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ABSTRACT

Background and study aims Concomitant hiatal hernia
(HH) repair with transoral incisionless fundoplication (TIF)
is a therapeutic option for patients with HH >2 cm and gas-
troesophageal reflux disease (GERD). Data comparing this
approach with laparoscopic Nissen fundoplication (LNF)
are lacking. We performed an exploratory analysis to com-
pare these two approaches' adverse events (AEs) and clini-
cal outcomes.

Patients and methods This was a multicenter retrospec-
tive cohort study of HH repair followed by LNF versus HH re-
pair followed by TIF in patients with GERD and moderate HH
(2-5cm). AEs were assessed using the Clavien-Dindo classi-
fication. Symptoms (heartburn/regurgitation, bloating, and
dysphagia) were compared at 6 and 12 months.

Results A total of 125 patients with HH repair with TIF and
70 with HH repair with LNF were compared. There was no
difference in rates of discontinuing or decreasing proton
pump inhibitor use, dysphagia, esophagitis, disrupted
wrap, and HH recurrence between the two groups (P>
0.05). The length of hospital stay (1 day vs. 2 days), 30-day
readmission rate (0 vs. 4.3%), early AE rate (0 vs. 18.6%),
and early serious AE rate (0 vs. 4.3%) favored TIF (all P<
0.05). The rate of new or worse than baseline bloating was
lower in the TIF group at 6 months (13.8% vs. 30.0%, P=
0.009).

Conclusions Concomitant HH repair with TIF is feasible
and associated with lower early and serious AEs compared
to LNF. Further comparative efficacy studies are warranted.
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Introduction

Gastroesophageal reflux disease (GERD) is a common chronic
disease, affecting approximately 8.8 % to 27.8 % of the Western
population [1]. Although this condition is non-malignant, un-
treated GERD can significantly impair quality of life (Qol) and
potentially lead to Barrett’s esophagus (BE) and esophageal
adenocarcinoma [2,3]. Proton pump inhibitors (PPIs) are the
mainstay of treatment; however, medical treatment frequently
requires a long-term commitment and is associated with a sub-
stantial cost burden [4]. Several associated risks have been
linked to chronic PPI use [5,6]. Despite taking standard-dose
PPIs, up to 45% continued to experience persistent reflux
symptoms [7], and one-third continued to have abnormal acid
exposure [8]. In those who achieved an initial response, up to
35% later experienced a relapse requiring a higher PPl dose or
ultimately required anti-reflux surgery [9].

Anti-reflux surgery has proven effective in managing GERD
with a randomized trial indicating over 85% of patients experi-
encing “good” satisfaction without further need of medical
therapy at 5 years [10]. Long-term studies have also demon-
strated the superior efficacy of anti-reflux surgery to medical
therapy in patient satisfaction, clinical outcomes, and health-
care costs [11-13]. However, this is to be weighed against the
side effects, mainly gas-bloat syndrome and dysphagia report-
edly occurring in 31.2% and 12.6% of patients, respectively,
from a meta-analysis of randomized controlled trials (RCTs)
[14]. Transoral incisionless fundoplication (TIF) is an endo-
scopic intervention to restore the position of the distal esopha-
gus to a subdiaphragmatic intragastric position providing a
high-pressure zone functionally and anatomically similar to the
surgical fundoplication, but with minimal anatomical altera-
tions of the gastroesophageal junction, the fundus, and dia-
phragmatic hiatus [15]. This procedure provided a safe and sus-
tained relief of reflux symptoms with no serious adverse out-
comes based on a 5-year study [16]. A meta-analysis of three
RCTs of 233 refractory GERD patients also demonstrated a sig-
nificant reduction in PPl use, improvement in esophagitis,
esophageal pH, and Qol at 3 years after TIF compared to sham
or PPl therapy [17].

