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Abstract

Background There is no universally accepted protocol of topical wound care after cutaneous surgical procedures. The
current practice is to use petrolatum-based products, commonly containing topical antibiotics. The rise in antibiotic
-resistant bacteria and increased risk of allergic and contact dermatitis due to the use of topical antibiotics is well estab-
lished.

Objective To compare the prevalence of contact dermatitis, the infection rate and the subjective measures of healing
of a novel, antibiotic-free, film-forming silicone-based wound dressing to a topical triple antibiotic petrolatum-based oint-
ment in patients undergoing invasive dermatological interventions in two arms: (1) Mohs micrographic surgery (MMS)
and (2) a combination of various routine dermatologic surgical procedures.

Design The 231 patients were enrolled in this open-label, randomized, single-blinded study. Patients applied the prod-
ucts immediately after surgery and daily afterwards. Clinicians evaluated the surgical site for infection or contact dermati-
tis at all follow-up visits. Acute wound healing progression was assessed using a rating scale against clinical experience
and expected results from —4 (much worse) to +4 (much better).

Results Contact dermatitis was significantly decreased in the wound dressing group compared to the topical antibiotic
group (0 vs 15.9%, P < 0.001). There was no difference between the study arms (Mohs vs. non-Mohs, P = 0.242). Infec-
tion rate was not significantly different between the groups (P > 0.05) and between the study arms (P > 0.05). Assessor-
rated secondary outcomes like healing time, healing quality, erythema and new tissue quality were significantly better in
the wound dressing group, while comfort and perceived overall satisfaction were better in the antibiotic group. Patient-
rated outcomes did not show any difference between groups and between study arms.

Conclusion The wound dressing used in this study is a topical silicone gel preparation and presents a viable alternative
to topical antibiotics for postoperative wound care without enhancing the risk of infection.
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Background

The majority of cutaneous surgical procedures are performed in
an outpatient setting, and surgical site infections (SSI) remain of
utmost concern. Yet, there is still no preferred regimen univer-
sally accepted for postoperative wound care or an ideal topical
agent, which can maintain a moist wound environment for opti-
mal healing, while it prevents surgical site infections and exces-
sive scarring.! Consequently, anyone who performs outpatient
cutaneous surgery, specifically, dermatologists and dermatologic
surgeons, currently utilizes different non-standardized postoper-
ative wound care protocols of unclear level of evidence.' A large
percentage of dermatologists still instruct their patients to use
petrolatum-based topical antibiotics postoperatively as the con-
ventional wound care modality to offset the risk of SSI, and to
promote wound healing." Dermatologists also have been identi-
fied as the top prescribers of topical antibiotics.'™* This routine
practice of prescribing topical antibiotics for postoperative
wound care, however, has failed to show any evidence-based
benefit over the use of other non-antibiotic topical wound dress-
ings.* While SSIs and associated potential bacteremia are still a
major concern for even superficial cutaneous wounds, the rate
of such complications has been shown to be quite low.”” Signifi-
cant negative effects of topical antibiotics on postoperative
wounds include delayed wound healing, allergic contact der-
matitis, inflammatory chondritis, anaphylaxis and Stevens—
Johnson syndrome.®'? Additionally, an increasing prevalence
has
described.”"*"> These clinically significant iatrogenic events

of multidrug-resistant bacterial strains also  been
continue to arise in the face of a paucity of any large-scale ran-
domized control trials that better define the role of topical
antibiotics in cutaneous surgery."

Over-the-counter topical antibiotics are currently recom-
mended by dermatologists 43% of the time and frequently
used by patients on their postsurgical or traumatic skin
wounds based on the misconception that topical petrolatum-
based antibiotics promote better wound healing and help pre-
vent skin infections." This belief was recently substantiated by
the results of prospective questionnaire distributed by the
authors to patients visiting a private ambulatory surgery cen-
tre over a six-month period. The results revealed that over
74.7% of polled patients (N = 962) preferred using a petrola-
tum-based topical antibiotic product for incidental cuts, burns
or abrasions (Table 1). Data have shown, however, that topi-
cal antibiotic products have no statistically significant advan-
tage over white petrolatum in preventing SSIs.'® Based on the
lack of evidence-based data indicating superiority, the emerg-
ing clinical recommendation is to discontinue the use of topi-
cal petrolatum-based products with or without antibiotics and
to limit the use of oral antibiotics.'” It was also recommended
that a different standard in postoperative wound care be con-
sidered, and a universally preferred ideal single topical agent
which can promote acute wound healing be identified,
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especially as the demand for dermatologic procedures contin-
ues to grow.l’18

