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MALAYSIA 10 ITALY 248 JAMAIC A 2
MYANMAR 1 LUXEMBOURG “ TRINIDAD&TOBAGO 4
NEW ZEALAND = % | NETHERLANDS 236 MEXIC O 278
PAKISTAN 58 NORWAY 48 N. ANTILLES 4
PHILIPPINES 33 PORTUGAL 56 NIC ARAGUA 3
SRI LANKA 3 SPAIN 228 PANAMA 9
SINCGAPORE 34 SWEDEN 120 451
TAIWAN 45 SWITZERLAND 102
THAILAND 94 TURKEY 74 MIDDLE EAST
VIETNAM 1D UNITED KINGDOM 41 3 BAHRAIN 3
1665 2496 EGYPT 46
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CAMEROON 1 ALBANIA 3 JORIDAN S
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NAMIBIA 1 ESTONIA = | SYRIA 1
NIGER 3 CZECH REPUBLIC 76 TUNISIA 1
NIGERIA S HUNGCGARY 43 UNITED ARAB EMIRATES 19
SOUTH AFRICA 56 KAZAKHSTAN 2 196
SUDAN 1 LATVIA 2
79 LITHUANIA 3 N. AMERICA
MOLDOWVA 1 CANADA a477
S. AMERICA MONTENEGRO 2 us 0656
ARGENTINA 158 POLAND 116 7133
BRAZIL 401 ROMANIA A7
BOLIVIA 9 RUSSIA 48
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COLOMBIA 121 SLOVAKIA 1:3
ECUADOR 71 SLOVENIA 13
PARAGUAY (&) UKRAINE <)
PERU 33 435
URUGUAY 17
VENEZUEILA 167
1005
N. America 7133
INT'L 6326
TOTAL 13459
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Clinical Plenary
Best4 Papers selected for presentation

A GERD , LOTUS Trall
A UK Flexible Sigmoidoscopy Screening Trail .
A European Achalasia therapy Surgery vs. PD.

A Linaclotide Phase3 Trail for Chronic Constipation



Comparing LARS witBsomeprazole
INn the management of patients with
GERD , LOTUS Trall

L Lundellet al Department of Surgery,
Karolinska University Hospital,

Huddinge, Swedergnd 10 other
European Countries






Background:

A With the introduction of laparoscopic
antirefluxsurgery (LARS) for gastro
oesophageateflux disease (GERD) along with
the increasing efficacy of modern medical
treatment, a direct comparison is warranted.

A The5-year results of a randomised study
comparing both the efficacy and safety of
LARS andsomeprazoldESOsnre reported



Methods:

A LOTUS is ampen, parallelgroup multicentre,
randomised and controlled trial conducted In
dedicatedcentresin 11 European countries.

A LARSvas completed according tostandardised
protocol, comprising a totdlndoplicationand a
cruralrepair.

A Medical treatmentcomprised ESO 20 mg once
daily, which could be increased stepwise to 40 m
once daily and then 20 mg twice daily in the case
of incomplete GORD control.



Study Design

Open, paraliel-group, multicenter, randomized, study in 11 countnes

B ey Ecomepruole20moads
\

me -3 mo

Ba‘lm‘

Lundell ot al Gut 2008

*Dose increased stepwise 1o 40 mg qd and to 20 mg twice daily (bid) in
cases of incomplete symptom control

" Performed according to a standardzed protocol, comprising total
fundophcation and postenor crural repas




Patient Inclusion Criteria

¢ Patents with GERD and response to PPl as confirmed by
History W
Endoscopy
24-h pH-metry

Symptom response 10 esomeprazole
(Gurnng 3-mo run-in perod with
esomeprazole 40 mg once daily (qd))

o Elgible for LARS
o No more than mild GERD symptoms

Assessed using 4-point scale where O=none and 3=severe
¢ No more than LA grade B esophagitis




Patient demographics and baseline
characteristics

Surgical arm Medical arm
n = 288 n = 266

Mean age (SD) years 44.8 (10.9) 45 .4 (11.5)
2% males 69.1 74.8
Mean BMI (SD) 27-2-(3-7) 27.3 (4.4)
Duration of verified reflux disease (%)

=1 year 29 .2 30.1

1—5 years 50.7 50.8

—5 wvyears 19.4 18.8
LA grade of oesophagitis (%)

No oesophagitis 46.5 48.5

Grade A 27.4 20.7

Grade B 22.2 271

Grade C 3.5 3.8

Grade D 0.3 O
Presence of Barmrett's cesophagus (%) 10.4 9.4
Heartbum severity (%)

None 35.4 34.6

Mild 25.0 22.9

Moderate 24.3 24.4

Severe 153 18.0
Regurgitation severity (%)

None 45.8 47.0

Mild 215 19.5

Moderate 24.3 24.8

Severe 8.3 8.6




Patients Flow

Enrolled 626
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Randomized 554
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