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Abstract

Purpose: The utility of topical antibiotic prophylaxis for routine oculofacial plastic surgery is not
well-established. Given concerns such as contact dermatitis, antibiotic resistance, and healthcare
costs, in conjunction with a low baseline rate of surgical site infections, the investigators sought to
determine the frequency of infection with and without the use of topical antibiotic prophylaxis.

Design: Randomized, controlled, unmasked clinical trial.

Participants: Adult patients undergoing routine periocular surgery without prior history of
periocular surgical site infection, need for perioperative oral or parenteral antibiotics, or allergy to
all study medications.

Methods: Participants were randomized pre-operatively to receive either antibiotic or placebo
(mineral oil/petrolatum-based) ointment after surgery. Outcomes were measured at the first post-
operative visit. The two-tailed Fisher’s exact test was used to compare outcomes between groups.

Main Outcome Measures: The primary outcome was the incidence of surgical site infections.
The secondary outcomes included stratification of infections by patient risk characteristics,
incidence of allergic contact dermatitis, and incidence of wound complications.

Results: Four hundred and one participants were enrolled and randomized, and 13 participants
did not proceed with surgery or were lost to follow-up. High-risk features for infection were
identified in 24% of the placebo group and 21% of the antibiotic group. Surgical site infections
were more common in the placebo group (2.7% vs. 0.0%; p=0.025). The rate of contact dermatitis
was similar (0.5% vs. 0.5%; p=1.00), as was the rate of wound dehiscence (2.7% vs. 3.5%;
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p=0.77). Among the placebo group, the incidence of infections in the low- and high-risk
participants was 2.9% and 2.2%, respectively. Infections were treated with oral or topical
antibiotics and resolved without complication, except in one case that required two subsequent
surgeries to address the sequelae.

Conclusion: After routine oculofacial plastic surgery, patients treated with a topical antibiotic
ointment had a lower risk of surgical site infection compared with patients treated with a non-
antibiotic ointment.

Methods

The current standard of care among most oculofacial plastic surgeons is to provide patients
with postoperative topical antibiotics in order to prevent surgical site infections (SSls). For
instance, a 2014 survey of oculofacial plastic surgeons from 43 countries revealed that while
rates of prophylactic oral and perioperative intravenous antibiotic use varied considerably,
topical antibiotic use was common across all geographic regions (85.2%).1 However, the rate
of postoperative infection from clean and clean-contaminated surgical wounds, including
those from periocular surgery, are known to be low.2~* Presumably, the rich vascularity of
the periocular region and relatively short case lengths of periocular surgeries contribute to
this low infection rate.>

As antibiotic resistance,5.7 antibiotic-related adverse events,89 and healthcare costs are of
increasing concern, antibiotic stewardship for oculofacial plastic surgery is imperative. The
use of mineral oil/petrolatum-based topical ointments lacking antibiotic has been suggested
as an alternative to traditional regimens, and has been studied for many types of procedures
without a clear consensus%-11: however, to the investigators’ knowledge, this topic has not
been addressed in the oculofacial plastic literature. Therefore, this study aimed to test the
hypothesis that topical antibiotic prophylaxis does not significantly reduce the rate of
infection after oculofacial plastic surgery, relative to a non-antibiotic ointment.

Study Design and Setting

The study was an investigator-initiated, randomized controlled trial approved by the
University of California, San Francisco (UCSF) Institutional Review Board
(IRB#:17-22309). The trial was registered at http://www.clinicaltrials.gov (Identifier -
NCT03199911), and the protocol was submitted for online access. Patients undergoing
periocular surgery were recruited from the Oculofacial Plastic Surgery Clinic at UCSF. The
first participant was enrolled on October 4, 2017, and the last observation was recorded on
November 14, 2019 after meeting the pre-specified enrollment target. Written informed
consent was obtained from all participants and the study was performed in compliance with
the provisions of the United States of America Health Insurance Portability and
Accountability Act of 1996 and adhered to the World Medical Association’s ethical
principles for medical research involving human subjects outlined in the Declaration of
Helsinki as amended in 2013.
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Selection of Participants

The study population consisted of participants who were 18 years or older undergoing
periocular surgery in the operating room or office-based minor procedure room, including
blepharoplasty (upper and/or lower eyelid); ectropion repair; entropion repair; external
levator resection; internal levator resection; external dacryocystorhinostomy; wedge
excision; eyelid lesion removal and/or biopsy; tarsorrhaphy; eyelid reconstruction after
Mohs surgery; and orbitotomy requiring periocular incisions. The exclusion criteria included
prior history of SSI at the site of surgery; contaminated wound resulting from trauma,
human, or animal bite; use of oral or parenteral antibiotic within 10 days prior to or during
the procedure; chalazion removal; and history of allergy to all of the study medications.