An antibiotic-free, film-forming silicone gel wound dressing
(WD) approved for application onto de-epithelized skin and
granulating open wounds was chosen for this study to com-
pare its efficacy in preventing SSIs, while observing wound
healing outcomes and side-effects. The WD product is semi-
occlusive, gas-permeable and bacteriostatic, and limits
transepidermal water loss, thereby providing an optimal moist
environment to promote cutaneous wound healing." Silicone
has been considered a first-line non-invasive therapy for the
treatment of hypertrophic and keloidal scars for many years;
however, previously it would only be applied once the wound
had healed.?

Several case studies have already revealed the utility of the
WD when used for postprocedure healing and for additional
challenging dermatologic cases such as non- or slowly healing
scalp wounds, including erosive pustular dermatosis and in cases
of chronic eczematous cheilitis.' **> Given the WD’s ability to be
applied onto open granulating wounds and de-epithelized skin,
it is well suited to promote rapid re-epithelialization and scar
prevention when it is used immediately after any surgical proce-
dure or incidental trauma to the skin.

In this study, our primary objectives were to compare the
prevalence of contact dermatitis, subjective measures of heal-
ing and the infection rate of postsurgical wounds treated with
the novel WD to those treated with a triple antibiotic (TA)
ointment containing bacitracin zinc, neomycin sulphate and
polymyxin B sulphate in a cohort of patients divided into two
treatment arms. Arm one underwent Mohs micrographic sur-
gery for non-melanoma skin cancer (NMSC), and arm two
underwent non-Mohs routine dermatologic surgical interven-
tions. The secondary objectives were to compare patients’ rat-
ings of satisfaction, the comfort and ease of application of the
two products when applying them immediately to the postsur-

gical wounds.

Table 1 Responses of a patient survey documenting their cus-
tomary use of over-the-counter first-aid cream or ointment

Product Number (%)
N = 962
Triple antibiotic 442 (45.8)
Polysporin 247 (25.7)
Petrolatum-based ointments 76 (7.9)
Bacitracin 31(3.2)
Other creams/butters 26 (9.1)
Petrolatum-based products with vitamins included 25 (2.6)
Cortisone/hydrocortisone 25 (2.6)
Products containing aloe vera 14 (1.5)
First-aid cream containing antiseptics 6 (0.6)
No response/no preference 37 (3.8)
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Figure 3 (a) Healing time. (b) Healing quality.

Materials and methods

A randomized, placebo-controlled single-blinded trial was con-
ducted on a cohort of patients who underwent Mohs micro-
graphic surgery for NMSC (arm 1) and a cohort who underwent
non-Mohs routine cutaneous surgical procedures (arm 2).
Patients in both arms were randomized to receive and utilize
either the WD product (Stratamed®, Stratpharma AG, Basel,
Switzerland) or the TA product (Neosporin®, Johnson & John-
son, New Brunswick, NJ, USA) as their exclusive postoperative
wound care treatment. Due to the highly recognizable and
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different physical properties of both studied products, the design
was chosen to be single-blinded to the clinical investigator. The
wound healing was measured and assessed by the clinical investi-
gators using standardized photographs. Randomization was car-
ried out prior to trial initiation via WinEpi Software.®* All
patients 18 years and older who were undergoing any surgical
intervention or Mohs micrographic surgery for NMSC were eli-
gible to enter the study. Patients with a history of significant
medical or surgical conditions, those unable to give informed
consent or unable to administer the WD or TA as directed were
excluded from the trial. Additionally, those with a history of
known allergy to the contents of the TA, and when randomly
allocated to the antibiotic arm, were excluded from participating
in the study but were still included in the data analysis so as to
calculate the prevalence of contact dermatitis. Investigator
assessment of incidental allergic contact dermatitis was con-
firmed by patch testing to differentiate from normal wound
healing inflammation. Incidental, possible infections were con-
firmed by microbiological culture. As the clinical investigator
was single-blinded, the patient had to be unblinded first and
subsequently a patch test was performed on the patient with the
TA or WD, depending on the randomly assigned treatment.