Hiatal hernia (HH) frequently coexists with GERD and further
facilitates GERD development by compromising the anti-reflux
barrier [18]. The relationships between HH severity and reflux
symptoms, esophagitis, and BE are well-established [19-21].
GERD patients with HH larger than 2 cm traditionally undergo
laparoscopic HH repair, followed by anti-reflux surgery if clini-
cally warranted. Similarly, while TIF alone is adequate for HH
< 2cm, in cases with larger HH, TIF can be combined with crur-
oplasty. This combined approach of HH and TIF has demon-
strated safety and efficacy in patients with moderate HH 3cm
or larger [22]. Another retrospective study of 46 patients who
underwent concomitant HH repair and TIF found significant
GERD-HRQL score improvement at a mean follow-up of 14.5
months, with only minor complications observed [23]. Another
study of 99 GERD patients with HH 2 to 5cm undergoing this
combined approach showed a considerable improvement in re-
flux symptoms with no long-term bloating or dysphagia, which

are well-known side effects after LNF at 12 months [24]. A re-
cent retrospective study of 33 patients also demonstrated that
over 80% of patients were off PPI, and over 90% of patients
achieved greater than 75 % satisfaction after this combined ap-
proach at a median follow-up of 9 months [25]. The U.S.Food
and Drug Administration expanded the indication for TIF to
use in patients with HH larger than 2.cm in whom laparoscopic
HH repair is performed. However, data comparing this ap-
proach with conventional LNF are lacking. Therefore, we per-
formed an exploratory analysis to compare clinical outcomes
and adverse events (AEs) between HH repair with TIF and HH
repair with LNF.

Patients and methods

This was a US multicenter comparative study of HH repair with
TIF versus HH repair with LNF. The TIF cohort was derived from
one published retrospective study of one center (San Angelo
Medical Center, Texas) and one previously published prospec-
tive study of two centers (Affinity Health Systems and Metho-
dist Hospitals, Indiana Wisconsin) [24, 26]. The LNF cohort was
from the Mayo Clinic (Rochester, Minnesota).

Eligible subjects were adults aged 18 to 75 years with chron-
ic GERD (at least 6 months) and HH between 2 and 5cm in
length. The TIF cohort was accrued from January 2014 to De-
cember 2017. The LNF cohort was accrued from January 2001
to December 2018. Exclusion criteria included patients with se-
vere esophagitis with Los Angeles classification grade C or D,
BE, prior esophageal surgery, major esophageal motility disor-
ders or gastroparesis. Fundoplication was performed according
to the Society of American Gastrointestinal and Endoscopic
Surgeons (SAGES) guidelines [27] in patients who have failed
medical management due to inadequate symptom control, de-
veloping GERD-related complications including BE, developing
drug-related side effects, or patients who opt for surgery de-
spite successful medical management due to QoL considera-
tions, lifelong need for medication, or costs. GERD was diag-
nosed based on symptoms and endoscopy with an adjunct of
an esophageal pH study if clinically indicated. HH size was
measured on upper endoscopy and/or esophagram. Subjects
who had an open surgical approach, prior anti-reflux surgery, a
follow-up of fewer than 6 months, or insufficient medical re-
cords were excluded. Patient baseline characteristics, symp-
toms, and endoscopic findings were collected from electronic
medical record systems.

This study was approved by the Mayo Clinic Institutional Re-
view Board (IRB 19-008262) and was conducted in accordance
with the Declaration of Helsinki.

Hiatal hernia repair and TIF

All patients underwent the procedure under general anesthe-
sia. In the TIF cohort, first, hernia repair was performed laparos-
copically via four ports with an optional fifth port to facilitate
retraction and exposure. A hiatal dissection was performed un-
til 2 to 3 cm of the intraabdominal tension-free esophagus was
visualized. Both vagus nerves were identified and preserved
throughout the procedure. The hiatal defect was then repaired
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using interrupted posterior sutures to reapproximate the crura
of the esophagus with a bougie ranging from 48F to 54F based
on the patient size, mostly using 50F bougie or endoscope in
place to prevent esophageal constriction. The abdomen was
then closed. Patients were then placed in the partial left lateral
decubitus position by tilting the operating table for the TIF pro-
cedure. The TIF procedure was performed using the TIF 2.0
iteration with the EsophyX device (EndoGastric Solutions, Red-
mond, Washington, United States) described by Bell and Ca-
diere [29] and first published by Jobe, et al [30]. The valve was
created approximately 270 degrees around the esophagus. All
TIF procedures were performed by experienced endoscopists.
» Fig.1 shows the images of preoperative and postoperative
endoscopy and esophagram.

