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Abstract Objective This studyaimedtoevaluatetheeffectofanovelantimicrobialdressingonpatient
satisfaction and health-related quality of life (HRQoL) following a cesarean delivery.
Study Design This was an open-label, single-center, two-arm randomized controlled
trial. This study was done at the tertiary center, maternal unit, Galveston, TX. Pregnant
women with body mass indices �35 kg/m2 were screened for eligibility. Women were
randomized to ReliaTect Post-Op Dressing (RELIATECT) or standard wound dressing
(STANDARD). Primary outcome was patient satisfaction and HRQoL using validated
questionnaires. Secondary outcomes were provider satisfaction, surgical site infection
(SSI) rates, and wound complications.
Results In total, 160 women were randomized. Population characteristics were not
significant among groups. RELIATECT dressing group had an overall higher score of
satisfaction and HR QoL compared with STANDARD group. Women in the RELIATECT
group reported less incision odor and incisional pain. Compared with the STANDARD
group, most women in RELIATECT dressing group reported better daily activities, self-
esteem, personal hygiene, body image, and sleep. Providers reported that the
RELIATECT dressing allowed better assessment of the surgical incision site, allowed
patients to shower early, and did observe less wound dressing leakage. No differences
were found in other secondary end points.
Conclusion Postcesarean RELIATECT dressing for wound care in pregnant women
with obesity had better patient and provider satisfaction as well as better HRQoL
scores. Further, level 1 evidence is needed to assess its impact on SSI rates and wound
complication, as this trial was not powered to accomplish this goal.

Key Points
• This study was conducted to evaluate RELIATECT on patient satisfaction and HRQoL following a cesarean.
• Post-cesarean RELIATECT dressing for wound care had better HRQoL and patient and provider satisfaction scores.
• This is the first randomized controlled trial evaluating RELIATECT dressing in obese pregnant women undergoing

cesarean section.
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Cesarean delivery is the most common surgical procedure in
the United States.1 Despite a concerted effort to decrease the
cesarean delivery rate, it continues to hover around 30% and is
unlikely to decrease.2 Surgical site infection (SSI) is a major
contributor to obstetrical morbidity, hospital readmission,
and higher health care cost.3 Interventions which prevent
SSI could have a significant impact onmaternal health as well
as the cost of maternity care.4 Factors that are known to affect
incisional SSI include surgery type, administration of periop-
erative antibiotic prophylaxis, and patient’s comorbidities
such as obesity.5 The relationship between postoperative
wound care, especiallywounddressing types, and SSI remains
to be elucidated.6 Recently, a postoperative dressing that
integrates the antimicrobial properties of chlorhexidine glu-
conate (CHG; 4% by weight), the practicality of absorbency,
and the convenience of transparency has been approved by
the Food and Drug Administration. The dressing has antimi-
crobial (CHG crosses microorganisms’ outer membrane, and
subsequently, attacks thebacterial cytoplasmicor innermem-
brane or the yeast plasma membrane) and absorption prop-
erties, and is transparent and adherent,making it useful in the
obstetrical population. As there are no level 1 clinical trials
focusing on these novel dressing types, and as the risk factors
and pathogenesis for postcesarean SSI may not mirror other
surgical procedures, such evidence specific to pregnancy is
needed before extrapolating the results from other types of
surgeries to cesarean procedures. At the same time, obesity, a
known risk factor for SSI, has become an epidemic.7 In
addition, it is important to consider health-related quality
of life (HRQoL) and well-being in the context of health and
disease treatment. Growingevidence8–10 supports that health
is a multidimensional concept and health care treatments
must incorporate domains related to physical, mental and
emotional, and social functioning. HRQoL focuses beyond the
direct measures of health and incorporates the quality-of-life
consequences of health status as well as the concept of well-
being, to assess a person’s emotions and life satisfaction. We
believe that both well-being and HRQoL have an important
impact inmaternal outcomes particularly during the postpar-
tum period while recovering from a cesarean delivery and
receiving wound care.

Hence, our aim was to evaluate the effect of a novel
antimicrobial dressing on patient’s satisfaction and HRQoL
before beginning the pivotal trial about its efficacy in de-
creasing SSI rates.

