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Nutrition Journal

RESEARCH Open Access

Single-blind, placebo controlled Peicx
randomised clinical study of chitosan

for body weight reduction

VR Trivedi™”, MC Satla', A Deschamps”, V. Maquet’, 8 Shah', PH Zincuwadia* and IV Trivedi

Abstract |

Bachground: Chitcsan & 2 detary fibwe which acts by reducing fat absomtion and thus used s & means for controling
weight. Weight 1oss chinical triad outcomes, however, have contradiCiory fesults regarding its efficacy. The prisnary
obyective of the present study wirs 10 evaluate the oficacy and ety of a chitosan from fungal ongin in beatment of
excess waight in the absence of deetary restrictions.

Mathods: A phase IV, randomised, multicentre, dngle-biind, placetio-controlled, clnical study was conducted by
administering chitosan capsules (500 myg, five/day) and indistinguishable placebo capules o dally supplements
10 96 overweight and obese subyects for S0 days. The study partiopants were divided in 21 1itio 10 receve either
chitosan (1= 64) o placebo (n = 32). Eficacy wan sssessed by mesuning body wisght, body Composition parametess,
anthropometric measurements, HHA 1C leved and Ioxd profile at day 45 and day 90 Also, short fonm-36 quaity of e
0L} questionnaine wiss assessed 19 evahume Improvernent in Iife-style and dietary habits were recorded for calone
intake Sifety was aviessed by g safety per. s and IOONG adverse svents

Results: The mean changes in body weight wese -1 78 £ 1.37 kg and -310 £ 1.95 bg at day 45 and day 90 respectively In
chirosan group which wese significantly diffesent 00001) a3 compared 1o placebo. BMI wis deoeased by! 091 fold
compared to placebo after 50 day adninistration. In concent with this, theve was alio reduction i body composition
and ptheopometsic patametens together with improvement in Qod score. Chitosan was aho abile 10 reduce HBAIC
levels (Bedow 6 W) In sutyects who had initil higher values. The mean Calonc intake shows that there was no change
in chetary hatits of subjects in both groups. Lipkd levels weve unaffected and all adverse events weve mikd in nature
and uresiated 10 Shudly treatment

Condlusion: Chitosan from fungsl ofgin wirs able 10 reduce the mean body weght Up 10 3 kg during the 90 day study
period. Together with this, these was 3is0 Improvernent in body COMPOSon, anthropometric parameters and HHAIC,
reflecting overall benefits for the overwesght individuals. Additonally, these was aiso improvement in Qol. score. it was
safe andt wed tolerated by all subjects.

Trial registration: C TR 01 408004501

i Keywords: Chitosan, Obesity, Randomised, Body weight, Anthropometric measurements, Body composition, HbA1C

() Biomed Cenal

Comtent courtesy of Springer Nature, terms of use apply. Rights reserved
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Fig. 2 Mean body weight changes from baseline
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Protocol: IC50 = half maximal inhibitory concentration of a reference substances

This quantitative measure shows the amount of the ingredient required, in order
to Inhibit a given physiological or blological process (or its component) up to 50%.
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Protocol: inhibition of Angiotensin-converting enzyme (ACE) activity was evaluated
at different concentrations of SelectSIEVE® Rainbow, adding hippuryl-L-histidyl-L-
leucine and measuring the formation of hippuric acid. The degree of ACE inhibition
is represented by the amount of hippuric acid formed and it was expressed as
inhibition percentage.
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Protocol: proteolytic activity (PA) was measured using the casein digestion
method.
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Protocol: evaluation of lipidics granuls in preadipocites 3T3 using the Oil-Red-O
method. The test was performed using 0,1% and 0,2% of SelectSIEVE® Rainbow,
corresponding to 5 and10mg
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