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Lo * Patients were randomised to receive either
Adequate sequence m=s oesophageal radiofrequency or a sham procedure
generation O=3 by the Nantes Clinical Research Centre according
(FES H-EM HY) ] 230l to a_centralised code (block of 4 per centre)
provided by a dedicated software.
. O3
Allocation concealment o . ojZoio
. W ==

Blinding of participants Lo * In order to maintain double blind, the endoscopic

u == procedure was performed by an independent
and personnel o hvsici involved in the follow- f pati
(G RIOIX}, GITLA0Y CHt =5 physician not involved in the follow-up of patients.
R ' e N * Patients and investigators were blinded to the
=71) treatment arm until the end of the study

* In order to maintain double blind, the endoscopic

Blinding of outcome H =S procedure was performed by an independent
assessment O==2 physician not involved in the follow-up of patients.
(Z2Pho1o) Chst =71 0 254 » Patients and investigators were blinded to the

treatment arm until the end of the study

Shiizt Hlu =

Incomplete outcome = S 29 33
data addressed m== et 4(13.8%) 9(27.3%)
(588 ZUKR) O == E2X4(48%F) 25 24

Free of selective

reporting o AMHOI| Moot ZUXE 2F HITg

O0Om
nrrHE
pjo ojo

(M1E4x] =57) ==
* All patients were asked to take a double dose of
PPIs after the procedure. Follow-up visits were
planned at weeks 4, 8, 12, 18, 24 and 48
Other bias : 0y post-procedure to assess symptom relief, PPl use
Cointervention m=c and side effects. At each visit, patients were
= gf‘w systematically asked “ls your heartburn adequately
(o HIES L === controlled?”. When the response was “yes’, the
patient was proposed to decrease PPls from
double to single dose, and from single dose to
on—-demand therapy.
. . =S
Other bias : Funding O=o * The study was funded by a grant from the French
(O 2 H=Y 0 Sl Ministry of Health (PHRCK.
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Adequate sequence O%2

generation O=s * random A& &€ A5 Qs
A RN ) =24

Allocation concealment
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(HHE =AM 25) =
Blinding of participants Oue
and personnel _ O== . oz ge
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Blinding of outcome O%2
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Adequate sequence O%2 3
Qengration | D:ﬁ © UAATEA0|E
gy o UPLHY IHHCZE A QIS
(RS HiERA 44 m sy
. O3

Allocation concealment O=o . ojZoio
(B A 21) s seme

=24

* At follow-up after the sham or active procedure,

Blinding of participants Lo the patient was evaluated by one of the
and personnel u == investigators and a study nurse who were
(G15L HOIXt, GITRIO| CH3H O=s unaware of the randomization sequence. The
= ' = E Oesk endoscopist who was performing the active or

=71)

sham procedure, as well as the endoscopy nurse
assisting, were not involved in further follow-up.

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)
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* At follow-up after the sham or active procedure,
the patient was evaluated by one of the
investigators and a study nurse who were
unaware of the randomization sequence. The
endoscopist who was performing the active or
sham procedure, as well as the endoscopy nurse
assisting, were not involved in further follow-up.

Incomplete outcome O%2

data addressed O=3 o Z7H0| E2tE SX0| het HE8s
(ES=s 2nRR) m ==

Free of selective m =2
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Block randomization was used to assign treatment
status. If eligibility criteria were met during the
endoscopy, the endoscopist opened the
appropriate sequentially sealed envelope.
Subsequent contact between the subject and the
endoscopist was minimized, and staff blinded to
the treatment assignments performed subsequent
outcome assessments.

Lo
Allocation concealment EE 36 GERD patients were randomized by sealed
(Hi &N 21) D%g**' envelope and divided into three groups.
==
Blinding of participants g 1 4o Subsequent contact between the subject and the
and personnel ke endoscopist was minimized, and staff blinded to
(S5t EOK}, AL Cist S5l the treatment assignments performed subsequent
=== outcome assessments.

=71)

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)
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Subsequent contact between the subject and the
endoscopist was minimized, and staff blinded to

the treatment assignments performed subsequent
outcome assessments.