Materials and Methods

Study Design and Participants
This was a single-center, randomized, controlled, open-label
trial. Eloquest Healthcare, Inc., MI funded the trial but had no
role in the study design, conduct, analysis, or reporting.
Perinatal Research Division, The University of Texas Medical
Branch and the principal investigator (A.F.S.) coordinated the
study, data collection, management, and analysis indepen-
dently from the sponsor. The institution’s ethics committee
approved the study. Before randomization, written informed
consent was obtained from all participating subjects. All the

authors back the accuracy and completeness of the data, and
adherence of the study to the protocol. This study was
reported according to CONSORT (Consolidated Standards of
Reporting Trials) guidelines11 and registered at ClinicalTrials.
gov (NCT03887299) before enrollment started.

All pregnant women who were at 240/7 weeks or more of
gestation with whom a decision to perform a cesarean was
made and an admission body mass index � 35 kg/m2 were
screened for eligibility. Subjects unwilling or unable to
provide consent, with known allergy to chlorhexidine,
with chorioamnionitis, active skin infection, and coagulop-
athy, incarcerated, immunosuppressed (taking systemic im-
munosuppressant or steroids [e.g., transplant subjects, not
including steroids for lung maturity], HIV with CD4 <200, or
other), whose plan of care was not to have skin closure
(e.g., secondary wound closure, mesh closure), or there was
high likelihood of additional surgical procedure beyond
cesarean (e.g., scheduled hysterectomy, bowel, or adnexal
surgery) were excluded. All patients received surgical pro-
phylaxiswithin 60minutes before a cesarean section accord-
ing to our institution’s guidelines.

Randomization
Pregnant women who met eligibility criteria and consented
were randomly assigned in a 1:1 ratio to either standard
dressing (STANDARD) or ReliaTect Post-Op Dressing with
CHG (RELIATECT) beforewalking back to the operating room.
Surgeonswere aware of the assignment after wound incision
closure. The randomization sequence was created indepen-
dently using a computer-generated randomization and was
concealed in opaque envelopes from those responsible for
recruiting participants into the study. Blinding was not
possible due to the nature of the intervention.

Interventions
Women assigned to the STANDARD group received wound
dressing and postpartum care as per our current practice.
Compression dressing consisting of gauze, Telfa, and adhe-
sive tape was placed immediately after skin closure under
sterile conditions. Dressing was removed after 24 hours from
surgery completion and subjects had an absorption padwith
overlying garments for the remaining postoperative days
until standard postoperative visit for wound check (postop-
erative days 5–7).

Women assigned to RELIATECT group had ReliaTect Post-
OpDressing with CHGapplied immediately after skin closure
as per the manufacturer’s instructions under sterile condi-
tions (►Fig. 1A). All surgeons underwent training on appro-
priate application of the ReliaTect Post-Op Dressing before
initiation of the trial. Unless otherwise indicated (e.g., bleed-
ing, reoperation), the dressing was to remain in place until
the postoperative clinic visit on postoperative days 5 to 7
(►Fig. 1B, C).

The remainder of the subjects’ intraoperative and post-
operative care was similar for both arms and followed
current standard clinical practice at our center, including
extended-spectrum preoperative antibiotic prophylaxis.
Wound incision, skin, and subcutaneous fat tissue closure
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were all left at the surgeon’s discretion. At our institution,
skin closure is either performed with staples or with 3–0
poliglecaprone 25 sutures (Monocryl, Ethicon, Somerville,
NJ). Suture closure of subcutaneous fat was performedwhen
the fat thickness was more than 2 cm.

Trained and certified research staff members abstracted
data from the medical records. It included demographics,
medical history, and relevant outcomes. Participants were
interviewed by research personnel immediately postpartum
and completed a satisfaction survey at wound visit on
postoperative days 5 to 7.

Primary and Secondary Outcomes
The primary outcome was patient satisfaction and HR QoL
questionnaire.12 Prespecified secondary outcomes were
composite wound complication defined as presence of any
of the following within 30 days from surgery by real time
and/or chart review: SSI (defined per the Centers for Disease
Control and Prevention [CDC] guidelines13), wound hemato-
ma, seroma, or breakdown alone. Other secondary outcomes
included provider satisfaction survey, endometritis, other
infections (abscess, septic thrombosis, pneumonia, pyelone-
phritis, and breast infection), maternal death, puerperal
fever (temperature> 100.4°F after first 24 hours or �101°F
any time), postpartum antibiotic use, and allergic reactions
(anaphylaxis, angioedema, skin rashes including Stevens–
Johnson’s syndrome and toxic epidermal necrolysis).