Treatment Assignment

A study investigator (OOI) randomized participants meeting selection criteria pre-
operatively into the topical antibiotic or placebo groups on a 1:1 basis using a simple
randomization scheme without matching, blocking, or stratification. The process was
performed using the Research Electronic Database Capture (REDCap) tools (version 9.1.23)
hosted at UCSF.1213

The antibiotic group received 0.5% erythromycin ophthalmic ointment (Akorn, Lake Forest,
IL), bacitracin zinc 500 unit/gram ophthalmic ointment (Bausch+Lomb, Bridgewater, NJ),
or bacitracin zinc-polymyxin B sulfate 500-10,000 unit/gram ophthalmic ointment (Bausch
+Lomb, Bridgewater, NJ) depending on pharmacy availability, patient allergies, and surgeon
preference. Participants in the placebo group received any of the following ophthalmic
lubricant ointments composed of mineral oil and petrolatum: Refresh PM (Allergan, Irvine,
CA), Refresh Lacri-lube (Allergan, Irvine, CA), Pura-Lube (Paddock Laboratories,
Minneapolis, MN) or GenTeal Tears Severe (Alcon Laboratories, Elkridge, MD). Each
participant was instructed to apply the assigned medication on the surgical site(s) four times
a day for seven days following surgery. Neither the participants nor investigators were
masked during the study.

Surgical Preparation

Participants undergoing surgery in the operating room were prepared in typical fashion for
oculofacial plastic surgery. A pre-operative instruction brochure recommended bathing with
soap and water prior to arriving at the surgery center. Surgeons used a 10% povidone-iodine
surgical skin scrub to sterilize the operative site; the surgeons do not use chlorhexidine in the
periocular region due to concern regarding ocular toxicity.14-16 The surgical team employed
typical surgical gloves, gowns, and drapes to maintain surgical asepsis.

For participants undergoing surgery in the minor procedure room, surgeons selected the
intensity of surgical preparation based on the characteristics of the planned surgery.
Surgeons practiced clean technique for surgeries involving only the superficial skin without
the need for suturing, such as biopsy of marginal eyelid lesions. Clean technique involved
the use of sterile instruments but non-sterile gloves, and did not include a surgical skin
preparation.1’ Surgeons practiced typical sterile technique as described above if the surgery
involved deeper layers or suturing.
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Outcome Measures

The primary outcome was the frequency of surgical site infection (SSI), both superficial or
deep incisional, of clean and clean-contaminated wounds at the first post-operative visit
occurring approximately 7-14 days after surgery. Superficial and deep incisional SSI were
defined per modified CDC surgical site infection criterial® (Figure S1, available at http:/
www.aaojournal.org), and were evaluated by one of the two senior investigators (MRV or
RCK).

Secondary outcomes were the frequency of allergic contact dermatitis and wound
dehiscence, as well as subgroup analysis of the infection rate among high-versus low-risk for
infection participants. Investigators classified participants as high-risk for infection based on
a medical history consistent with immunosuppression or a history of smoking.

Participants were asked to take note of medication compliance and adverse events.
Throughout the study, any signs or symptoms of adverse events were recorded on a case
report form, graded for severity and assessed for their relationship to the study’s
medications.

Data Collection

Co-investigators (DCA, OOI, ST, and TSC) collected and stored data at each study visit
using the REDCap tool hosted at UCSF.

Evaluation by Clinical Visit

Participants were enrolled at the time of their decision to pursue oculofacial plastic surgery.
Investigators collected data on demographics, medical history, medication history, drug
allergies, history of SSI, and a routine eye examination. Outcomes were assessed on the first
post-operative visit, occurring approximately 7-14 days after surgery; this visit occurred
earlier than scheduled in the event that the participant sought care for a perceived adverse
event. Data collection included: adverse events (via examination and history), compliance
deviations, changes in medical/medication history, routine eye examination, presence of SSI,
and evidence of drug allergy or wound dehiscence. Infections were treated with oral or
topical antibiotics, per the surgeon’s clinical judgment. In the event of an SSI, patients were
followed until infection resolution. At each subsequent visit, data was collected on adverse
events, medication compliance, eye examination, and treatment response. Investigators
performed a retrospective chart review following study completion to identify evidence of
delayed-onset infections occurring after the prospective post-operative evaluation.