@ < HIEY

Incomplete outcome O%2
data addressed O0=3 Bt 2240 CHSE AZUS. flow chart HZS
(ES=s 2nRR) m ==
Free of selective m =2
reporting O0=3 AHEO Holgt AMXE 25 Hgt
(MEi® 20) O ==t
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Adequate sequence H =S * Treatment status was assigned by using a
generation O=s centrally generated, stratified (by study site) block
(RE1Q] HiFN M) W randomization
Allocation concealment u Li% * If eligibility criteria were met, the principal
HREN 2H) O==2 investigator in each centre was allowed to open
ol O 25kl the appropriate sealed envelope.
Blinding of participants Oue
and personnel m = * Although not blinded, our study has several
(A7 EOIA}, ALKtOf CH5E EE‘W strengths compared to previous trials.
=7k HEss
Blinding of outcome =2 .
assess?nent E:ﬁ * Although not blinded, our study has several
(ZI2HT710) ChBt =712)) ] 284l strengths compared to previous trials.
Y Bl 2

Incomplete outcome O= SR ol SHE a0
data addressed m== TN 23 20
(B525t ZIXIR) REEH EE] 3(13.0%) 6(30%)

= 20 14
Free of selective =2
reporting O=s o AREOl Yot ZAE 25 Hg
(Mex 21) WEEN
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* Declaration of funding interests: This work was
supported in part by the Societe Nationale
Francaise de Gastro—Enterologie (SNFGE), INSERM
and CHU of Nantes. The study was conducted
independently of Curon Ltd with no interference of
this Icompany in the trial design or analysis of
results.
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Treatment status was assigned by using a
centrally generated, stratified (by study site) block
randomization.
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If eligibility criteria were met during the
endoscopy, the endoscopist opened the
appropriate sequential sealed envelope.

Blinding of participants
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Subsequent contact between the subject and
endoscopist was minimized, and staff blinded to
the treatment assignments performed subsequent
outcome assessments.

Blinding of outcome

assessment

(Z2Hg710] et =7td)
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Subsequent contact between the subject and
endoscopist was minimized, and staff blinded to
the treatment assignments performed subsequent
outcome assessments.

SIS HYIS

Incomplete outcome O%2 FA 35 29
data addressed == A
(ES=s 2nRR) O ==t 671E EA 31(88.6%) 25(86.2%)

1271 &AM 25(71.4%) 17(58.6%)
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Role of the Funding Source: Curon Medical
provided financial support for the research,
assisted with the study design, and coordinated
the data collection. The authors performed the
procedures, collected the data, performed the
analysis, wrote the manuscript, and decided
whether and where to submit the manuscript. The
authors’ independence was established before the
initiation of the study.
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= HE 7ksd O=2 e table 1, &7t p).05
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* The inclusion criteria were as follows:
(1) NERD diagnosed by acid exposure time (AET) »6% or
DeMeester score >14.7 with symptom correlations
>50%[12];
(2) endoscopically evidenced absence of esophagitis or Barrett
esophagus[12];
(3) responsiveness to PPls defined as a >50% reflux symptom
control after 2 weeks of standard PPI treatment[13];
(4) lower than normal LES pressure detected by high-resolution
esophageal manometry;
(5) no hiatal hernia or small (2 cm) hiatal hernia;
= (6) a chronic history of persistent typical symptoms of
AR MA Mse heartburn and/or regurgitation despite daily use of PPls; and
== o5l (7) age between 18 and 70 years.
=== * The exclusion criteria were as follows:
(1) under 18 or over 70 years of age;
(2) pregnant;
(3) achalasia or other primary esophageal motility disorders;
(4) no response to PPI treatment, which was defined as {50%
reflux symptom control after 2 weeks of standard PPI
treatment[13];
(5) sliding hiatal hernia »2cm;
(6) collagen vascular disease or other autoimmune disease;
(7) previous esophagogastric surgery;
(8) coagulation disorders or contradictions for surgery; or
(9) severe uncontrolled medical illness.
O%2
M il O=2 - =82
==
|
=
=25y O=s * PPl group, Stretta group ' &AM[SHAl HAlGILE UZ
O ==
O3
B =71 Os2 s Qs
==
Lirg
Z3 7} D—L'E * the reflux disease questionnaire, the SF-36 Health Survey,
= O g;w PPl usage and satisfaction, adverse events and safety
=23=
mue Stretta PPI
- = i) 32 23
SIS AN 52 5
ST 2nKE g N Eret 4(12.5%) 2(8.7%)
=== 24 28 21
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MEA ZM ED O=2 o AMEO| Folgh ZuKE 2% 218
O ==
=S e This study was supported by the Suining Central Hospital
QIZrAH| XIH O=3 research fund (SCHQ18046).
O 25kl * The authors have no conflicts of interest to disclose.
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39 HIZEAH A
=2
M2 HL7bsd O == * table 1, &7t p>.05
O ==
* Patients were included if they were 18 years old or older,
had clinical symptoms such as regurgitation, retrosternal pain
and heartburn. Patients were excluded if they had diseases
Lo in the central nervous system or connective tissue, were
m == previously performed esophageal or gastric surgery. Patients
Chedet M O==2 with esophageal stricture, shortened esophagus, impaired
O 25kl distal esophageal peristalsis, autoimmune diseases, collagen
vascular diseases, Barrett's esophagus, coagulation disorders,
acute heart failure, cardiogenic shock and other important
organ diseases and previous thoracic surgery were also
excluded.
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reflux time and frequency, the DeMeester score, LES
pressure, esophageal pH, prognosis &4,

