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DEFINE
Regenera Activa Therapy is an advanced and 
effective medical treatment that relies on capillary 
regeneration technique to combat alopecia and 
other hair loss problems. This technology from Spain 
has been proven and supported by multiple clinical 
studies to rejuvenate damaged hair follicles through 
the activation of the inactive areas in the scalp and 
reducing miniaturisation of hair follicles. 
It is purely natural, using our own autologous 
micrografts to improve density of the existing hair, 
activate dormant cells under the scalp and stimulate 
the activity of inactive hair follicles.

METHODOLOGY
The autologous skin micrografts contain progenitor 
cells, growth factors & extracellular matrix that are 
used in the regenerative process of renewing and 
growing new hair. 
The precision engineered Regenera Activa device 
further divides them into smaller, more absorbable 
portions mixed with a solution suspension.
The doctor then prepares the micrografts to be 
reintroduced to areas of scalp that are experiencing 
hair loss. 
The whole process takes about 30 minutes and 
there is no downtime involved. Just avoid 
washing hair for 24 hours, strenuous 
exercise for 48 hours and contact with 
chemical for 2 weeks.
Regenera Activa has gone through 
extensive clinical trials across the world, 
achieved CE approval and listed in FDA 
as a medical device. 
Visible results can be seen in as soon as 
4 – 6 weeks and effects can last for at 
least a year.*
*Individual results may vary.



SUITABILITY
It is suitable for almost everyone. However for patients 
diagnosed with scarring alopecia, alopecia areata, 
on long-term anticoagulant, diagnosed with cancer 
or immune diseases would not be recommended. It is 
good to speak to your doctor on this.

SUMMARY
• Single month for visible results
• Standardised procedure
• Simple and effective
• Without enzymes
• Single session
• Autologous
• Closed system
• No chemicals used
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Abstract

The effective management of post-operative wounds is important to prevent potential

complications such as surgical-site infections and wound dehiscence. The purpose of

this study was to treat wound dehiscence in elderly patients who were subjected to

orthopaedic surgical interv
entions. The dehisced wounds were treated with autologous

micro-grafts obtained using a promising CE-certified medical device called Rigener-

acons. This instrument is a biological disruptor of hum
an tissues able to specifically

select progenitor cells that,
as already reported in previous studies, maintain high cell

viability but mainly have a high regenerative potential, allow
ing the repair of damaged

tissues. Autologous micro-grafts obtained by Rig
eneracons are ready to use

and can be

applied alone or in combination with biological scaffolds directl
y on the injured area.

We observed in our patients a
complete remission of dehisced wounds,

on average, after

30 days from micro-grafts application and
a total wound re-epitheliali

sation after 1 year

from the surgical intervention. In
conclusion, although we re

ported only three patients,

autologous micro-grafts can be considered a promising approach for the treatment of

dehisced wounds, improving the wound-healing process and in general the patient’s

quality of life without usin
g other dressings.

Introduction

The effective management of post-operative woun
ds is impor-

tant to prevent potential complications such as surgical-site

infections and wound dehiscence. Moreover, this aspect

remains today a big challenge for surgeons and patients

who often experience high comorbidity correlated to a

long and exhausting wound-healing process (1). The use

of post-operative drains and
the type of post-operative d

ressing

is at the discretion of the surgeon, with no available clinical

guidelines. The principal aim of drains is theoretically to

decrease the incidence of post-operative haematoma, while

occlusive dressings maintain a sterile barrier for longer time

periods post-operatively (2).

Post-surgical wound dehiscence can arise as a complication

in different type of interven
tions, such as the transplan

tation of

lung (3) and kidney (4), colon resection (5), the following of

a laparotomy procedure with an incidence of about 0.5% (6)

and gynaecological procedures
, such as Caesarean section and

total abdominal hysterectomy with an incidence of 15% (7).

Orthopaedic surgical complications can lead to longer hospi-

talization, increased patient morbidity and high costs for both

patients and national health services. Several studies re
ported

the association between wound closure method and wound

complications, but the correlati
on between comorbidities, risk

factors and surgical wound dehiscence is not still well
defined

(8).

