs. 20%%).
Using melatonin 10 mg and 20 mg could avoid treatment cost of adverse events by 74,532
baht and 117,460 baht/group, respectively. That is 27 % and 42 %, respectively, of total

treatment cost of adverse events in the control group.

Conclusion: Using melatonin with chemotherapy may reduce adverse events and improve
QOL of cancer patients. It also avoided the cost to 16,000 bath per patient per chemotherapy

course. Continued study with larger sample size is warranted, and ongoing.
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Melatonin, cancer, chemotherapy, quality of life, clinical trial, cost avoidance
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