Early Withdrawal Visit

In the case of a visit where a patient was withdrawn early from the study, data was collected
on adverse events, medication compliance, eye examination, and changes to medications.

Safety Evaluations

Adverse events were reported according to the UCSF IRB reporting requirements. Serious
adverse events were monitored on an ongoing basis throughout the study. Study data from
each subsequent set of 25 enrolled were reviewed regularly by a Data Safety Monitoring
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Committee (DSMC). The DSMC received regular updates, including information such as:
number of patients screened, number of participants enrolled, number of participants
randomized/receiving treatment, number of participants lost to follow-up, number of
participants meeting the outcome definition, and number of participants with an adverse
event.

Statistical Analysis and Sample Size Determination

Results

The investigators set the recruitment target as the approximate institutional surgical volume
of eligible patients for two years (400), aiming to identify whether a clinically relevant
difference would be present on that time scale. For clean wounds, an infection rate greater
than 5% is considered unacceptable19-21; therefore, this sample size allowed 87% power at a
95% confidence level to detect a difference between an expected infection rate of 0.2% with
antibiotics versus a maximum acceptable rate of 5% without antibiotics. Descriptive
statistics were used to report the baseline characteristics. Analyses were intention to treat.
The investigators estimated exact binomial proportion 95% confidence intervals (CI) for the
frequency of each outcome. Outcomes were compared between the two arms using the two-
tailed Fisher’s exact test, and risk ratios were calculated. All analyses were conducted in R
version 4.0.0 (R Core Team, 2020).22

Characteristics of Study Subjects

The investigators recruited 401 participants from the UCSF Oculofacial Plastic Surgery
Clinic, with 193 randomized to the control (placebo) group and 208 to the experimental
(antibiotic) group (Figure 1). The investigators excluded 13 participants (6 in the placebo
group and 7 in the antibiotic group) after randomization because the participants did not
proceed with surgery or were lost to follow-up. Investigators collected data for the primary
and secondary outcomes on all remaining participants. The two groups were similar at
baseline in terms of age, gender, ethnicity, type of surgery, surgery setting, surgeon, smoking
status, and proportion deemed to be at higher risk for infection (Table 1). Participants ranged
in age from 18 to 101 years old, with a mean of 63.5 + 16.0 years. Among the antibiotic
cohort, 170 (83%) of participants received ointment containing erythromycin, whereas 36
(17%) received ointment containing bacitracin. A minority of participants in both groups
underwent surgery in the minor procedure room, and in all cases the type of surgery was
eyelid lesion removal and/or biopsy.

The mean time to the first post-operative visit was 9.4 = 6.2 and 8.6 £ 4.9 days in the
placebo and antibiotic groups, respectively. Participants in the placebo group had an
additional two or more months of follow-up in 75.4% of cases and three or more months in
71.1%. Participants in the antibiotic group had one or more additional months of follow-up
in 74.6% of cases, two or more months in 73.1%, and three or more months in 68.2%.

Clinical Outcomes

Investigators identified surgical site infections in five participants from the placebo arm
(2.7%, [95% CI1 0.9%, 6.1%]) and zero participants from the antibiotic arm (0%, [95% CI
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0%, 1.8%]; p=0.025 for difference from placebo) (Table 2). The type of surgery complicated
by infection was: ptosis repair (2), reconstruction after Mohs surgery (1), and wedge
resection (2), all of which had been performed in the operating room setting. Surgeons
treated infections with oral antibiotics (3) or topical antibiotic ointment (2); participants
without infection did not receive oral or parenteral antibiotics during the prospective study
follow-up period. Retrospective assessment did not identify evidence of delayed-onset
infections among the available follow-up data in the medical record.

The rate of infection in the placebo arm was 2.2% and 2.9% among high-risk and low-risk
participants, respectively. Investigators did not proceed with a planned comparison of
infection rates between the two arms stratified by perceived risk for infection due to the lack
of infections in the antibiotic arm. One participant in each group developed allergic contact
dermatitis (0.5%; p=1.00) (Table 2). Investigators noted wound dehiscence among five
participants in the placebo group (2.7%), and seven participants in the antibiotic group
(3.5%; p=0.77) (Table 2); none of these participants had infections.

