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THE PREVENTION OF MIGRAINE WITHOUT AURA WITH KUZIK@
AN OPEN.LABEL OBSERVATIONAL TRIAL

L. Balzanol, B, Ciccone2, G, Sanges3

1 Neurologist - Clinic for the diagnosis and treatment of headaches - Torre del Greco (NA) ASL NA3 SUD
2 Neurophysiopathologist - Clinic for the diagnosis and treatment of headaches - Saviano (NA)
3 Neurologist - Clinic for the diagnosis and treatment of headaches and pain - Palma Campania (NA) ASL NA3 SUD

INTRODUCTION

Kudzu Qtueraria lobata) is a wild climbing plant native to Central Asia belonging to the Fabaceae family, with a root having a high
content of isoflavones. This open-label observational study evaluates the efficacy and tolerability of kudzu (K) developed with an
innovative programmed release technology (Kuzik@ by GAM FARMA: Kudzu d.e. 200 mg: lsoflavons 80 mg - puerarin 60 mg,
Cucumber d.e. 60 mg, MSM 150 mg) in a sample of 60 consecutive patients with migraine without aura (MWOA), who need
prophylaxis treatment (diagnosis and prophylaxis according to ICDH-Il)

MATERIALS AND METHODS

Sixty (60) patients (F / ttlt = 13147, age:37.9 + 11.4) with MWOA received K at a dose of 1 cps UID for 120 days. The efficacy of the
treatmentwas evaluated considering the days of headache per month (primary endpoint), pain intensity according to the NRS scale
and NSAID consumption per month (secondary endpoints), at T0, T1 and T2 (after 60 and 120 days of therapy), with the help of the
patient's headache diary.

RESULTS

'Frequency: At T0, was 10.1 + 3.2. At T1, the average frequency was 6.8 -r 3.2 (min: 0 max: 15) resulting in a statistically
significantmean reduction of 3.3 attacks (1.C.95%:2.6 - 3.9; p <0.001). AtT2thevaluewas 5.7 + 2.8 with an average reduction,
compared to T0, of 4.4 (95o/o Cl: 3.6 - 5.2; p <0.001). The percentage of patients who observed a reduction equal to or greater than
5070 in the frequency was 16.7% at T1 and 31.7o/o atf2.
- NRS: The mean value on NRS on T0 was 8.3 + 3.2. At T1, a statistically significant reduction of 2.0 points was observed (1.C.
9570 1 .5 - 2.5o/o, p <0.001). At T2, the mean reduction from baseline was 2.7 points (1.C. 95o/o 2.0 - 3.4o/o, p <0.001).
- NSAID Gonsumption: At T0 the average consumption of NSAID was 9.5 + 4.7 units. At T1 the consumption was reduced by 3.6
units (95% Cl: 2.5 - 4.7 , p <0.001), this reduction was substantially confirmed at T2 (4.5, 95o/o Cl: 3.2 -5.7 , p <O.OO1) with NSATD
consumption 5.0 -r 3.1 units.
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DISCUSSION AND CONCLUSIONS

The prophylactic use of Kudzu gave a reduction equal to or greater than 50% of the frequency in 31 .7o/o of patients, a significant
reduction in the average consumption of NSAID and in the NRS score. No side effects were reported during therapy. These data
demonstrate the efficacy of Kudzu as prophylaxis treatment for migraine without aura, associated with good tolerabili§.
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Background: Kudzu (pueraria lobata) is a wild climbing plant native to Central Asia belonging
to the Fabaceae family, with a root having a high content of isoflavones. This open-label
observational study evaluates the efficacy and tolerability of kudzu (K) developed with an
innovative programmed release technology (Kuzik@ by GAM FARMA) in a sample of 60
consecutive patients with migraine without aura (MWOA), who need prophylaxis treatment
(diagnosis and prophylaxis according to ICDH-ID

Methods: Sixty (60) patients (F / M : 13147, age:37.9 + 11.4) with MWOA received K at a dose of
I cps UID for 120 days. The efficacy of the treatment was evaluated considering the days of
headache per month (primary endpoint), pain intensity according to the NRS scale and NSAID
consumption per month (secondary endpoints), at T0, Tl and T2 (after 60 and 120 days of therapy),
with the help of the patient's headache diary.

Results:

- Frequency: At T0, was 10.1 + 3.2. At T1, the average frequency was 6.8 + 3.2 (min: 0 max: 15)

resulting in a statistically significant mean reduction of 3.3 attacks (I.C. 95%:2.6 - 3.9; p <0.001).

AtT2 the value was 5.7 + 2.8 with an average reduction, compared to T0, of 4.4 (95% CI: 3.6 -
5.2; p <0.001).

The percentage of patients who observed a reduction equal to or greater than 50Yo in the frequency
was 16.70A at T1 and 31.7% atT2.

- NRS: The mean value on NRS on T0 was 8.3 + 3.2. At T1, a statistically significant reduction of
2.0 points was observed (I.C. 95% 1.5 - 2.5yo, p <0.001). AtT2, the mean reduction from baseline
was2.7 points (1.C.95%2.0 - 3.4yo, p <0.001).

- NSAID Consumption: At T0 the average consumption of NSAID was 9.5 + 4.7 units. At T1 the
consumption was reduced by 3.6 units (95% CI: 2.5 - 4.7, p <0.001), this reduction was
substantially confirmed atT2 (4.5,95% CI:3.2 -5.7,p <0.001) with NSAID consumption 5.0 + 3.1

units.

Conclusion: The prophylactic use of Kudzu gave a reduction equal to or greater than 50% of the
frequency in3l.7% of patients, a significant reduction in the average consumption of NSAID and in
the NRS score. No side effects were reported during therapy. These data demonstrate the efficacy of
Kudzu as prophylaxis treatment for migraine without aura, associated with good tolerability.