SMIS Hlu s

B 88 142

=M 86(97.7%) 140(98.6%)
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BIte =7t O=s - Us8E

27} Iy} ke * frequency and severity of the major GERD symptoms,
© = through a standardized questionnaire
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* All authors have no conflict of interest. This work was
supported by grants from the Nationial Key Project Program
Lo during the 13"™ 5-Year Plan Period of China
u == (2016YFC1302003), and from the Major Science and
DIZIATH| X[ O=s Technology Project of Sichuan Province, China (No.
O eskl 2017SZ0056), and the Scientific Research Project of Sichuan
Health and Family Planning Commission, China (No.
17PJ177), and the Scientific Research Project of Natinal
Clinical Research Center for Geriatrics (Z2018B19).

_’IO_



HH(Ref ID) 10(565)
1M AHETAE) Liang(2019)b
g HEENE! AR
O%g
Oz b 7tsd O=3 o J|ZEME H|W table ¥ J|& 92
m =
mug
Chadet M O=2 o MHF HIXIZIE MAlGIE US
O ==
O%g
RS O&2 - o3us
m=s
. Lo
P =]
=5 O==2 o BMAIE, HluAlz HHCE 7|&5ta US
O

"
i1
>

PN=)
TR =71 O=2 - =82
==
=S e frequency and severity of the major GERD symptoms,
Zt Bt O=s medication independence and complications, through a
O 25kl standardized questionnaire
mLe SMHIAE WIS
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EANS AWNE 52 Hi e 47 51
O 238l 2= 7, 14.9% 1
=4 40 50
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* All authors have no conflict of interest. This work was
supported by grants from the Nationial Key Project Program
Lo during the 13"™ 5-Year Plan Period of China
u == (2016YFC1302003), and from the Major Science and
TIZ | K13 O0=3 Technology Project of Sichuan Province, China (No.
O eskl 2017SZ0056), and the Scientific Research Project of Sichuan

Health and Family Planning Commission, China (No.
17PJ177), and the Scientific Research Project of Natinal
Clinical Research Center for Geriatrics (Z2018B19).
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* The limitations of the present study are as follows: lack of
7RO =72 Lo rin St
SR =71 i controls, randomization, and blinding.

m =S . - - -
23 Wy} =o * symptoms in questionnaire, symptom reduction rate

0 ng * the Reflux Diagnostic Questionnaire 0|2
===

* 148 cases fulfilled our criteria, and 137 patients were
successfully followed up for 1 year and 5 years after
antireflux intervention. SRF n=82, LNF, n=b5
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e Zhiwei Hu, Jimin Wu, Zhonggao Wang, Yu Zhang, Weitao
Liang, and Chao Yan declare no potential conflicts of
interest.
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* Of these patients, 65/80 (81.3%) patients with LTF and
60/85 (70.6%) with the Stretta procedure were included in
the final analysis
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= * frequency and severity of the extra—esophageal GERD
At Bt O&s symptoms, a standardized questionnaire using the 6 point
O 25kl Likert scale system
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