Case Review of Surgical Site Infections

Case 1 involved a 77-year-old woman without high risk characteristics who had undergone
ptosis repair by external levator resection in the operating room. On post-operative day 12,
she developed erythema, swelling, and purulent discharge from the upper eyelid incision.
The surgeon prescribed a 10-day course of oral azithromycin and the infection resolved
without complication.

Case 2 involved a 63-year-old woman without high risk characteristics who had undergone
ptosis repair by internal levator resection in the operating room. On post-operative day 3, she
developed erythema, edema, and tenderness of the upper eyelid. The surgeon prescribed a
two-week course of bacitracin-polymyxin B ointment and a 5-day course of oral
azithromycin; the infection resolved without complication.

Case 3 involved a 41-year-old woman without high risk characteristics who had undergone
reconstruction of a lower eyelid Mohs defect using a wedge excision of tarsal remnants
followed by a myocutaneous advancement flap in the operating room. On post-operative day
3, her surgeon noted erythema, edema, and tenderness of her incision with purulent
drainage. The surgeon prescribed bacitracin ointment and oral azithromycin. On post-
operative day 5, the wound appeared less inflamed but she had persistent pain and wound
cultures grew methicillin resistant Staphylococcus aureus insensitive to azithromycin; thus,
the surgeon prescribed a 10-day course of trimethoprim/sulfamethoxazole. On post-
operative day 20, the infection had resolved but the affected region exhibited dense cicatrix
leading to a lateral ectropion. The surgeon treated the cicatrix with a series of intralesional
triamcinolone injections, but ultimately, she required a wedge excision of the cicatrix at
post-operative month three, followed by a lid retraction repair at post-operative year one.

Case 4 involved a 50-year-old woman with a history of smoking who had undergone wedge
excision of a basal cell carcinoma in the operating room. On post-operative day 10, she
developed increased pain, conjunctival injection, erythema, and purulent discharge. The
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surgeon prescribed a two-week course of tobramycin ointment, and the infection resolved
without complication.

Case 5 involved an 84-year-old man without high risk characteristics who had undergone
wedge excision of a basal cell carcinoma in the operating room. On post-operative day 4, the
surgeon identified erythema, edema, and tenderness of the lower eyelid. The surgeon
removed a gut suture centered in the infected region and prescribed a one-week course of
bacitracin ointment, leading to resolution of the infection without complication.

Discussion

This study demonstrated a modestly higher incidence of SSI in the cohort treated with bland
mineral oil/petrolatum ointment, as compared with the cohort treated with antibiotic
ointment. The rate of SSI after oculofacial plastic surgery has generally been reported to be
low, between 0.04%-0.2% for eyelid surgery,23 1-1.2% for external dacryocystorhinostomy,
23.24 and 0.82% for orbitotomy# in retrospective studies. Therefore, the frequency of
infection in the placebo group was higher than the usual reported rates (exact 95% CI: 0.9%
to 6.1%), whereas the frequency in the antibiotic group was consistent with previous reports
(exact 95% CI: 0% to 1.8%). Taken together, these findings suggest a benefit to topical
antibiotic therapy after oculofacial plastic surgery.

There is conflicting evidence regarding the efficacy of topical antibiotics for post-operative
infection prophylaxis. Saco et al. reported no significant benefit to antibiotics in a meta-
analysis of four randomized trials in dermatologic surgery.1! Notably, the risk ratio was 0.72
[95% CI of 0.44, 1.18], raising the question of whether a larger sample size might have
demonstrated a small benefit to antibiotic therapy. Indeed, a more recent and larger meta-
analysis by Heal et al. demonstrated a risk ratio of 0.61 [95% CI 0.42, 0.87] in favor of
antibiotic therapy1?; however, the applicability of their finding may be affected by their
inclusion of a wide range of surgeries, some with higher baseline risk of infection than
periocular surgery. A recent review on infection prophylaxis for periorbital Mohs surgery
and reconstruction favored the use of non-antibiotic ointment based on the authors’
assessment of the literature.2> The findings of this present study instead contribute to the
evidence base that topical antibiotic prophylaxis may be beneficial for oculofacial plastic
surgery. In corroboration, a large retrospective cohort study of publicly available Medicare
data demonstrated a decreased odds of infection among patients undergoing oculofacial
plastic surgery who received post-operative oral antibiotics.26 An important consideration in
the periocular region is the presence of eyelash and eyebrow hairs that have been
demonstrated to harbor bacteria2’:28, and furthermore to be difficult to account for with a
variety of surgical preparation techniques.2%:39 This may underlie the possible benefit of
antibiotics for periocular surgery, as compared with other cutaneous surgeries in the
dermatologic literature.