Patient information obtained included height, weight, gender,
history of any skin or chronic medical condition, history of
tobacco smoking and Fitzpatrick skin type. The anatomical loca-
tion and dimensions of each sutured surgical wound were
recorded and photographed at the time of entry into the trial,
after suture removal, and prior to discharge.

All patients had their randomly assigned topical wound dress-
ing applied immediately postprocedure and were bandaged with
the same type of non-adhesive physical dressing and tape and
directed to keep this in place and dry for 48 h. Patients were
instructed to apply their topical product at least twice a day
beginning on day 3 and until suture removal. Patients receiving
appropriate prophylactic oral antibiotics were dispensed imme-
diately postoperatively who met the indications of the 2008 advi-
sory statement recommendations for post-cutaneous-surgery
prophylactic antibiotics."” These patients included those with
high-risk cardiac conditions; patients with prosthetic joints at
high risk for hematogenous total joint infection; immunocom-
promised patients with chronic systemic diseases, such as labile
diabetes mellitus and severe arthropathies; and patients with sur-
gical sites assumed preoperatively to be colonized or potentially
at risk for infection. Also, patients who were treated by Mohs
surgery for skin cancers or other types of interventional cuta-
neous surgery located adjacent to or involving mucosal surfaces
such as the perioral and ano-genital areas; involving cartilagi-
nous tissue of the ears and nose; and the lower extremities; as
well as patients who received skin grafts anywhere on the body
and sizeable skin flaps in the centre of the face; and for patients
with extensive inflammatory skin disease according to estab-
lished evidence-based criteria for patients at risk for postsurgical
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Figure 4 This 66-year-old patient treated with silicone WD gel is shown immediately following Mohs surgery and repair (a), one week
postoperatively following suture removal (b), and seven months postoperatively at final assessment (c).

i

Figure 5 This 61-year-old patient treated with TA ointment is shown immediately following Mohs surgery and repair (a), one week post-
operatively following suture removal (b), and seven months postoperatively at his final assessment (c).

wound infections, especially if they underwent prolonged and
deep Mohs resections or those patients with a known history of
developing MRSA postoperatively were also given appropriate
prophylactic oral antibiotics immediately after surgery.'” These
patients were excluded from the data analysis to measure inci-
dence of infection as oral antibiotic prophylaxis would bias the
incidence of SSIs.

Study visits coincided with regularly scheduled follow-up vis-
its at which time the surgical wounds were photographed and
assessed for the presence of infection or contact dermatitis.

Investigators checked adherence to the study protocol and
product usage according to the patient information sheet, ques-
tioning the patient at every visit.

One of the challenges of this study was to rate acute wound
healing using validated scales. To the authors’ knowledge, there
are no effective scales validated for the measurement of acute
wound healing. There are available scales for chronic wounds
and scar outcomes, but these scales do not capture the essential
assessment of the wound in the early days after a dermatologic
surgical intervention. The study design had the dermatologic
surgeon evaluating the patient for wound healing time, healing
quality, erythema and new tissue quality, using a Likert rating
scale against expected results from —4 (much worse) to +4
(much better) including the expected reference grade of zero (0)
in a single-blinded setting. It was decided to evaluate different
variables that the authors consider clinically important when
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evaluating an acute wound. The documented measurements of
‘healing quality’ and ‘tissue quality’ represent the ability of the
healing area to resemble healthy nearby tissue during and after
acute wound healing. Patient’s rating of pruritus or pain on a
10-point scale and patient compliance were assessed and
recorded at each follow-up visit. Patients also graded their
respective product for ease of application, comfort after applica-
tion and overall satisfaction of their particular product using a
5-point scale (1 = excellent; 2 = good; 3 = moderate; 4 = suffi-
cient; 5 = unsatisfactory). For the final assessment, each patient
was asked to document their assessment of the performance of
their wound care product using the same 5-point scale as used
for their previous postoperative assessments. This 5-point scale
was used to rate the tolerability, efficacy, ease of use, overall sat-
isfaction with the treatment and their subjective feeling about
the physical sensation of the product on their skin. Contact der-
matitis and infection rates were analysed via chi-squared test,
and all other measures were analysed using the Mann—Whitney
test with mean and standard deviation reported. Data analyses
were 2-tailed, with a confidence interval of 0.95, power of 0.80
and statistical significance set at P < 0.05.