Hiatal hernia repair and Nissen fundoplication

In the LNF cohort, patients first underwent laparoscopic HH re-
pair with techniques similar to those used in the TIF cohort. Fol-
lowing this, Nissen fundoplication was done by creating 360-
degree wrapping of the fundus around the distal, subdiaphrag-
matic, and intraabdominal esophagus. All patients were moni-
tored in the hospital overnight after the procedure and dis-
charged if the pain was adequately controlled with no signs of
infection, with adequate oral intake.

Follow-up and outcome assessment

After surgery, a multidisciplinary team routinely follows pa-
tients, including the thoracic surgeon and gastroenterologist,
at progressive intervals. Postsurgical outcomes, including the
length of hospital stay, 30-day readmission, 1-year mortality,
and AEs, were reviewed. The primary endpoint was the inci-
dence of early (<30 days) and late (30 days to 12 months) AEs,
as assessed using the Clavien-Dindo classification [31], in which
severe AEs were defined as grade Ill-V. AEs were defined as any
untoward medical occurrence that presented after treatment.
Secondary endpoints included postoperative symptoms, in-
cluding reflux symptoms (heartburn/ acid regurgitation), bloat-
ing, and dysphagia assessed using the GERD Health-Related
Quality of Life questionnaire (GERD-HRQL) in the TIF cohort in-
volving 11 heartburn/regurgitation questions, two dysphagia
questions, and one bloating question with a score of 0 to 5 in
each item at 6 and 12 months after surgery and by a chart re-
view in the LNF cohort. Improvement in reflux symptoms was
defined as at least 1-point decrease in the GERD-HRQL ques-
tionnaire of combined reflux and heartburn questions in the
TIF cohort. New or worse than baseline of bloating and dyspha-
gia were defined as at least 1-point increase in the GERD-HRQL
questionnaire. In the LNF group, symptoms at 6 and 12 months
were assessed by reviewing the medical records to determine
any new or worsening symptoms of acid regurgitation, heart-
burn, dysphagia, and bloating. The rates of discontinued and
decreased use of PPl were also assessed.

PPIs were routinely continued for 2 to 4 weeks postopera-
tively and then titrated off based on patient symptoms. Pa-
tients routinely underwent an upper endoscopy before the pro-
cedure to assess the grading of HH and esophagitis. Routine
upper endoscopy was performed in the TIF cohort at San Ange-

> Fig.1 a Preoperative endoscopy demonstrating Hill grade IV.

b Preoperative esophagram demonstrating hiatal hernia. ¢ Post-
operative endoscopy demonstrating a successful creation of the
gastroesophageal flap valve. d Postoperative esophagram showing
3-cm high-pressure zone with an absence of hiatal hernia.

» Fig.2 almage showing intact wrap with recurrent hiatal hernia.
b Image showing disrupted wrap with no hiatal hernia.

lo Medical Center at 6 months and was performed if clinically
indicated in the rest of the cohort. Patients who had a paired
pre-and post-surgery endoscopy (within 6 to 12 months after
surgery) were assessed for improvement in esophagitis report-
ed as the Los Angeles (LA) classification, the appearance of the
wrap, and recurrence of HH (»Fig.2a). The hiatal repair was
considered intact if the hiatal opening was less than 3cm of
the greatest transverse diameter. The fundoplication was con-
sidered intact if the wrap was at least 200 degrees in rotation
and at least 2cm in length (» Fig. 2b).

