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Evaluation of the effect of processed honey and royal jelly on cancer-
related fatigue: a double blind randomized clinical trial.

Protocol summary

Summary
Objectives: In this randomized double-blind placebo-
controlled clinical trial we assess the effects of processed
honey and royal jelly on the symptoms of CRF. Design:
Processed honey and royal jelly, made under standard-
state conditions with the permission of food and drug
organization of ministry of health and medical education
of Iran. We conducted this single center double blind
randomized study between May, 2013 and August, 2014
at Shohada-e-Tajrish hospital in Tehran (Iran). In total, 52
patients were randomized into two groups: 26
participants to drug and 26 participants to placebo
group. Randomization was accomplished by computer
using dynamic allocation with an established algorithm
that balances the marginal distribution. Fatigue was
measured using a Visual Analogue Fatigue Scale (VAFS)
and Fatigue Severity Scale. Inclusion criteria: age more
than 18, having the diagnosis of a solid malignancy,
Karnofsky Performance Status more than 70, serum
hemoglobin level of more than 8g/dL, serum total
bilirubin less than 2mg/dL, serum creatinine less than
2mg/dL. Intervention: Case group (26 patients) received
processed honey and royal jelly, while the control group
received pure honey (without royal jelly). Both groups
were instructed to consume their supplement 5mL twice
daily for 4 weeks. Both groups were assessd at the
beginning of study, after 2 weeks, and then at the end of
4 weeks of treatment. main outcome measures: The
primary outcome: changes in the fatigue severity scales
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Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: age more than 18; having the
diagnosis of a solid (non-hematologic) malignancy; visual
analogue scale (VAS) more than 4; Karnofsky
Performance Status (KPS) more than 70; serum
hemoglobin level of more than 8g/dL with no abrupt
decrease (more than 2g/dl) during the last month; Liver
enzymes not more than three times above the normal
limits; serum total bilirubin less than 2mg/dL; serum
creatinine less than 2mg/dL and creatinine clearance
more than 60ml/mi. Exclusion criteria: Patients with
hypersensitivity to honey, uncontrolled cardiac or
respiratory problems; any other serious medical
condition, including severe infection or uncontrolled pain;
pregnancy, major depression; taking medications with
potential effects on fatigue; such as psychiatric
medication (anti-depressants; psychostimulants,etc) or
growth factors like erythropoietin.
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Description
Intervention group 1: 26 patients received processed
honey and royal jelly. Processed honey and royal jelly,
made under standard-state conditions with the
permission of food and drug organization of ministry of
health and medical education of Iran. The intervention
group were instructed to consume their supplement 5mL
twice daily for 4 weeks. They were assessd at the
beginning of study, after 2 weeks, and then at the end of
4 weeks of treatment.




Category
Treatment - Drugs
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Description
Control group : 26 patients received pure honey . Pure
honey , made under standard-state conditions with the
permission of food and drug organization of ministry of
health and medical education of Iran. The control group
were instructed to consume their supplement 5mL twice
daily for 4 weeks. They were assessd at the beginning of
study, after 2 weeks, and then at the end of 4 weeks of
treatment.
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