Key Messages

• successful wound healing depends on several factors,

including optimal wound closure; in severa
l and different

primary surgical procedures, wound closure does not

often occur, leading to the o
nset of wound complications

such as wound dehiscence influencing the quality of

life of the patients and increasing both hospitalisation
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CLINICAL AND HISTOLOGICAL EVALUATION OF THE REGENERA  

METHOD FOR THE TREATMENT OF ANDROGENETIC ALOPECIA

ABSTRACT

Androgenetic alopecia has become a more common condition in society, affecting both genders. It is a disorder of multifactorial origin, with therapeutic options both 

in the rise and under development. Known options include the procedures of regenerative medicine with promising results. This paper assesses clinical and 

histological changes in patients with AGA after applying an autologous cellular suspension obtained using the Rigenera® system. After applying treatment, an 

increase in the mean of hair thickness, together with reduction of its loss, have been objectified; the level of satisfaction described by patients is worth noting. Based on 

the results, the improvement of AGA obtained with the Rigenera system is objective; these results need to be completed with data from future studies after using this 

promising technique.
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1. INTRODUCTION:

Both male and female androgenetic alopecia (AGA), also known as common 

baldness, is the most frequent condition in our society. It is estimated to have 

affected 80% of Caucasian males and approximately 42% of women in the 90s. 

[1,2] Both genders share its causes, which are mainly genetic inheritance, hor-

mones and aging of the hair follicle.

Hair follicles are complex structures that go through different biological stages: 

from an active growth stage (anagen phase) and an intermediate remodeling 

stage (catagen phase), to a quiescent stage (telogen phase). [2] The pathogenesis 

of androgenetic alopecia is characterized by a shortening of the anagen phase 

and an increase in the amount of hair follicles that remain in the telogen phase. 

Since the anagen phase determines hair's length, the new hair in AGA is shorter, 

gradually miniaturizing hair follicles until they disappear. [3,4] In male pattern 

AGA, a receding front line is observed, mainly of triangular shape, followed by 

thinning at the vertex area. [5] The so-called female pattern is characterized by 

diffuse thinning of the central-parietal region and preservation of hair front line. 

[1]

AGA is a disorder of multifactorial origin, in which genetics plays an important 

role. In males, it is an androgen-dependent feature since the terminal follicle 

becomes susceptible to Dihydrotestosterone (DHT), shortening the anagen 

phase; whereas in women, the associated hormonal mechanisms are less evident. 

[2] 

Hair density loss needs follow-up and continued treatment. In this sense, thera-

peutic options —prescribed or natural —promoting hair growth have recently 

experienced a great rise, and hair regeneration has become one of the main goals 

of developing therapies. [5]

The purpose of this paper is to objectively assess changes in the scalp, hair bulbs 

and hair in a number of patients with AGA, after applying an autologous cellular 

suspension obtained using the Rigenera® system. The treatment involves the 

administration of intradermal injections in the affected area of one single appli-

cation of an autologous cellular suspension obtained using the Rigenera® sys-

tem (Human Brain Wave SRL, Turin, distributed in Spain by the Regenera 

Activa company) from an autologous skin graft. 

2. MATERIALS AND METHODS:

The treatment consists of the mechanical disintegration of a sample of tissue 

obtained by a skin punch and subsequent filtration (50 microns) to be 

intradermally administered in the affected area according to technical specifica-

tions (Regenera® Protocol, Rigenera® System, Human Brain Wave SRL, 

Turin). 

For this descriptive study, 17 patient volunteers were consecutively and ran-

domly recruited. The defined inclusion criteria were: males and females over 18 

years old diagnosed with AGA. Of the 17 patients that were treated with the 

Rigenera® system, nine were males aged between 24 and 54. According to the 

scale of Hamilton, they all showed the following male pattern: three had type III, 

two had type IV, three had type V, and one had type VI. Of the 17 patients treated, 

eight were women aged between 21 and 58, with female pattern androgenetic alo-

pecia. According to the Ludwig scale, they were classified as follows: two had 

type III, and six reported hair loss, although without a diagnose of AGA.

Exclusion criteria included: allergy to lidocaine, healing issues, scarring alope-

cia, chronic drug treatment, oncologic processes and having performed any hair 

loss treatment topical, oral or injectable between 3 months prior and 3 months 

after the date of applying treatment except taking vitamin supplements and 

applying topical lotions or shampoos. The application was made on the scalp 

using mesotherapy. In males, the treatment was applied in areas 2, 3, 4, 5 and 6, 

while in females, it was applied in all ten areas (fig. 1).

Control visits were conducted prior to treatment and 30 days after its application. 

Eight pictures per session were taken for analysis in a photographic studio. These 

were assessed by a doctor specialized in hair medicine, who was not part of the 

study. The variables assessed were:

1. Evidence of improvement: comparison of pictures taken before treatment 

with those taken 30 days later (Table 1). 

2. Assessment of improvement according to scales of Hamilton and Ludwig. 

Patients' level of satisfaction with the treatment was recorded as well, along with 

their perception of changes in hair thickness, density, and loss (table 1). Lastly, 

immediately after each session, patients recorded the level of pain during appli-

cation.

