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Introduction: Wound healing is a dynamic process that occurs in response to trauma, burns or surgical procedures, such as 
Caesarean section (C-section). The C-section scars may have various characteristics ranging from fine-line and asymptomatic 
to hypertrophic scars and keloids. Prevention or early treatment of pathological scars is the most appropriate approach. Among 
available remedies, gels and patches containing natural products, such as onion extract and allantoin, have been demonstrated 
to be safe and effective in patients with different types of scar. Up to date, no studies have evaluated the effects of the patch 
formulation in women who have undergone Cesarean delivery. Therefore, the aim of this study was to investigate the effects of 
a 4-week treatment with a medical device with Allium Cepa extract and allantoin on C-section scars.

Materials and methods:  This prospective, single blind, non-randomized controlled study is planned to investigate the effects 
of an overnight application of a patch containing a standardized quantity of Allium Cepa extract and allantoin (Kaloidon 
Patch®, Laboratorio Farmacologico Milanese, Milan, Italy) on C-section scars over 4weeks. One hundred women underwent 
Cesarean delivery were enrolled. They were divided in group A (25with patch and 25controls) and group B (25with patch and 
25controls) without and with history of Cesarean delivery, respectively. Scars assessment was made using digital photographs 
and the validate Patient and Observer Scar Assessment Scale (POSAS). The POSAS consists of two parts: a Patient scale and 
an Observer scale. Scars were evaluated at baseline and after 4weeks by the women and by different investigators (observers). 
One them performed the scars assessment at baseline and  the other one at the end of treatment. The study was approved 
by the local Ethic Committee (approved number 27, 13/12/2018) and was conformed to the Declaration of Helsinki and its 
amendments. All participants provided their written informed consent.The data are expressed as the mean difference from 
baseline of the POSAS scores obtained at 4weeks and analyzed using the SPSS (v 23.0) software package. The statistical 
significance was established at p< 0.05.

Results: Ninety-three subjects completed the study (47in group A and 46in group B). Subjects in group B treated with patch 
showed an improvement in total score by observer scale when compared with controls (p=0.013). In patient scale, no 
significant changes from baseline were found in group A and in group B. Group B treated with patch showed changes in 
scars’ pigmentation (p=0.015), relief (p=0.039) and pliability (p=0.046) in comparison of controls. These three items are 
all included in the observer-evaluated POSAS. Digital photographs confirmed such improvements in women who had already 
undergone previous Cesarean delivery, while no significant changes from baseline were found in women without a history of 
C-section.

Discussion: The present study showed for the first time that a treatment with a patch containing Allium Cepa extract and 
allantoin is able to ameliorate the overall appearance of C-section scar. The patch, in comparison to gel formulation investigated 
in previous studies, combines the effect of these natural products with an occlusive action on the scar. Strength of this study 
is the inclusion of two groups of women, differentiated by number of C-section, treated with patch, in order to demonstrate 
the need of a personalized scar treatment. Indeed, the patch effectiveness was particularly evident in women with a history of 
C-section.

Conclusion: An intense and short-time application of this topical medical device represents an effective and safe therapeutic 
approach to manage C-section scars.