The decision to use post-operative antimicrobial prophylaxis depends not only on efficacy,
but on consideration of cost and adverse effects. A commonly cited risk of topical antibiotic
therapy is allergic contact dermatitis. Many topical antibiotics are associated with drug
allergies, and patch testing has identified neomycin allergy in 11.6% and bacitracin allergy

Ophthalmology. Author manuscript; available in PMC 2021 December 01.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Ashraf et al.

Page 8

in 9.1% of the population.31 Notably, the rate of clinically significant allergic contact
dermatitis in the periocular area has been reported to be lower,32 and a large meta-analysis
was unable to draw conclusions about the relative effect of topical antibiotic versus non-
antibiotic ointment on this complication (relative risk 3.94 [95% CI 0.46, 34.00]).10 In the
present study, this complication was rarely encountered in both the placebo and the
antibiotic cohorts.

Costs to the healthcare system are another important consideration. Smack et al. performed a
cost analysis on antibiotic versus bland petrolatum therapy and found that the healthcare
system could save $8 to $10 million annually if all dermatologists switched to bland
ointment after surgery.33 These savings are likely overestimated for oculofacial plastic
surgery, due to the higher price of ophthalmic mineral oil/petrolatum-based ointments,34
though non-ophthalmic formulas are likely safe for most applications. Cost and adverse
effects must be weighed against the likely modest protective effect of antibiotics against
post-operative infection. Generally, SSIs after cutaneous surgery are mild and easily
treated3S; however, infection can be more severe and affect cosmesis, 36 flap survival,3” or
rarely be life-threatening.36:38 Indeed, the unfortunate course of the participant who
developed a SSI after Mohs reconstruction illustrates the potential for harm.

This study’s strengths included the randomized design and good subject retention. The broad
range of oculofacial plastic surgeries, permissive inclusion/exclusion criteria, and
naturalistic design, aside from the intervention itself, provide good generalizability of the
results to the overall population of patients undergoing oculofacial plastic surgery.

This study has several limitations. The primary outcome was sufficiently rare that it was not
possible to conduct secondary subgroup analyses, such as comparison of high-versus low-
risk participants or stratification by type of surgery. Similarly, while the study found no
differences in the secondary outcomes between groups, it had limited power to identify
small differences due to the rarity of the outcomes. Though adherence to assigned treatment
was excellent, there was heterogeneity of the treatment medication within the cohorts.
Formal dispensation of a uniform placebo and antibiotic medication by the institution’s
pharmacy would have been cost-prohibitive, and therefore the study investigators instead
pursued the prescription of medications subject to outpatient pharmacy availability and
surgeon preference. Among patients who received placebo, this was unlikely to have any
effect on study outcomes. Over the counter mineral oil/petrolatum formulations from
different brands vary little; furthermore, the real-world use of any bland ophthalmic
ointment improves generalizability of the results. On the contrary, the variety of antibiotics
prescribed could potentially have differential effects on infection (due to spectrum) and
allergic contact dermatitis; however, this was unlikely to have had an effect on this study’s
outcomes given the lack of infections in the antibiotic group and the rarity of allergic contact
dermatitis. Both participants and surgeons were unmasked to the treatment interventions.
This may have led to unconscious bias in the determination of infection, leading to an
overestimation of infection frequency among the placebo group. Prospectively mandated
follow-up times were selected for the detection of typical bacterial SSls, and would be less
likely to identify atypical mycobacterial infections, which can present between 1 to 12
weeks after surgery.3? Retrospective review did not identify evidence of additional delayed-
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onset infections, but was limited by the non-prospective nature and lack of long-term follow-
up data for a minority of participants; this limitation is balanced by the rarity of these
atypical infections. Finally, while demographics of the study population generally reflect
that of the United States, individuals of Asian descent were over-represented and individuals
of African-American descent were under-represented, reflecting the demographics of the
treating institution.