Results

The two arms of the study screened 231 patients for inclusion:
67 in the Mohs surgery arm (1) and 164 in the non-Mohs sur-
gery arm (2). Seven patients were excluded due to known allergy
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on behalf of European Academy of Dermatology and Venereology



Topical silicone vs triple antibiotic in derm surg

251

to one or more of the ingredients contained in the TA in both
study arms (14 exclusions in total); however, they were included
in the statistical analysis for prevalence of contact dermatitis. Of
all the patients, 17 were prescribed an oral antibiotic immedi-
ately postoperatively (4 in the Mohs arm and 13 in the non-
Mohs arm). To prevent bias, they were excluded from the out-
come measurement analysis of SSIs. Of the 17 patients, 16
received oral cephalosporin; 7 out of 17 patients had been ran-
domized in the investigational device group WD, and 10 in the
control group TA. None of these 17 patients developed infec-
tion. One patient in the WD group was excluded due to non-

Table 2 Patient demographics

Arms Arm 1: Mohs surgery Arm 2: Non-Mohs
surgery
Characteristic WD (n=29) TA(n=30) WD (n=75) TA(n=82)
Mean age 70 (£13) 69 (£12) 60 (£19) 63 (+16)
(years; +SD)
Gender (mean)
Female 9 (30%) 14 (47%) 28 (37%) 29 (35%)
Male 21 (70%) 16 (53%) 46 (62%) 52 (64%)
Not available 1(1%) 1(1%)

Surgical sites
Abdomen
Axilla
Back
Buttock
Calf
Cheek
Chest
Chin
Ear
Elbow
Foot
Forearm
Forehead

o

Genitals

Hand

Jaw

Knee

Lip

Neck

Nose
Peri-Orbital area
Perineum

Scalp

Temple

Thigh

Upper arm/
shoulder

Wrist 2
Not recorded 0 0 3

A ON OO O Ul = = 24 0 WO W=+ O - 00 O = = =2 NO O
O = MDD MO N = 01 O OO0 OO NMNWOoO-—=- OO0 Ww oo oo o
- AN 00O H W W= =2 O OO0 NW WO O WNWSN-= NO O
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o

WD, wound dressing; TA, topical antibiotic.
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compliance to the protocol and product application, resulting in
29 patients in the WD group and 30 patients in the TA group in
the Mohs arm (1), while in the non-Mohs arm (2) there were 82
patients in the TA group and 75 patients in the WD group for
final data analysis. Patient ages were similar, and a variety of
anatomical surgical site locations were included in both groups
and study arms (Table 2).

Contact dermatitis and infection rates

The rate of contact dermatitis was lower in the WD group com-
pared to the TA group as confirmed by patch testing (0 vs
18.9%, respectively; n = 230; P < 0.000). There was no differ-
ence of contact dermatitis between arms (P = 0.242). The fre-
quency of infection was not different between treatment groups,
with 2 cases reported in the WD group (1.9%) and no cases
reported in the TA group as confirmed by microbiological cul-
tures (0; P = 0.14). There was no difference of infection rate
between study arms (P = 0.469) (Figs 1,2).

Measures of healing and clinician’s overall satisfaction

The clinician’s rating of healing time was better in the WD
group (0.35 £ 0.95) compared to the TA group (0.02 + 0.09;
P =0.014). The quality of healing was also better in the WD
group compared to the TA group (0.44 £ 0.10 vs 0.00 + 0.10,
respectively; P < 0.001). The quality of the newly formed tissue
as rated by the assessor was better in the WD group compared to
the TA group (0.35 £+ 0.10 vs —0.03 £ 0.10, respectively;
P = 0.009). The observed erythema was lower in the WD group
compared to the TA group (0.17 & 0.12 vs —0.19 + 0.12,
respectively; P = 0.040). The comfort of product usage was bet-
ter in the TA group compared to the WD group (1.40 + 0.08 vs
—1.16 £ 0.08, respectively; P = 0.027). The overall satisfaction
was also better in the TA group compared to the WD group
(1.49 £ 0.09 vs 1.23 £ 0.09, respectively; P = 0.049). The ease
of application did not differ between the WD and TA groups.
Ease of application was rated (1.12 £ 0.05) in the WD group
compared to (1.18 £ 0.05) in the TA group (P = 0.382). No
difference was found between the Mohs and non-Mohs arm
except for the outcome ‘ease of application’. The treatment
products were considered easier to apply when used on non-
Mohs patients (P = 0.026), but no other effects between study
arms could be identified. The results are summarized in Tables 3
and 4 (Fig. 3).