3. RESULTS:

The analysis of the photographic evaluation (fig. 2) showed an improvement of 

hair density in four patients, that is 23.53%. Thirteen patients (76.47%) didn't 

notice any change, and none of them noticed worsening of hair density. 

As for the subjective assessment of satisfaction, of the 17 patients treated, one 

patient was very satisfied (5.88%), five patients were quite satisfied (29.41%), 

eight patients were satisfied (47.05%), one patient was somewhat satisfied 

(5.88%) and two were unsatisfied (11.76%). 

Concerning patients' perception of change in hair thickness, 12 patients 

observed an increase in thickness (70.58%) and five did not observe any change 

(29.41%). 

Concerning patients' perception of change in hair loss, no increase was observed: 

nine did not notice any change (52.94%) and eight observed a decrease in hair 
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Figure 1: Application areas
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Autologous graft is considered the gold standard of graft materials; however, this approach is still limited due to both small amount of tissue

that can be collected and to reduced cell viability of cells that can be obtained. The aim of this preliminary study was to demonstrate the

efficacy of an innovative medical device called Rigeneracons1 (CE certified Class I) to provide autologous micro-grafts immediately

available to be used in the clinical practice. Moreover, Rigeneracons1 is an instrument able to create micro-grafts enriched of progenitors

cells which maintain their regenerative and differentiation potential. We reported preliminary data about viability cell of samples derived

from different kind of human tissues, such as periosteum, cardiac atrial appendage biopsy, and lateral rectus muscle of eyeball and

disaggregated by Rigeneracons1. In all cases we observed that micro-grafts obtained by Rigeneracons1 displayed high cell viability.

Furthermore, by cell characterization of periosteum samples, we also evidenced an high positivity to mesenchymal cell markers, suggesting

an optimal regenerative potential.J. Cell. Physiol. 230: 2299–2303, 2015. © 2015 Wiley Periodicals, Inc.

Recent research of non-embryonic stem cells isolation
provides new possibilities for non-invasive procedures to
rigenerate bone from stem cells collected from autologous
tissues (Laino et al., 2006; Graziano et al., 2008a; Graziano
et al., 2008b). The Rigeneracons1 biologic tissue disgregator,

based on Rigenera protocol, allows the extraction of
micro-grafts of 50mm from a few millimeters sample of
autologous connective tissue directly within the surgery and

immediately used without any manipulation or cell culture, as

previously described (Graziano et al., 2007; Graziano et al.,
2008c). If put in culture to test the nature and the composition

of the micro-grafts, the latter show viable cells within them and

the cell population endowedwithin the grafts is particularly rich

in terms of progenitor cells. In this way, using this innovative

medical device called Rigeneracons1, the patients are, in the

same time, donor and acceptor of these micro-grafts.
Currently, the main field of applications of Rigenera protocol

are oro-maxillo-facial surgery and dermatology. To this regard,

we recently demonstrated the efficacy of Rigeneracons1
device in the obtaining progenitors cells from dental pulp
(Brunelli et al., 2013) and adipose tissue recovered from the

discard of follicular slicing (Zanzottera et al., 2014).
Furthermore, we showed the Rigeneracons1 device was able

to provide autologous micro-grafts from connective tissues to

improve the periodontal tissue generation (Graziano et al.,
2013). On the basis of these evidences, we aimed to
demonstrate in vitro the capacity of Rigeneracons1 medical

device to provide, from three different samples of human
tissues, a high percentage of viable progenitors cells.
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C hondrogenesis is the process by which cartilage 
is formed from condensed mesenchymal tissue. 
For therapeutic cartilage regeneration, the use of 

chondrocyte micrografts mixed with platelet-rich plasma 
(PRP) has not been studied for recapitulating chondro-
genesis. PRP extracted from blood provides an autologous 
source of various growth factors (GFs), and it has been 

demonstrated to be effective in the treatment of soft-tissue 
defects and pattern hair loss1–3; moreover, the incompa-
rable biocompatibility and thrombin-stimulated clotting 
enabled PRP to be a promising cell carrier for tissue en-
gineering.4 It has been demonstrated that 3-dimensional 
culture system in type I collagen scaffold and the addition 
of multiple GFs contained in PRP, such as transforming 
growth factor β(TGFβ), insulin-like growth factor 1, and 
fibroblast growth factor 2 (FGF-2), in the culture medium 
induced proliferation and a robust chondrogenesis of 
adult stem cells in vitro.5,6 Unfortunately, owing to poor 
mechanical stability and rapid degradability, direct mix-
ing of chondrocytes with PRP leads to shrinking and de-
formed cartilage formation in vivo.7 Hence, the use of 
biomaterials loaded with chondrocytes into the defect site 
is highly desirable for cartilage repair; in particular, the 
use of chondrocyte micrografts represents a microinvasive 
procedure, and grafts are more flexible to fill the lesions 
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Background: Developing cartilage constructs with injectability, appropriate matrix 