Statistical analysis

Data were expressed as mean and standard deviation (SD) for
continuous variables with normal distribution or median and in-
terquartile range (IQR) for skewed data and proportions for ca-
tegorical variables. Continuous data were compared using an
unpaired Student t-test and nonparametric Mann-Whitney U
test when appropriate. Categorical data were analyzed using a
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Chi-square test or Fisher’s exact test when cells had expected
counts of less than 5. The multivariable logistic regression anal-
ysis was performed to find the association between TIF and the
occurrence of AE after adjusting for potential confounders in-
cluding age, sex, and body mass index (BMI). P<0.05 was con-
sidered significant. The analysis was performed using JMP Pro
14.1. (SAS Institute, Cary, North Carolina, United States).

Results
Patients

Atotal of 125 patients with HH repair and TIF and 70 with HH re-
pairand LNF were included. The mean agewas 57.2 £ 14.3 years,
58.5% were women, and the mean BMI was 29.2+4.7 kg/m?.
The baseline characteristics, including BMI and sex, were sim-
ilar between the two groups, except that patients in the TIF co-
hort were younger than the LNF cohort (55.1+14.5 years vs.
60.9+13.4 years, P=0.005) (» Table1).

Clinical outcomes

Rates of discontinuation of PPIs (73.8% vs. 60.6% at 6 months
and 73.5% vs. 58.3% at 12 months) and decrease in PPI use
(85.4% vs. 83.3% at 6 months and 83.8% vs. 78.3% at 12
months) were not significantly different between the two
groups at 6 and 12 months. In both groups, PPl non-users at
baseline did not need to start using PPIs. The rate of reflux
symptom-free patients with no PPl use was similar between
the two groups at both time points (60.8 % vs. 62.9%, P=0.78
at 6 months and 52.5% vs. 58.1%, P=0.53). The rate of patients
with continued reflux symptoms with PPI use was significantly
higher in the TIF cohort at 6 months (13.1% vs. 4.3%, P=0.04)
and numerically higher at 12 months (13.1% vs. 4.8%, P=0.10).

The rate of new or worse than baseline bloating was lower in
the TIF cohort at 6 months (13.8% vs. 30.0%, P=0.009) and nu-
merically lower at 12 months (14.9% vs. 24.2%, P=0.18). In the
109 TIF patients with preoperative and 6-month postoperative
scores using the GERD-HRQL questionnaire, the overall mean
score changed from 2.8+1.7 to 1.5+1.7, reflecting an overall
decrease in bloating. However, 15 of 109 patients reported an
increase in bloating score of at least 1 point. Five patients had a
preoperative bloating score of zero that increased at least 1
point at 6 months, placing the rate of de novo bloating at 4.6 %
(5 of 109).

The rate of new or worse than baseline dysphagia was not
significantly different between the two groups at either time
point (8.3% vs. 14.3%, P=0.10at 6 months and 10.1% vs.
12.9%, P=0.62at 12 months). The length of hospital stay was
shorter in the TIF group (1 [IQR 1-2] days vs. 2 [IQR 1-2] days,
P<0.001). The 30-day readmission rate was lower in the TIF
group (0% vs. 4.3%, P=0.013). One-year mortality was not ob-
served in both groups. » Table 1 and » Fig. 3 summarize clinical
outcomes.

E14

Endoscopic assessment

Of the total, 29 TIF patients and 19 LNF patients had presurgical
and postsurgical upper endoscopy. Patients in the TIF group
had a higher grade of esophagitis at baseline than the LNF
group (any grade of esophagitis: 79.3% vs. 42.1%, P=0.008).
At follow-up, the rate of improvement of esophagitis (lower LA
grade of esophagitis) was equally observed in both groups
(95.7% vs. 87.5%, P=0.45), and the rate of resolution of esoph-
agitis was also similar between the two groups (82.6% vs.
87.5%, P=0.45). The rates of HH recurrence (17.2% vs. 10.5%,
P=0.51) and disrupted wrap (3.5% vs. 6.3%, P=0.33) were
comparable between the two groups. » Table 2 outlines endos-
copy findings.