Patient’s assessment of the treatment and products
Comfort, ease of product application, pain and pruritus were
assessed at every visit by the patients. The results were not signif-
icantly different between groups. At the final visit, patient assess-
ments of product tolerability, efficacy, ease of use, feel on skin
and overall patient satisfaction with the products also did not
significantly differ between groups. Patient ratings of product
assessments are listed in Table 5.

© 2020 The Authors. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd
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Table 3 Mean values and std. error for assessor-rated outcomes

per treatment group

Table 3 Continued

Control/ Arm Mean Std. N
Control/ Arm Mean Std. N Stratamed Deviation
Stratamed Deviation
— 5 Stratamed  Mohs 0.34 1.675 29
Ease_of_Application ontrol Mohs 1.07 0.254 30 Non-Mohs  0.00 1.000 73
$°n'|M°hS :z: g':gg :(2)2 Total 010  1.231 102
otal . L
- q el G aE] - Total Mohs 0.02 1.383 59
ralame N° SM e t1s oas s Non-Mohs —0.03 1.010 145
on-ions 1. ' Total ~002 1127 204
Total 114 0423 A wa—" o 005 0556 0
— REES 107 0314 59 ew_tissue_Quality ~ Contro No sM i ;Os 0.221 i
Non-Mohs 1.23  0.510 145 Totn-l ons 001 0652 102
Total 1.18 0.467 204 o - 65
Stratamed ~ Mohs 045 1.213 29
Comfort Control Mohs 127 0828 30 Non-Mohs 026 0986 73
Non-Mohs 1.54  0.934 72 Total 0.31 1.053 102
Total 146 0908 102 Total Mohs 020 0961 59
Stratamed  Mohs 1.14 0516 29 Non-Mohs 014 0858 145
Non-Mohs 1.18  0.420 73 Total 016 0887 204
Total 1.17 0.447 102
Total Mohs 1.20 0.689 59
Non-Mohs 1.36 0.742 145 Discussion
Total 131 0729 204 The results of this randomized, open-label study demonstrated
OuerallESatistactian S Confol e 140 0.932 80 that as a primary dressing, the WD was significantly better than
Gl et e R 72 TA for the prevention of contact dermatitis, without a signifi-
Total 1.52 0.992 102 . .. . . o
cant difference in infection rate. The WD also provided statisti-
Stratamed  Mohs 1.14  0.441 29 Lo . . .
cally significant improvements in assessor-rated wound healing
Non-Mohs 1.32  0.724 73 .
properties compared to the TA control.
Total 1.26 0.659 102 Th 1 ¢ 4 iis in th g
— e GE O - e prevalence of contact dermatitis in the current study
o . .
Non-Mohs 144 0889 145  Was 18.9% in the TA group with no cases in the WD group.
Total 139 0850 204  Previous reports have demonstratf:czi5 ;:;)ntact dermatitis rates
a0s . o 105 .
Healing_Time Control Mohs 003 0320 20 of ~13% with topical ar.1t1b10t.1cs. . ‘Th.e d.ecmon to use
Non-Mohs 007  0.635 70 the petrolatum-based topical triple antibiotic ointment as the
Total 004 0561 102 control was reached only after confirming the results of a
Stratamed  Mohs 041  1.181 29 survey from 962 prospective patients who answered a ques-
Non-Mohs 0.29  1.047 73 tionnaire asking them what their favourite over-the-counter
Total 032 1.082 102  first-aid cream or ointment was they typically use to help
Total Mohs 0.19  0.880 59 heal a scratch, cut or burn. Over 74% of those patients that
Non-Mohs  0.18  0.871 145  responded admitted that they preferred using an antibiotic
Total 0.018 0.872 204 ointment, and in particular, 45% preferred Neosporin®
Healing_quality Control Mohs -0.07 0.365 30 (Table 1). In addition, a recent report by Nguyen et al. iden-
Non-Mohs  0.07  0.757 72 tified in their study approximately 43% of dermatologists rec-
Total 003 0667 102 ommend the use of a topical antibiotic in the postoperative
Stratamed  Mohs 0.66  1.233 29 instructions to their patients, validating the selection of TA
Gl i el O & as the control in our study.'
Total 035 1078 102 In contrast, silicone is naturally inert and hydrophobic, result-
Total Moh 2 . .. . . s . . .
o ons 029 0.966 %9 ing in high biocompatibility and non-absorption into the skin.*®
Non-Mohs 0.15  0.885 145 . s T
However, until recently, silicone was only indicated once the
Total 0.19 0.908 204 . . . . .
wound had re-epithelized. This studied WD product is the first
Erythema Control Mohs —0.30 0.952 30 . .- .
topical silicone wound dressing approved for open wounds or
Non-Mohs —0.07 1.025 72 d thelized skin. th i ideal d d .
Total 044 1005 102 e-cpithelized skin, thus providing an ideal wound dressing
option without the risks associated with topical antibiotics.
JEADYV 2021, 35, 247-255 © 2020 The Authors. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd
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Table 4 Tests between treatment groups and treatment arms

