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BACKGROUND
Vergenix FG™ (Collplant, Ness-Ziona, Israel), is type 1 recombinant
human collagen produced by engineered tobacco plants, registered in
Europe for the management of chronic and acute wounds.
It provides a bio-degradable scaffold of pure, non extractive, human
collagen, with peculiar characteristics of purity and integrity, which
supposedly improve its efficacy in promoting and sustaining wound
repair.

AIM OF THE STUDY
To evaluate the safety and
efficacy of Vergenix FG™ in
the management of diabetic foot
post-surgical ulcers left to heal for
secondary intent

PATIENTS AND METHODS
We tested the product in a
group
of
consecutive
patients surgically treated in
our Department for DF
infection between March
and May 2017, and left to
heal for secondary intent

After discharge patients
were, according to our
standard
procedures,
followed weekly in our DF
clinic until complete reepitelizathion or for six
months.

We applied it directly, in
form of a gel, in the
operating room after
aggressive
surgical
debridement and accurate
hemostasis. First dressing
renewal at 21st day

We analysed rate and time of healing and the evolution of lesions. The follow up was 45±15 days.

RESULTS
Characteristics

Patients

Patients (n)

10

Male/Female (n/n)

8/2

Age (yrs)
Diabetes (Type 2/1 - %)
Diabetes duration (yrs)

66.2 ± 2.4
10/0

✓
✓
✓
✓

4 toe/ray amputation
2 drainage
2 necrosectomy
2 ulcerectomy

✓ 3 percutaneous
revascuarization

9.7 ± 4.2

We divided patients
into two groups
according if they had
reached
the
complete healing or
not. Cox regression
model allowed to
observe parameters
which could predict
healing.

✓ No adverse events
BMI (Kg/m2)
22.3 ± 3.2 ✓ No recurrences
✓
No
further
antibiotics
HbA1c (%)
7.3 ± 1.5
Characteristics
✓ 6 pts healed
We treated 10 type 2 diabetic patients
Male sex
✓ 3 reduction in ulcer
(male/female 8/2; age 57.4±3.1 yrs;
area
>50%
Age >75 yrs
duration of diabetes 10.4±6.6 yrs,
HbA1c 7.6±1.2),

Mean time of healing
was 23.4±4.7 days.

Characteristics

Healed

Unhealed

p

6

4

---

4/2

4/0

<0.05

63 ± 3

69 ± 4

<0.05

Diabetes (Type 2/1 - %)

6/0

4/0

---

Diabetes duration (yrs)

9.1 ± 2.2

9.9 ± 3.2

n.s.

BMI (Kg/m2)

21.9 ± 2.2

22.8 ± 3.4

n.s.

Ulcer size at T0 (cm2)

2.98 ± 2.31 13.35 ± 1.4 <0.05

Patients (n)

Male/Female (n/n)
Age (yrs)

HbA1c (%)

6.5 ± 1.6

7.9 ± 2.5

<0.05

Univariate

p

Multivariate

p

0.76 (0.45-0.89)

0.04

0.92 (0.79-1.24)

0.23

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

Wound area < 5 cm2

1.45 (1.20-1.78)

0.01

1.56 (1.23-1.89)

0.01

CLINICAL CASES
2ND

1ST

Healing time:
44 days

3RD

Healing time:
21 days

Healing time:
30 days

CONCLUSIONS
Despite the small size of patients treated and the short observation period, our pilot clinical experience with Vergenix
FG™ in diabetic foot post-surgical lesions gave positive results and promoted the decision of performing a prospective
RCT with the same indications.
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