Adverse events

Rates of early AEs (0% vs. 18.6%, P<0.001) and serious early
AEs (0% vs. 4.3%, P<0.001) were lower in the TIF group than
in the LNF group. Three serious early AEs in the LNF group were
dysphagia requiring endoscopic dilation (n=1) and food impac-
tion requiring endoscopic disimpaction, followed by dilation (n
=2). Ten early non-serious AEs were abdominal distension/ileus
(n=4), urinary retention (n=3), nausea/vomiting (n=2), and
wound infection (n=1). There were no late AEs observed in ei-
ther group at 12 months. The multivariate logistic regression a-
nalysis could not be performed given that no AE occurred in the
TIF group.

Discussion

Despite the increasing incidence of GERD, there is an estab-
lished trend toward decreased utilization of surgical therapies,
while the use of medical therapies that only ameliorate symp-
toms has been increasing. This could partly be due to patient
preference to avoid surgery or fear of increased bloating and
dysphagia post-surgery. Given the shortcomings of medical
therapy as a predominant management option for GERD, an al-
ternative anatomic correction is appealing. Combining TIF with
HH repair could be offered to patients with GERD and moderate
HH. This study provided comparative evidence of TIF versus LNF
in patients with a moderate HH with a predominant focus on AE
profiles in the short term.

Our study demonstrates that HH repair with TIF resulted in a
comparable decreased or discontinued rate of PPl use and a
comparable rate of symptom-free patients off PPl to HH repair
with LNF up to 12 months. Objectively, the healing rates of ero-
sive esophagitis were similar between the two groups. We have
previously reported our experience with a separate cohort of 18
patients undergoing concomitant HH repair and TIF and dem-
onstrated the feasibility and symptomatic improvement at 6
months [22]. Another unpublished trial of 27 PPI-refractory pa-
tients demonstrated that HH repair with TIF offered an 85 % PPI
discontinuation rate with high patient satisfaction at up to 11
months [31]. In studies of TIF with no concomitant HH repair,
comparative evidence overall is lacking. Only one nonrando-
mized prospective trial was available comparing TIF with LNF in
10 patients each [32]. This study showed a higher prevalence of
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» Table 1 Baseline characteristics and clinical outcomes.

TIF group LNF group P value

(N=125) (N=70)
Baseline/procedure
Age (years, mean=SD) 55.1+14.5 60.9+13.4 0.005
Female [n (%)] 71(56.8) 43 (61.4) 0.53
BMI (kg/m?, mean £SD) 29.1£5.0 29.2+4.2 0.97
PPl use [n (%)] 119(95.2) 66 (94.3) 0.78
Length of hospital stay (days, median [IQR]) 1(1-1) 2(1-2) <0.001
Readmission in 30 days [n (%)] 0 3(4.3) 0.013
Adverse event [n (%)]
= Early (<30 days) 0 13(18.6) <0.001
= Early serious 0 3(4.3) <0.001
= Late (30 days to 1 year) 0 0 -
= Late serious 0 0 =
= 1-year mortality [n (%)] 0 0 =
At 6 months [n (%)]
= Discontinued PPl use 76(73.8) 40 (60.6) 0.07
= Decreased PPl use 88(85.4) 55 (83.3) 0.71
= Start PPluse 0 0 =
= Bloating (new or worse than baseline) 15(13.8) 21(30.0) 0.009
= Dysphagia (new or worse than baseline) 9(8.3) 10(14.3) 0.21
= No PPl use with no symptoms 65 (60.8) 44 (62.9) 0.78
= PPl use with continued symptoms 14(13.1) 3(4.3) 0.04
At 12 months [n (%)]
= Discontinued PPl use 50(73.5) 35(58.3) 0.07
= Decreased PPl use 57 (83.8) 47 (78.3) 0.43
= Start PPluse 0 0 =
= Bloating (new or worse than baseline) 10(14.9) 15(24.2) 0.18
= Dysphagia (new or worse than baseline) 7(10.1) 8(12.9) 0.62
= No PPl use with no symptoms 32(52.5) 36(58.1) 0.53
= PPl use with continued symptoms 8(13.1) 3(4.8) 0.10

