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ABSTRACT

BACKGROUND: The aim of this study was to explore the efficacy and safety of curcumine pbym
reducing the pain due to radiculopathy, in patients affected with spine arthritis or discopathy.
METHODS: Thirty-six patients affected with radiculopathy seen in one Italian nem'asntgwal :
enrolled to participate in an open, not controlled study, and were treated with curcmnnephwaq
motor functionality and other symptoms were assessed at baseline, 50 and 100 days. :
RESULTS: There was a marked reduction in pain rating, statistically significant both at 50 and 1&
The reduction was statistically significant, both in the intention-to-treat population and in
not clinically significant, reduction in motor functionality was observed at day 50 but not at ¢
were recorded. e
CONCLUSIONS: This exploratory study highlights the clinical usefulness of curcumine phy
of pain due to radiculopathy, due from spine arthritis or discopathy.

(Cite this article as: Maida G. Clinical usefulness of oral supplementation with curcumin
lopathy due to spondyloarthritis or discopathy. Minerva Ortop Traumatol 2016;67: 75—8)
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Osteoarthritis is a well-known major source
of pain and disability worldwide. The
pathogenesis of the disorder is complex and
multifactorial, with genetic, bmlogmal and
biomechanical components.! Spi h
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ik CURCUMIN PHYTOSOME AND ALPHA-

cant anti-inflammatory, antioxidant, and neu-
roprotective effects in the peripheral nerves.s: ¢
Recently, a pharmaceutical form of curcumin
coated with phospholipids has greatly im-
proved its oral bioavailability (~29 times
greater than that of traditional curcumin).”
Alpha-lipoic acid too has data on its utility as a
supplement on the peripheral nerves function-
ality.8.9

The key feature of this report is the clinical
usefulness of 100 days oral supplementation
with curcumin phytosome, with the addition
of alpha-lipoic acid in part of the treatment
cycles, in patients affected with cervical or
lumbar radiculopathy.

Materials and methods

In the context of an exploratory study, pa-
tients of both sexes, affected with radicular
pain, either from cervical or lumbar spine ar-
thritis or due to discopathy, were planned to be
enrolled.

The inclusion criteria aside from this diag-
nosis were the pain of intensity less than eight
(0-10 Visual Analogic Scale). The age of the
subjects had to be between 18 and 65 years.

Exclusion criteria were malignancies, trau-
matic injuries, metabolic diseases and autore-
active diseases.

All eligible patients were treated orally
with curcumine phytosome for 100 days (two
50 days cycle), administered at the dose of
1000 mg b.i.d. (Unicur® for the first twenty

days of each cycle) or at the dose of 500 mg

b.id. with alpha-lipoic acid 300 mg b.i
(Axin C® for the following thu‘ty days of
cycle). :
The subjective paramem_s
line, at 50 and 100 day , we
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the absence of symptoms) and motor function-

ality (0-5 Visual Analogic Scale, 5 being the
normal functioning).

Statistical analysis
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Discussion

The results from the present study indicate
that patients with radiculopathy, who received
oral supplementation with curcumin phyto-
some, for a total of 100 days, have shown a sta-
tistically significant reduction in pain rating.

The reduction has been highly significant
both between baseline and 50 days assessment
and baseline and 100 days assessment, even
accounting for multiple testing correction.

Motor functionality rating has shown a slight
reduction between baseline and visit 2 but not
between baseline and visit 3. Symptoms of
paresthesia, anesthesia and hypoesthesia were
absent at the baseline and did not emerge dur-

ing subsequent assessments.

No side effects were reported, which con-
firm the excellent safety profile of curcumin
phytosome administered either with a dietary
dosage of vitamin B or with alpha-lipoic acid.

There are limitations to this study which
need to be mentioned. First, the study design
was monocentric, open, and not controlled.
This design could be of use in an exploratory
phase but a more rigorous, multicentric, ran-
domized controlled study, sufficiently pow-
ered, need to be done to confirm curcumin
phytosome efficacy in this pathology.
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Figure 1.—Pain reduction across the assessments (intention-  Figure 2.— Pain reduction across the assessments (per-pro-
to-treat population). tocol population).

Another limitation is the relative heteroge-
neity of the primary disorder leading to radic-
ulopathy, spine arthritis or discopathy, of the
lumbar or the cervical region.

This heterogeneity could be considered a
plus as for the purpose of generalizing the
results, but could make the results less inter-
pretable, even if the regression analysis did
not spot confounding effects of age and di-
agnosis.

Conclusions

This study clearly suggests the potential use-
fulness of curcumin phytosome (Meriva®) in
the long-term management of radicular pain. If
this effect is confirmed in subsequent random-
ized controlled studies, the use of this product,
that has an excellent safety profile, will lead to
a significant improvement in the non-surgical
management of radiculopathy.
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