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Abstract

The main objective of this study is to assess the efficacy of topical product of 0.075% capsaicin
nanoparticle in patients with painful diabetic neuropathy by conducting a randomized, double-blind,

placebo-controlled clinical trial (RCT).

Thirty eight patients were enrolled: 63.13% male, mean age 58.68 years, mean body mass index
27 kg/mz, most patients exhibited poor glycemic control, neuropathic complications as well as moderate
level of pain. Eighteen and 20 patients were randomized to receive placebo and capsaicin nanoparticle
respectively. At endpoint (week 12), increased pain level was found in placebo group whereas decreased
pain level was shown in patients receiving capsaicin nanoparticle. Mean change from baseline of pain
visual analog scale (PVAS) score was found significantly different between 2 groups (+10.07 vs -17.05, p
< 0.05). Assessment of neuropathic pain scale (NPS) score showed that patients receiving placebo got
worse of “sharp sensation” and “intense surface pain sensation” while patients in capsaicin group got
better. The statistically significant differences between 2 groups were found in these domains of
sensations (+1.37 vs -1.67, p < 0.05 and +0.13 vs -2.24, p < 0.05, respectively). Mean changes from
baseline of scores measured other domains of NPS and most domains of quality of life did not reveal the

significant differences between 2 treatment groups.

Treatment with capsaicin nanoparticle was well tolerated in patients with painful diabetic
neuropathy. The important adverse event was burning skin sensation which appeared to be diminished

over time. There were no significant findings in adverse events of other body systems.