Source Dependent variable Type lll sum of df Mean F Sig. Partial eta Noncent. Observed

squares square squared parameter  power®

Control vs. Stratamed Ease_of_Application 0.164 1 0.164 0.768 0.382 0.004 0.768 0.141
Comfort 2.541 1 2.541 4.988 0.027 0.024 4.988 0.604
Overall_Satisfaction 2.796 1 2.796 3.936 0.049 0.019 3.936 0.506
Healing_Time 4.640 1 4.640 6.203 0.014 0.030 6.203 0.698
Healing_quality 8.215 1 8.215 10.391 0.001 0.049 10.391 0.894
Erythema 5.348 1 5.348 4.253 0.040 0.021 4.253 0.537
New_tissue_Quality 5.345 1 5.345 6.936 0.009 0.034 6.936 0.746

Arm Ease_of_Application 1.076 1 1.076 5.049 0.026 0.025 5.049 0.609
Comfort 1.041 1 1.041 2.044 0.154 0.010 2.044 0.296
Overall_Satisfaction 1.259 1 1.259 1.773 0.185 0.009 1.773 0.263
Healing_Time 0.006 1 0.006 0.008 0.930 0.000 0.008 0.051
Healing_quality 0.858 1 0.858 1.086 0.299 0.005 1.086 0.179
Erythema 0.137 1 0.137 0.109 0.742 0.001 0.109 0.062
New_tissue_Quality 0.169 1 0.169 0.219 0.640 0.001 0.219 0.075

#Computed using alpha error = 0.05.

Table 5 Patient assessments of products suitable hydrating and protective environment to enhance and

Measure WD TA Pvalue  accelerate re-epithelialization of a healing wound.

TealEm Comien 1.27 (+0.83) 1.14 (+0.52) 0.44 Measures related to the feel and application of the products

Ease of application 1.07 (+£0.37) 1.07 (+0.25) 0.61 were rated similarly between the WD and the TA. In hindsight,

Pain 0.31 (+0.66) 0.17 (+£0.65) 0.15 these results should not be surprising given that both products

Pruritus 0.48 (+0.99) 0.63 (+1.40) 0.83 are topical formulations with similar consistencies. A benefit of

Product tolerability 1.10 (+£0.41) 1.18 (+0.39) 0.24 the WD product is that when used sparingly as directed by the

Efficacy 1.34 (+£0.55) 1.34 (+0.63) 0.86 package insert, the studied WD dries to form a thin, invisible,

Ease of use 1.14 (£0.58) 1.07 (£0.26) 1.00 non-sticky, protective film that can be covered with secondary

Feel on skin 1.28 (+0.53) 1.29 (+0.46) 0.77 dressings, sunblock or even cosmetics.