In conclusion, this study of patients undergoing routine oculofacial plastic surgery identified
a modestly higher incidence of periocular SSI in patients receiving a topical mineral oil/
petrolatum-based ointment, when compared to patients receiving a topical antibiotic
ointment. This provides new evidence for the oculofacial plastic surgeon to consider when
determining the use of topical antibiotic prophylaxis in his or her practice. Future research
could involve multi-institutional collaboration to achieve a greater sample size in order to
confirm the present findings and evaluate for patient or surgery characteristics that would
differentially benefit from post-operative antibiotic ointment.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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In this study, patients who underwent routine oculofacial plastic surgery had a higher rate
of postoperative infection when randomized to administer a topical mineral oil/
petrolatum-based ointment post-operatively, rather than a topical antibiotic ointment.
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Randomized (n=401)

l

Placebo (n=193)

l

Antibiotic (n=208)

'

Did not proceed with surgery (n=1)

Did not proceed with surgery (n=2)

l

l

Received allocated treatment (n=192)

l

Received allocated treatment (n=206)

l

Lost to follow-up (n=5)

Lost to follow-up (n=5)

l

l

Analyzed (n=187)

Figure 1. Flow of Participants

Analyzed (n=201)

CONSORT flow diagram of participants randomized to receive topical antibiotic ointment or

placebo ointment after surgery.
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Figure 2. Frequency of Primary and Secondary Outcomes by Treatment Arm
The frequency of the primary and secondary outcomes for participants randomized to

receive topical antibiotic ointment or placebo ointment after surgery. Error bars correspond
to the 95% exact binomial proportion confidence interval for the respective frequencies.
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Table 1.

Baseline Clinical and Demographic Characteristics

Placebo N (%) | Antibiotic N (%0)

Age category, years

18-25 4(2) 9(4)
26-35 7(4) 8 (4)
36-45 12 (6) 9(4)
46-55 29 (15) 25 (12)
56-65 44 (23) 53 (26)
66-75 54 (28) 50 (24)
76-85 32 (17) 42 (20)
>85 10(5) 10(5)
Gender
Female 112 (58) 127 (62)
Male 80 (42) 79 (38)
Ethnicity
Asian 29 (15) 33 (16)
African American 3(2) 8(4)
Hispanic 12 (6) 17 (8)
Caucasian 144 (75) 148 (72)
Other 32 0(0)
Unknown 1(1) 0(0)

Smoking status

No 178 (93) 188 (91)
Yes 13(7) 18(9)
Unknown 1(1) 0 (0)

High-risk for infection

No 145 (76) 162 (79)
Yes 47 (24) 44 (21)

High-risk etiology*

Asplenia 0(0) 1(2)
Autoimmune disease 2(4) 6 (14)
Diabetes mellitus 31 (66) 24 (55)
HIV infection 4(9) 0 (0)
Malignancy 2(4) 0(0)
Organ transplantation 1(2) 0 (0)
Smoking 13 (28) 18 (41)
Type of surgery *
Blepharoplasty 39 (20) 48 (23)
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Placebo N (%) | Antibiotic N (%0)
Browplasty 0 (0) 3(1)
Dacryocystorhinostomy 6 (3) 1(1)
Ectropion/Entropion repair 25 (12) 25 (13)
Eyelid lesion removal and/or biopsy 36 (17) 36 (19)
Ptosis repair 43 (21) 41 (21)
Reconstruction after Mohs surgery 22 (11) 25 (13)
Orbitotomy 11 (5) 8 (4)
Tarsorrhaphy 1(1) 3(2)
Wedge excision 15(7) 15 (8)
Surgery Location
Minor procedure room 30 (15.6) 21 (10.2)
Operating room 162 (84.4) 184 (89.8)
Surgeon
RCK 161 (83.9) 169 (82.4)
MRV 31 (16.1) 36 (17.7)

*
Some participants are included in multiple categories.

HIV=Human Immunodeficiency Virus; MRV = M. Reza Vagefi; RCK = Robert C. Kersten;

Ophthalmology. Author manuscript; available in PMC 2021 December 01.

Page 16



1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuen Joyiny

Ashraf et al.

Table 2.

Primary and Secondary Outcomes by Treatment Arm

Placebo N (%) | Antibiotic N (%) | Risk Ratio [95% CI] | p-value
Surgical site infection 5(2.7) 0(0.0) 0.00 0.025~
Contact dermatitis 1(0.5) 1(0.5) 0.93 [0.06, 14.77] 1.00
Wound dehiscence 5(2.7) 7 (3.5) 1.30[0.42,4.03] 0.77

Fisher’s exact test, two-tailed.

*
p < 0.05.

ClI = Confidence interval
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