Patient satisfaction and HR QoL were assessed using a
validated survey12 that was completed by subjects in both
groups at their postoperative day wound clinic visit (post-
operative days 5–7). This survey was modified and later
validated to our target population. The questionnaire con-
sisted of 11 questions that were scored on a 5-point Likert
scale.14 The paper survey was in English or Spanish. Provider
satisfactionwas obtained from clinical providerswho round-
ed in the patient while in house at the time of discharge on
postoperative days 1 to 2. Most providers and surgeons
consisted of residents in obstetrics postgraduate years 1 to 4.

Sample Size Calculation
We further validated the satisfaction and HR QoL question-
naire by surveying 20 obese women who underwent cesar-
ean delivery before the study started and received the
standard dressing. The mean score was 46 with a standard
deviation of 9.1. Thus, a total sample size of 160 womenwas
required to detect a difference of 10% in the primary

outcome (power of 90% and two-sided α of 0.05, 10% loss
to follow-up).

Statistical Analysis
The primary analysis was conducted on an intention-to-treat
basis. Between-group differences in continuous variables
were assessed using Student’s t-test or Mann–Whitney’s
rank-sum test, and results were given as mean, standard
deviation or median, range as appropriate. Categorical var-
iables were assessed using Pearson’s chi-square test or Fish-
er’s exact test. For dichotomous end points, relative risk (RR)
and 95% confidence interval (CI) values and for continuous
end points, difference in the means and 95% CI values were
calculated. A p-value of< 0.05 was considered significant.

The analysis was performed after data lock by an inde-
pendent research staff, blinded to the group assignment.
Blinded analysis was performed for the primary outcome
and then unblinded after analysis was completed.

Statistical analyses were performed using STATA 16 soft-
ware (StataCorp, College Station, TX) and GraphPad Prism
version 8.0.0 for Mac (GraphPad Software, San Diego, CA).

Results

Participants and Study Design
FromApril 2019 to January 2020, a total of 1,177womenwere
screened for eligibility; 155 women consented and were
randomized (78 in RELIATECT; 77 in STANDARD) (►Fig. 2).
One participant in the RELIATECT group was consented but
was found to be ineligible after randomization, secondary to
intraoperative finding of an infection at the planned skin
incision site; hence, this subject was not included in the
analysis and did not receive the assigned intervention.15

Protocol deviations occurred in nine participants for a total
protocol adherence of 94% (better than the estimated protocol
adherence of 90%).Majorityof protocol deviations consisted of
wound dressing being removed earlier than planned. Baseline
characteristics at randomization were similar among groups
(►Table 1). Our patient population consisted mainly of mul-
tiparous, young obesewhite Hispanic pregnant women. There
were no differences in the rates of postpartum hemorrhage,
vertical skin incision, and skin closure with staples.

Primary and Secondary Outcomes
►Table 2 summarizes survey scores, and ►Fig. 3 illustrates
statistical significant distribution histograms of the primary

Fig. 1 (A–C) Illustration of the ReliaTect Post-Op Dressing at postoperative day 0 (A) and 7 before (B) after dressing removal (C).
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outcome stratified by scores of 5 or more (“very happy”)
versus 4 or less (“less happy”). Obese women in the RELIA-
TECT group had an overall higher satisfaction and HR QoL
score compared with the STANDARD group (52 vs. 49; mean
difference [MD]: 3.27; 95% CI [0.78–5.76]; p¼ 0.002). Wom-
en in the RELIATECT group reported less incision odor (4 [1–
5] vs. 5 [1–5]; MD: 0.15; 95% CI [0.08–0.69]; p¼ 0.0002)
(►Table 2 and ►Fig. 3), and incisional pain (4 [1–5] vs. 5 [1–
5]; MD: 0.44; 95% CI [0.10–0.77]; p¼ 0.009). Compared with
the STANDARD group, most women in the RELIATECT group
reported better daily activities (5 [1–5]) vs. 5 [1–5]; MD:
0.42; 95% CI [0.10–0.75]; p¼ 0.007), self-esteem (5 [1–5] vs.
5 [1–5]; MD: 0.34; 95% CI [0.06–0.63]; p¼ 0.018), personal
hygiene (5 [1–5] vs. 5 [1–5]; MD: 0.32; 95% CI [0.04–0.60];
p¼ 0.003), body image (5 [1–5] vs. 5 [1–5]; MD: 0.40; 95% CI
[0.08–0.72]; p¼ 0.007), and sleep (4 [1–5] vs. 5 [1–5]; MD:
0.53; 95% CI [0.19–0.88]; p¼ 0.001) (►Table 2 and ►Fig. 3).