Overall satisfaction 1.34 (£0.81) 1.18 (£0.39) 0.70

TA, topical antibiotic; WD, wound dressing.

The infection rates were not significantly different between
the two groups; 2 cases of infection occurred in the WD group.
The physical properties of silicone materials are antimicrobial in
nature (see Kottman®® for review); thus, it was expected that the
WD would exhibit comparable infection rates as TA.

The clinicians’ subjective ratings showed statistically significant
improvements in the WD group over the TA group when com-
paring healing time, erythema and new tissue quality (Figs 4,5).
The utility of the WD product is in its application to compro-
mised or sutured skin immediately postoperatively or post-
trauma, which allows for earlier reduction in the inflammatory
response and possible reduction in excessive scar formation. Pro-
longed inflammation during wound healing may contribute to
abnormal scar formation.”*>*> The liquid consistency of the WD
allows the product to form a full-contact film over the wound
bed, which is particularly convenient for contoured or mobile
areas. Given the known anti-inflammatory and antimicrobial
characteristics of WD, as well as its gas permeability and ability to
reduce transepidermal water loss, the earlier the contact of the
WD with the wound bed, the more likely it can provide a more

JEADV 2021, 35, 247-255

This study had some limitations. Patients were seen at vari-
able time sequences with respect to their follow-up suture
removal and wound check appointments, so that there may have
been a potential for recall bias for patients when answering the
wound care product surveys. It is reasonable to conclude that
healing wounds of different sizes, from various anatomic sites in
a variety of different patients, may have also contributed to the
results observed in this study when comparing the WD treat-
ment to the petrolatum-based TA product. Because the surgery
locations and assessment times were not standardized and to
limit this bias, we used a scale with the physician’s expectation
as baseline so the location and healing times would be standard-
ized in every further assessment. In addition, as this trial was not
designed as a repeated measurements study, the standardization
of follow-up assessment times was not essential. Moreover, the
standardization of anatomical wound locations would have
reduced the recruitment capacity for this trial and was therefore
sacrificed in order to achieve a relevant sample size.

Conclusion

Although this study recruited 231 patients, it is the first compar-
ative study demonstrating the utility of a topical silicone wound
dressing in a gel format indicated for application immediately
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after surgery to sutured skin, open wounds, granulation tissue or
compromised skin. In the current study, Mohs and non-Mohs
surgical wounds treated with the film-forming WD demon-
strated statistically significant improvements in wound healing
parameters compared to those treated with the triple antibiotic
ointment. Additionally, a higher prevalence of contact dermatitis
was observed in the antibiotic group without a significant differ-
ence in the occurrence of infection between the study groups.

Our current postsurgical wound care regimen includes rec-
ommending petrolatum as the preferred postprocedure topical
wound care product. However, it was known to the study team
that a large majority of patients were still using over-the-counter
TA wound care products even when instructed not to do so.
That was the reason why we performed a survey on 962 patients
attending our clinic, revealing that a majority of patients still
relied on TA as an after procedure wound care product. As doc-
umented in a recent study by Nguyen, et al., we, as clinicians, are
partly responsible for this patient preference.! Even though most
dermatologists are making informed and standard recommenda-
tions to their patients, the reality is that a substantial amount of
dermatologists (~43%) and the majority of our patients (~75%)
invariably select from habit and instinctively use over-the-coun-
ter petrolatum-based topical antibiotic products commonly and
in particular (~45%) TA." This was the reason we chose TA as
our control and not petrolatum.

The authors believe that the antibiotic-free silicone gel WD is
a viable alternative to topical antibiotics or any other petrola-
tum-based product, with or without antibiotics, for postopera-
tive wound care without enhancing the risk of infection or
jeopardizing normal wound healing. Silicone gels utilized as a
postsurgical primary wound dressings may reduce not only the
cosmetic and psychological burden of scar formation, but also
the problem of postsurgical infections, chemical irritation or
contact dermatitis and antimicrobial resistance. The Centers for
Disease Control has estimated that each year at least 2 million
people in the United States become infected with bacteria resis-
tant to antibiotics, and over 23 000 die as a direct result of these
infections.>® Using a silicone gel as a postoperative wound dress-
ing may help to alleviate the mounting concerns over the
increasing incidence of antimicrobial resistance.
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