BMI, body mass index; IQR, interquartile range; LNF, laparoscopic Nissen fundoplication; PPI, proton pump inhibitor; SD, standard deviation; TIF, transoral incisionless

fundoplication.

reflux esophagitis and more acid exposure in the TIF cohort
than LNF at 3 months. The follow-up interval was relatively
short. No grading of esophagitis and the change from their
baseline were reported. A recent network meta-analysis com-
paring TIF versus LNF favored LNF in terms of improvements in
reflux physiologic parameters and durability [33]. However, in
addition to the indirect comparison nature of this meta-analy-
sis, there were several clinical and methodological issues af-
fecting its validity, and it did not investigate the effects of con-
comitant TIF and HH repair [34].

Abu Dayyeh Barham K et al. Hiatal hernia repair... Endosc Int Open 2023; 11: E11-E18 | © 2023. The Author(s).

Our TIF cohort experienced no AEs up to 12 months after
surgery. Three serious AEs were observed in the LNF cohort.
The two previous studies of HH repair with TIF 2.0 also demon-
strated no serious AEs [22,31]. It should be noted that experi-
enced endoscopists performed all TIFs in our study. Based on
our review of all available RCTs of almost 200 patients total for
TIF with no HH repair, only one AE was reported, which was
pneumoperitoneum that was successfully managed with nee-
dle decompression [16,35-37]. The rest of the AEs were self-
limiting and short-lived, including nausea, bloating, and dys-
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100%
90%
80% 73.80%
70% 60.60%
60%
50%
40%
30% 18.60%
20% 13.80%
10% 0
0%
(A) Early adverse (B) Discontinued (C) Bloating
events PPl use

TIF LNF

30%

14.30%
8.30%

(C) Dysphagia

» Fig.3 a Percentage of patients with early AEs. b Percentage of
patients who discontinued PPl use at 6 months. c Percentage of
patients with new or worse than baseline bloating at 6 months.

d Percentage of patients with new or worse than baseline dys-
phagia at 6 months. TIF, transoral incisionless fundoplication; LNF,
laparoscopic Nissen fundoplication.

phagia. The continuous evolution of the device could further
improve procedural consistency and reproducibility with less
operator dependence, e.g., the EsophyX-Z device was intro-
duced in 2016 and was used in this study [15].

TIF potentially offers a lower rate of post-fundoplication syn-
drome than LNF, including bloating and dysphagia. In studies
with no concomitant HH repair, this finding has also been ob-
served across previous RCTs [16,36-38] and in long-term stud-
ies of over 5 years [16,35-37]. Our study demonstrated signifi-
cantly less bloating up to 12 months after surgery with a com-
parable rate of dysphagia in the TIF group versus the LNF group.
Of note, unlike LNF, dysphagia after TIF appeared to be milder
and did not require additional interventions. This could be due
to creating a partial rather than a circumferential 360-degree
wrap.A previous meta-analysis comparing LNF with laparo-

» Table2 Endoscopy findings.

scopic Toupet fundoplication (270-degree wrap) supported
this plausible explanation, demonstrating that LNF resulted in
1.6-times and 2.8-times higher prevalences of bloating and
dysphagia, respectively, as compared to Toupet [41]. This may
have been attributable to more procedural standardization of
TIF. It should be noted that in our institution, LNF historically
has been the most commonly performed type of surgical fun-
doplication. Our study compared TIF with LNF but not the Tou-
pet fundoplication, which is also a partial 270-degree wrap that
could be more comparable with the TIF.