Providers reported that the RELIATECT dressing allowed
better assessment of the surgical incision site (2 [1–5] vs. 5
[1–5]; MD: 1.78; 95% CI [1.33–2.23]; p< 0.0001), allowed
patients to shower early (2 [1–5] vs. 4 [1–5];MD: 1.42; 95% CI
[0.98–1.85]; p< 0.0001), and did observe less wound dress-
ing leakage (4 [1–5] vs. 5 [1–5];MD: 0.54; 95% CI [0.12–0.98];
p¼ 0.003) (►Table 3).

Other secondary outcomes were not different between the
groups (►Table 4), SSI rates did not differ among groups
(STANDARD: 1 [1.29%] vs. RELIATECT: 2 [2.59%]; RR: 2; 95%
CI [0.18–21.60]; p¼ 0.568). The rates of outpatient antibiotic
administrationwithin 30 days of surgery were similar among

both dressing methods (STANDARD: 5 [6.49%] vs. RELIATECT
groups: 5 [6.49%]; RR: 1; 95% CI [0.30–3.32]; p¼ 1).

Discussion

Principal Findings
We found that obese women receiving postpartum wound
care with RELIATECT dressing after cesarean delivery were
more satisfied and reported a higher HRQoL activity scores
compared with those who received standard wound care.
Providers’ feedback toward the novel dressing was also
positive. Although not powered for secondary outcomes,
the rates of SSI and wound complications did not differ
among groups. Given our findings, RELIATECT novel dressing
is not inferior to standard of care dressing with better patient
and provider satisfaction.

Results
Growing proof8–10 supports that health is a multidimen-
sional concept and health care treatments must incorporate
domains related to physical, mental and emotional, and
social functioning. HRQoL focuses beyond the direct meas-
ures of health and incorporates the quality-of-life conse-
quences of health status as well as the concept of well-
being, to assess a person’s emotions and life satisfaction.
During wound care, mothers feel distressed and are worried
about pain control, wound incision healing, and ultimately,
the ability to return to daily activities, hence the impor-
tance of well-being and HRQoL when evaluating wound

Fig. 2 Flow diagram.
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care after a cesarean delivery. This is the first published trial
evaluating these measurements among two types of wound
care dressings. Patients and providers were more satisfied
with the RELIATECT compared with the STANDARD. More-
over, women in the RELIATECT had better HRQoL scores;

such as, better daily activities, self-esteem, personal hy-
giene, body image, and better sleep. This is likely due to the
difference in surgical wound care; rather to have the skin
exposed, the RELIATECT covers the surgical site for a full 5
to 7 days, it is transparent and allows ease of movement and
ability to perform daily activities without patients worrying
of changing dressing or of the wound touching surrounding
garments or leaking fluid. The dressing did not impact
negatively daily activities and patients reported better
self-esteem, better personal hygiene, better body image,
and better sleep.

Neither dressing hadmajor adverse events, such aswound
dehiscence, deep or superficial SSI per CDC guidelines,13

wound seroma, wound hematoma, endometritis nor other
comorbidities. Despite higher rates of antimicrobial use in
the RELIATECT group, this was not statistically different, and
it was initiated for nonclinical indications such as visualiza-
tion of exudate film through transparent dressing, which is
an expected finding with the RELIATECT dressing. This
finding may be secondary to providers’ unfamiliarity with
the new dressing and may have been avoided with better
education of providers to expectations of the RELIATECT
dressing. Still, the safety profile for RELIATECT was not
significantly different from STANDARD.

Wound complications in the obstetrical population ranges
between 2 and 30%.16 SSI after a cesarean section has been
associated with adverse maternal outcomes, prolonged hos-
pital stay, and increased health care costs.4 Early detection of
relevant risk factors such as obesity, diabetes, smoking,
peripartum infections, immunosuppression, and prolonged
rupture of membranes are crucial for SSI prevention and
management. One of the CDC16,17 recommendations for SSI
prevention is covering the incision sitewith a sterile dressing
for 24 to 48 hours. This was based on an animal study18 that
showed wound resurfacing was completed> 24 hours. The
optimalwound care or postoperative dressing that decreases
SSI rates leads to better patient satisfaction, better HR QoL,
and less scarring remains undetermined. For example,
Cochrane reviews6,19 did not show differences in scar, SSI,
pain, or patient’s acceptability among different postopera-
tive dressings. Furthermore, some critics even argue against
the use of any postoperative dressing due to the lack of
evidence.6,20 The ReliaTect Post-Op Dressing with CHG was
designed to address these concerns.We designed this clinical
trial (the first to evaluate this dressing) to primarily assess
patient’s acceptability and in addition to use its preliminary
data to power a larger trial to assess its effect on wound
complications and SSI rates.