composition, and persistent cartilaginous phenotype remains an enduring chal-

lenge in cartilage repair. The combined use of autologous chondrocyte micrografts 

and platelet-rich plasma (PRP) is an alternative that opens a new era in this field.

Methods: At the Department of Plastic and Reconstructive Surgery, University 

of Rome Tor Vergata, Italy, 11 patients underwent nasal alar reconstruction with 

chondrocyte micrografts gently poured onto PRP in solid form. A computed tomo-

graphic scan control was performed after 12 months. Pearson’s Chi-square test was 

used to investigate difference in cartilage density between native and newly formed 

cartilages.
Results: The constructs of chondrocyte micrografts–PRP that were subcutaneously 

injected resulted in a persistent cartilage tissue with appropriate morphology, ad-

equate central nutritional perfusion without central necrosis or ossification, and 

further augmented nasal dorsum without obvious contraction and deformation.

Conclusion: This report demonstrated that chondrocyte micrografts derived from 

nasal septum poured onto PRP in solid form are useful for cartilage regeneration 

in patients with external nasal valve collapse. (Plast Reconstr Surg Glob Open 2016;4 

:e1027; doi: 10.1097/GOX.0000000000001027; Published online 26 October 2016.)
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Abstract: There is no actual treatment capable of creating hair follicles de novo, since a hair follicle is not a single tissue but 

a tiny, full anatomical structure. The Regenera® method is based on the regeneration and recovery of severely non-functional 

but still-alive hair follicles. For 1.5 years, clinical assessment has been the sole pillar of any outcome prospection issued. 

Wrong prospections could be affecting about 10% of patients expecting good results. Scalp dermoscopy was then included in 

routine diagnosis tests of every patient willing to be treated with the Regenera® protocol. When analyzing the data of the 

dermoscopy of patients with a poor prospection, it was clear that the expectancies related to the treatment´s results were 

overestimated. 

Keywords: Regenera, Androgenetic Alopecia, Score, Hair Loss 
 

1. Introduction 
Hair restoration treatments claim to increase the number of 

follicles and to be able to improve hair general conditions, its 

health or appearance. Hair transplant aside, the truth is there is 

no actual treatment capable of creating hair follicles de novo, 

since a hair follicle is not a single tissue but a tiny, full 

anatomical structure. The Regenera® method is no exception to 

this rule, and its action is based on the regeneration and recovery 

of severely non-functional but still-alive hair follicles [1-4] 

These are called "miniaturized" follicles and, though their 

presence is not pathognomonic of Androgenetic Alopecia (AA), 

these hypotrophic and hypofunctioning follicles are naturally 

found in the course of its evolution. The amount of miniaturized 

hair follicles is in direct relationship with the severity of AA, 

which is perfectly characterized by the Hamilton-Norwood and 

the Ludwig scales. During the initial AA stages, a fair amount of 

miniaturized hair follicles and units that share miniaturized and 

non-miniaturized hairs can be expected. The advance of AA 

involves a shift from miniaturized and non-miniaturized 

multiple hair units to single hair units. An increasing but variable 

amount of miniaturized hair follicles is expected, but cannot be 

analyzed seriously without proper evaluation of the patient as a 

whole. The more miniaturized hair follicles a patient has at the 

beginning of the treatment, the better the expected results. 

2. Material and Methods 

The Regenera® protocol 
The Regenera® protocol uses a special microdermatome 

(Regeneracons®) that breaks up the structure of skin by 

means of 2.5-mm biopsies and filters elements smaller than 

50 micras [5], such as cells. The processed material is 

reinjected into the patient's skin at the scalp. Fiber proteins 

and the stratum corneum are naturally excluded, since the 

cell fraction obtained is the biological product desired with 

therapeutic action. No added chemicals or any other physical 

processing medium is used. The Regenera® protocol involves 

the following sequential main steps: i) Local anesthetic—

Lidocaine 2% without adrenaline—, ii) Skin micrograft from 

the napearea—2.5 mm punch x 3—, iii) Micrograft placed in 

the Regeneracons® and in the machine —mechanical 
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