A question remains about whether this concomitant proce-
dure is cost-effective. Although not explicitly addressed, our
preliminary data showed a significantly shorter length of hospi-
tal stay and lower 30-day readmission rate in the TIF group than
in the LNF group. Even though conclusive evidence is not avail-
able at this time, these positive findings are encouraging. A for-
mal cost-effectiveness study should be pursued focusing on the
work productivity related to reflux disease, procedure-related
AEs, and reintervention for failure.

There are limited data regarding the long-term durability of
TIF. A few studies with follow-up of 5 years or longer demon-
strated the sustained benefits of TIF for symptomatic control,
improvement in QolL, and PPI discontinuation in those without
HH repair [16,41-43]. In our study, rates of recurrent HH and
disrupted wrap were comparable between the two groups, al-
though there was a numerically higher rate of recurrent HH in
the TIF group. Further studies are needed to determine how to
select ideal candidates for this concomitant approach. GERD is
a chronic disease, and a subset of patients may require a redo
fundoplication. Redo fundoplication after LNF could result in
higher morbidity than primary fundoplication [42]. In contrast,
previous case series showed that redo fundoplication after TIF
is feasible without a significant increase in surgical morbidity
[43-45].

Our study has several limitations, first and foremost being a
nonparallel retrospective study design with an indirect compar-

TIF group LNF group (N=19) P value
(N=29)
Baseline EGD [n (%)] 0.008
= No esophagitis 6(20.7) 11(57.9)
« LAclassA 10 (34.5) 2(10.5)
= LAclassB 9(31.0) 1(5.3)
= LAclass C 3(10.3) 2(10.5)
= LAclassD 1(3.5) 3(15.8)
Improvement of esophagitis [n (%)] 22(95.7) 7 (87.5) 0.45
Resolution of esophagitis [n (%)] 19(82.6) 7 (87.5) 0.74
Disrupted wrap 1(3.5) 2(6.3) 0.33
Recurrence of hiatal hernia [n (%)] 5(17.2) 2(10.5) 0.51

EGD, esophagogastroduodenoscopy; LA class, Los Angeles Classification; LNF, laparoscopic Nissen fundoplication; TIF, transoral incisionless fundoplication.
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ison of clinical outcomes derived from medical records and re-
gistries recruiting patients at different time intervals. In partic-
ular, the way we measure and define a HH has changed signifi-
cantly from HH length/axial displacement to its transverse di-
ameter. Assessment of outcomes was also performed using dif-
ferent methods in these two cohorts. However, defining clinical
changes by the GERD-HRQL score in the TIF group would detect
a more subtle change in symptoms than changes in symptoms
being reported in the patient medical records in the LNF group
and the clinical symptoms were still in favor of TIF. Second, the
follow-up duration of 12 months also limits our findings. Long-
term data are needed. Third, there were only 70 patients in the
LNF group because we included only patients with HH of meas-
uring 2 to 5cm. Fourth, as with other retrospective studies,
there were uncontrollable confounders, including follow-up in-
tervals and data collection by different investigators that could
give rise to study bias. Fifth, because only a small subset of pa-
tients underwent esophagogastroduodenoscopy after the pro-
cedure, the status of the anti-reflux wrap, HH, and erosive
esophagitis is unknown in the patients who did not undergo
EGD. Sixth, PPl use served as a surrogate marker of symptom
improvement in our study but an esophageal pH study would
be more objective and cannot be provided. Finally, the sample
size is limited for objective comparisons to provide any conclu-
sive evidence. However, it should be noted that our study pro-
vides the only direct evidence of concomitant HH repair with
TIF versus traditional LNF, which is needed to guide future pro-
spective studies and inform clinical practice.

Conclusions

In this retrospective exploratory cohort study, we demonstrate
that a concomitant HH repair with TIF is feasible and safe in a
select cohort of patients with moderate HH. A RCT is warranted
to validate our findings.
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