Strengths and Limitations
The strengths of our study include its randomized design,
prespecified outcomes and analyses, and management of
wound care that is consistent within a single institution. In
addition, the patientsweremanaged independently from the
investigators. Our study has also some limitations. Given the
nature of the intervention, masking was not an option. This
may have led to higher scores in patients who received the
novel dressing. We tried to limit further bias by locking the

Table 1 Patient demographicsa

Population characteris-
tics (ITT)

STANDARD
(n¼ 77)

RELIATECT
(n¼ 77)

Age (y) 29 (20–41) 29 (19–41)

Gestational age (wk) 39 (32–39) 39 (34–40)

Gravidity 3 (1–9) 3 (1–7])

Parity 1 (0–7) 2 (0–5])

Maternal weight (kg) 111 (82–208) 102 (82–182)

BMI 40 (31–79) 40 (34–62)

BMI (>35 kg/m2) 76 (98.7) 76 (98.7)

BMI (>40 kg/m2) 41 (53.2) 46 (59.7)

No. of prior cesareans 1 (0–6) 1 (0–4)

Race

White 62 (80.5) 61 (79.2)

African American 14 (18.1) 16 (20.7)

Native
American/Hawaiian

1 (0.01) 0 (0)

Hispanic 37 (48.0) 47 (61.0)

Gestational diabetes 13 (16.8) 5 (6.49)

A1 GDM 3 (3.89) 2 (2.59)

A2 GDM (oral) 7 (9.09) 2 (2.59)

A2 GDM (insulin) 3 (3.89) 0 (0)

Medical conditions

None 50 (64.9) 54 (70.1)

Pregestational
diabetes

7 (9.09) 4 (5.19)

Preeclampsia 3 (3.89) 1 (1.29)

Preeclampsia with se-
vere features

2 (2.59) 3 (3.89)

Chronic hypertension 12 (15.5%) 11 (14.3%)

Combination of above 3 (3.89) 4 (5.19)

Other complications of
pregnancy

1 (1.29) 3 (3.89)

Delivery complications

None 64 (83.11) 69 (89.6)

Postpartum
hemorrhage

11 (14.2) 6 (7.79)

Other 1 (1.29) 2 (2.59)

Vertical skin incision 8 (10.3) 6 (7.79)

Skin closure with staples 44 (57.1) 43 (55.8)

Abbreviations: BMI, body mass index; GDM, gestational diabetes mel-
litus; ITT, intent to treat.
Note: Data are presented as n (%) or median (range).
aDemographics and baseline characteristics were analyzed in the ITT
population, and no significant differences were noted among groups.
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dataset prior to the analysis, which was performed by
personnel who were blinded to the group assignment. An-
other limitation is that a study in a single center may have
lower variability in management and therefore may be less

generalizable to other centers. However, determining
whether the results of a trial are applicable to other patient
population is not unique to ours. Since our trial was not
powered to assess SSI outcomes, our study cannot elucidate

Table 2 Patient satisfaction survey and HR QoL measurements

Primary outcome (ITT)
Patient satisfaction

STANDARD (n¼ 77) RELIATECT (n¼ 77) Difference (95% CI)

Odor (bad smell) of the incision wound
from your cesarean delivery

4 (1–5) 5 (1–5) 0.15 (0.08–0.69)

Leakage of the incision wound from
your cesarean delivery

5 (1–5) 5 (1–5) 0.07 (�0.21 to 0.36)

Itching of the incision wound from
your cesarean delivery

5 (1–5) 5 (1–5) �0.03 (�0.36 to 0.29)

The way my wound dressing affected
my daily activities (ability to wear
pants or garment that goes across the
incision) or movements

5 (1–5) 5 (1–5) 0.42 (0.10–0.75)

The way my wound dressing affected
my body image

5 (1–5) 5 (1–5) 0.40 (0.08–0.72)

The way my wound dressing affected
my self-esteem

5 (1–5) 5 (1–5) 0.34 (0.06–0.63)

The way my wound dressing affected
my personal hygiene

5 (2–5) 5 (1–5) 0.32 (0.04–0.60)

The ability of the wound dressing to
protect my wound (incision site)

5 (1–5) 5 (1–5) 0.13 (�0.18 to 0.44)

The way my wound dressing affected
my sleep

4 (1–5) 5 (1–5) 0.53 (0.19–0.88)

The way my wound dressing affected
my incisional pain

4 (1–5) 5 (1–5) 0.44 (0.10–0.77)

Overall I am satisfied with my postop-
erative wound dressing care

5 (2–5) 5 (1–5) 0.18 (�0.08 to 0.43)

Total score 49 (20–55) 52 (12–55) 3.27 (0.78–5.76)

Abbreviations: CI, confidence interval; ITT, intent to treat; QoL, health-related quality of life.
Note: Data are presented as median (range).

