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INTRODUCTION

AIM OF THE STUDY

Vergenix FG™ (Collplant, Ness-Ziona, Israel), consists in
recombinant type 1 human collagen produced by
transfected tobacco plants genetically modified. It is
registered in Europe for acute and chronic wounds
management. It creates a biodegradable skeleton of pure,
non-extractive
human
collagen,
with
peculiar
characteristics of purity and integrity that promotes and
supports tissue healing.

Aim of the study was to evaluate
the safety and effectiveness of
recombinant type 1 human
collagen (T1HC) produced by
transfected tobacco plants in the
management of DF post-surgical
lesions left to heal for secondary
intent.

PATIENTS AND METHODS

We
evaluated
all
patients admitted in our
Department
between
March and July 2017
which underwent to
diabetic foot surgical
procedure and were left
open to heal for
secondary intent.

Patients were randomized into two Group:
Group A: patients treated with study product, directly applied in operating room, in addition to
standard of care.
Group B: patients treated with standard of care alone.
Patients have been followed weekly for six months or until complete healing. During the follow up we
evaluated healing rate and time, recurrences, adverse events and any hypersensitivity reactions to the
treatment.
MEAN FOLLOW UP 75±18 DAYS
RESULTS

After an accurate selection We enrolled 24 patients. Demographic characterstics, reported in the table below, do not showed
significant differences among Groups. Differences were also observed neither in terms of revascularization procedures nor
regarding type of surgery performed.
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Patients(n)

12

12

---

Male/Female (n/n)

8/4

9/3

---

65.9 ± 1.4

66.5 ± 1.3

n.s.

11/1

9/3

---

Characteristic

HEALING TIME

HEALING RATE

gg

Age (yrs)

64

Group A

Diabetes (Type 2/1)

Group B

Duration of disease (yrs)

9.4 ± 3.2

9.9 ± 4.6

n.s.

BMI (Kg/m2)

23.0 ± 3.6

21.9 ± 4.2

n.s.

HbA1c (%)

7.0 ± 1.7

7.4 ± 1.5

n.s.

Healing rate

Healing time

Healing rate was significantly higher (83.3% vs 58.3% - χ2 13.6, p<0.01) and healing time was shorter in Group A vs Group B (64±4
days vs 90±11 - χ2 11.1, p<0.02). No adverse events or hypersensitivity reactions.
AREA REDUCTION
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χ2 10.9, p<0.02

Univariate

Characteristic

(HR e 95% CI)

p

Multivariate
(HR e 95% CI)

p

Collagen treatment

1.54 (1.23-1.88)

0.02

1.78 (1.49-2.02)

0.02

Male sex

0.76 (0.45-0.89)

0.04

0.92 (0.79-1.24)

0.23

Age >65 yrs

0.45 (0.34-0.66)

0.02

0.82 (0.68-0.94)

0.03

Hba1c <8%

0.56 (0.40-0.78)

0.02

0.78 (0.45-0.93)

0.04

Duration diabetes >5yrs

0.86 (0.55-1.22)

0.07

Wound area < 5 cm2

1.45 (1.20-1.78)

0.01

1.56 (1.23-1.89)

0.01

Ischemic cardiopathy

0.86 (0.45-1.11)

0.08

0.45 (0.34-0.66)

0.02

0.82 (0.68-1.24)

0.45

Area reduction

Among not healed patients
wound area reduction was higher Diabetic retinopathy
in Group A (78% vs 50% - χ2 10.9,
p<0.02)

Logistic
regression
reported in the
table showed
the predictive
role of study
treatment, age
over 65 years,
good glycemic
control
and
baseline
wound
area
smaller than 5
cm 2.

CONCLUSIONS

Vergenix FG ™ applied in wide post-surgical diabetic foot lesions allows to increase healing rate and to achieve complete healing in
a shorter time. It can be therefore considered a safe and effective modality to help secondary assisted closure.
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