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Die beiden erwahnten randomisierten Studien liber POEM

Effect of Peroral Endoscopic Myotomy vs Pneumatic Dilation
on Symptom Severity and Treatment Outcomes Among

Treatment-Naive Patients With Achalasia
A Randomized Clinical Trial
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IMPORTANCE Case senes suggest favorable results of peroral endoscopic myotanmy (POEM)
for treatment of pateents with achalzsia, Data comparing FOEM with preumatic diation,
the standard trestrnent for patients with achalasia, are lacking.

DBIECTIVE Ta compare the effects of POEM vi preurmnatic dilstian as initial trestrent af
treatment-naive patients with achalasia.

DESIGH, SETTIMG. AND PARTICIPANTS. This randomized multicenter dinical trial was
canducted at & haspitals in the Methedands, Germany, Italy, Hong Kong and the Usited
States. Adult patients with newly diagnosed achalasia and an Eckardt score greater than 3
Wi had not undergone previous treatment were ncluded. The study was conducted
between September 2012 and July 2015, the duration of follow-up was 2 years after the initial
treatment, and the final date of follow-up was November 72, 2017,

INTERVENTIONS Randamizaton to receive POEM (n = &7) of pneumatic diation with
a30-mm and a 35-mm halkagn (n = G}, with stratification according to hospital,

MAIN OUTCOMES ANDMEASURES The primary cutcamie was treatment success [defined as
an Bckardt score =3 and the absence of severe complications or re-treatmenth at the 2-year
fallow-up. A total of 14 secondary end points were examined among patients without
treatment fallure, Induding integrated retaation pressure of the kwer esophageal sphincter
wia high-reselution manametry, banum colimn beight on trmed barium esophagagram, and
presence of reflux esophagitis.

RESULTS. Ofthe 133 randomized patients, 130 (mean age, 48 & years; 73 [56%] men] undarssant
treatment (G in the POEM group and 65 in the preumatic diation graup) and 126 195%) com-
pleted the study. The primary outcome of treatment success occumed in 58.of 63 patients (92%)
in the POEM group v 34 of 63 (54%6)in the preumatic dilation group,  difference of 38% ([95%
O, 22%-52%]; P < 001), Of the 14 prespecified secondary end ponts, no sgnificant déference
et groups was demonsirated in 10 end paints. There wes no sgnilicant betwesn
difference in medianintegrated relzation pressure (9.9 mm Hg inthe POEM group vs 126 mm
Hg in the preumatic dilation group; difference, 27 mm Hg [95% CI, <21 to T5): P = .07 or median
barium colummnibeight (2 3 omin the POE M group vs 0 omin the preamiatic dilation group;
difference, 2.3 em [953 C1, 10-3.6} P = 105). Reflux esophagits oocurmed miane ofen in the
POEM group than in the pneumaticdilation group (32 of 54 [41%] vs 2 of 79 [7%]: difference,
34% [95% C1, 12%-49%]; F = 002). Twoserious adverse events, induding | perforation,
occumed after preumatic dilation, while no serious aderse events occurned after POEM,

COMCLUSIONG AND RELEVARNCE Amang treatment-naive patierts with achalasia,
‘treatment with POEM compared with pneumatic dilatien resulted in a significantly

higher treatment success rate at 2 years. These findings suppart consideration of POEM as
an Initial treatment aption for patients with achalasia.
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Endoscopic or Surgical Myotomy in Patients
with Idiopathic Achalasia
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ABSTRACT

BACKGROUND
Pneumatic dilation and lzparoscopic Heller's myotomy (LHM) are established trearments
for idiopathic achalasia. Peroral endoscapic myotomy (POEM) is a less invasive therapy
with promising early study results.

METHODS

In a mubticenter, randomized trial, we compared POEM with LHM plus Der's fundoplica-
tion in patients with symptomatic achalzsia, The primary end point was clinical success,
defined as an Eckardr sympsom score of 3 or bess (range, 0 to 12, with higher scores indi-
cating mare severe symptoms of achalasia) without the wse of additional treatments, at the
2epear follow-up; a noninferority margin of =12.5 percentage points was used in the po-
mary analysis. Secondary end poings included adverse events, esophageal function, Gas-
trodntestinal Cralicy of Life Index score (range, @ to 144, with higher scores indicating
better function), and gastroesophageal reflux.

RESULTS

A rotal of 221 paticnts were randomly assigned to undergo cither POEM (112 patients)
or LHM plus Dor's fundoplication (109 patients), Clinical success at the 2-pear follow-up
was abserved in 83.0% of patients in the POEM group and 81.7% of patients in the LHM
group idifference, 1.4 percentage points; 95% confidence interval [CI], 8.7 w 11.4;
P=0.007 for noninferioricy). Serious adverse events occurred in 2.7% of patients in the
POEM group and 7.3% of patients in the LHM group, Improvement in esophageal func-
tion from bascline to 24 months, as assessed by messurement of the integrated relax-
ation pressure of the lower esophageal sphincter, did not differ significantly between
the treatment groups (difference, ~6.75 mm Hg; 95% CI, =23 o 0.76), nor did improve-
ment in the score on the Gastrointestinal Quality of Life Index (difference, 014 points;
95% CI, —4.01 to 4.28). At 3 months, 57% of patients in the POEM group and 20% of
patients in the LHM group had reflux esophagitis, as assessed by endoscopy; at 24
manths, the corresponding percentages were 44% and 27%.

COHCLUSIONS

In this randomized trial, POEM was noninferior te LHM plus Dor's fundoplication in
controlling symptoms of achalasia at 2 years. Gastmoesophageal reflux was more commen
amang patients who underwent POEM than among those whoe underwent LHM. (Funded
by the Buropean Clinical Research Infrassructure Network and others; Clinical Trials.gov
number, NCTOLRMGTE.)
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Achalasia
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Die Achalasie ist eine neuromuskulare Erkrankung v. a. des intrinsischen
Nervensystems des Osophagus, die durch eine reduzierte oder aufge-
hobene Relaxation (Offnung) des unteren 6sophagealen Sphinkters
(UOS) und eine Stérung der propulsiven Motilitdt in der tubuliren
Speiserohre gekennzeichnet ist. Leitsymptome sind zunehmende
Dysphagie fur solide und fliissige Nahrungsbestandteile, retrosternales
Druckgefiihl beim Essen sowie aktive und spater auch passive
Regurgitationen von unverdauten Speisen. Die Diagnostik basiert auf
der ausfuhrlichen Anamnese, dem typischen endoskopischen Befund,
der jedoch in der Frihphase fehlen kann, einem auffalligen
radiologischen Verhalten und einer charakteristischen Funktions-
diagnostik (High-Resolution-Manometrie). Bei der Therapie stehen
neben der pneumatischen Dilatation, die endoskopische perorale und
die laparoskopische Myotomie zur Auswahl. Da die unterschiedlichen
Formen der Achalasie ein individuelles Management erfordern, sollte
die Therapieentscheidung moglichst interdisziplindar in einem
spezialisierten Team erfolgen.
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