Fig. 3 Survey: distribution histograms. Answers categorized by scores of 5 or more (“very happy”) versus scores less than 5 (“less happy”). Y-axis
reflects proportions.
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whether this novel dressing is superior to current practice in
decreasing wound infection rates.

Clinical Implications
ReliaTect Post-Op Dressing with CHG wound care in obese
women undergoing cesarean delivery led to better patient
and provider satisfaction aswell as better HRQoL.While both
groups had minimal wound complications and SSI events,
advantages of RELIATECT dressing include antimicrobial
properties, practicality of absorbency, and the convenience
of transparency. Further, level 1 evidence would allow us to
assess its impact on SSI rates andwound complication, as this
trial was not powered to accomplish this goal. We hope that
our results will pave the way to further clinical application
studies elucidating ReliaTect’s role in postcesarean wound
care, most importantly, its efficacy in decreasing SSI and
wound complication rates to justify its cost compared with
standard dressing.

Conclusion

Postcesarean RELIATECT dressing for wound care in pregnant
women with obesity had better patient and provider satisfac-
tion as well as better HRQoL scores, such as better daily
activities, self-esteem,personal hygiene, body image, and sleep.

Clinical Trial Registration
ClinicalTrials.gov; date of registration: March 22, 2019;
date of first enrollment: April 18, 2019; available at:
https://clinicaltrials.gov/ct2/show/NCT03887299
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A.F.S. and L.A. were involved in data abstraction/

Table 3 Provider satisfaction before hospital discharge

Secondary outcome (ITT)
Provider satisfaction

STANDARD (n¼ 74) RELIATECT (n¼ 75) Difference (95% CI)

Dressing allowed wound to be assessed 2 (1–5) 5 (1–5) 1.78 (1.33–2.23)

Dressing did not allow leakage 4 (1–5) 5 (1–5) 0.54 (0.12–0.98)

Dressing allowed patient to shower early 2 (1–5) 4 (1–5) 1.42 (0.98–1.85)

Dressing stayed in place/secure for the time
required/desired

5 (1–5) 5 (1–5) 0.22 (�0.09 to 0.53)

No signs/symptoms of infection at time of assessment 5 (1–5) 5 (1–5) 0.28 (0.01–0.54)

Total score 17 (5–25) 21 (5–25) 4.14 (2.65–5.63)

Abbreviations: CI, confidence interval; ITT, intent to treat.
Note: Data are presented as median (range).

Table 4 Secondary outcomes

Secondary outcomes (ITT) STANDARD (n¼ 77) RELIATECT (n¼ 77) Relative risk (95% CI)

Surgical site infectiona 1 (1.29) 2 (2.59) 2 (0.18–21.60)

Postpartum endometritis 0 (0) 1 (1.29)

Other wound complication 5 (6.5) 9 (13.2) 2 (0.71–5.58)

Antimicrobial givenb 4 (5.19) 6 (7.79)

Allergic reaction 0 (0) 1 (1.29)

Wound dehiscence 1 (1.29) 0 (0)

Otherc 0 (0) 2 (2.59)

Readmissiond 0 (0) 3 (3.89)

Postpartum triage visit 10 (12.9) 6 (7.79) 0.6 (0.22–1.56)

Outpatient antibioticse 5 (6.49) 5 (6.49) 1 (0.30–3.32)

Postpartum antibiotics before Discharge 1 (1.29) 1 (1.29) 1 (0.06–15.70)

Abbreviations: CI, confidence interval; ITT, intent to treat.
Note: Data are presented as n (%).
aDefined per CDC guidelines.
bFor suspected wound infection at any time after delivery.
cTwo readmissions were due to wound infection, one was for preeclampsia.
dCombination of one or more of the above wound complications.
eWithin 30 days of delivery for any indication.
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criteria for approval on March 8, 2019. Written informed
consent was obtained from all participants prior to inclu-
sion and randomization in the study. Participants were
identified by number, not by name.
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